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OVERSIGHT ON ISSUES RELATED TO AGENT
ORANGE AND OTHER HERBICIDES

WEDNESDAY, NOVEMBER 18, 1981

U.S. SENATE,
CoMMITTEE ON VETERANS' AFFAIRS,
Washington, D.C.

The committee met, pursuant to notice, at 9:37 am., in room
1224, Dirksen Office Building, Hon. Alan K. Simpson (chairman of
the committee) presiding.

Present: Chairman Alan K. Simpson, Senators Jeremiah Denton,
Fl\‘fanl]f %—IE[ Murkowski, Arlen Specter, Alan Cranston, and George J.

itchell,

OPENING STATEMENT OF HON. ALAN K. SIMPSON, CHAIRMAN OF
THE SENATE COMMITTEE ON VETERANS' AFFAIRS

Chairman SmpsoN. Good morning. I welcome you all to today’s
oversight hearing on agent orange. Our purpose this morning is to
provide oversight on the Federal Government’s efforts to determine
the adverse health effects which may result from exposure to agent
orange and other herbicides.

I think there is an important determination to be made with re-
spect to the outcome of the protocol and the study which will
follow. Because of the emotion and the controversy which surround
this subject, it is imperative that the credibility of the study and of
those involved with the study be clearly established. Therefore, 1
would wish to emphasize the importance of adequate communica-
tion between the Congress and the VA on this matter.

This committee wishes to be advised of the progress of this deci-
sion making process and should be advised of the progress of the
criteria used by the VA to determine whether or not the protocol is
acceptable,

This stage in the study process is crucial because it is now that it
must be demonstrated to concerned veterans, and all other citizens,
that the VA, the Congress and leading epidemiologists are working
seriously to uncover all possible scientific evidence about agent
orange.

And I think it is crucial that we not underestimate the impor-
tance of the timing and the timeliness of the effort. It has already
taken us more than 10 years to get to the point where we are in
1981, The veterans who are experiencing health difficulties do not
have the time to wait another 10 years for answers to their medical
problems.

(1)



2

Public Law 97-72, the ‘“Veterans’ Health Care, Training, and
Small Business Loan Act of 1981,” contains a vez;y important provi-
sion that provides a new health-care eligibility for Vietnam veter-
ans who may have been exposed to agent orange, Under this provi-
sion, eligibility for basic VA health-care services is granted for a
veteran’s disability if it is found that the veteran, during active
duty in Vietnam, “may have been exposed” to dioxin or was ex-
posed to any toxic substance in an herbicide or a defoliant used in
connection with military purposes there.

Only those veterans with disabilities that result from specified
exposure, according to guidelines issued by the chief medical direc-
tor, will be eligible for this health-care benefit,

It is my firm belief that this provision should be an interim
effort, and Public Law 97-72 does provide that this health care that
will terminate 1 year following the submission of the firat report
on the VA’s e id’émiological gtudy of the health effects of agent
orange. As we know, the first report on that study is due within 2
years after the protocol for the study is approved.

However, this is only one way of attempting to respond to the
concerns of veterans who may have been exposed to agent orange.
It is also my firm belief that we need to get cracking on the actual
epidemiological study mandated by Public Law 96-151 in 1979,

We would wish to have assurances that provide actual time-
tables and details of what is going to occur, with respect to the
study of agent orange, in order to meet the guidelines set out by
the provisions of Public Law 96-151.

So, this morning we will hear testimony on the protocol. We will
hear about the status of the protocol and the problems that have
been experienced by the VA and the DOD, and Dr. Detels and Dr.
Spivey, the coauthors of the protocol in developing what is called
an “exposure index,” we will also hear comments from those
groups who have reviewed the protocol to date.

And then we shall also hear status reports on other continuing
studies which deal with agent orange exposure, and we shall then
hear comments from veterans’ groups and others concerned with
this complex issue.

So, the hearing is intended to be quite comprehensive. It is in-
tended to raise important questions about current status and the
future course of the agent orange protocol and study. I think it is
important that we ask those sericus questions and that we have
the answers as part of the public record, along with the views of
those who are involved witll: the study. It is not a hearing to at-
tempt to embarrass, cajole, or get things to a high pitch. That is
not what I am up to. We need some information, some data, some
background, and some commentary from you as to where we are, 1
mir:ar&t to reemphasize my commitment to a credible and timely
study.

The limited health care that is provided under the new law is
only an interim measure, to meet the needs of the veterang who
are ill and who may have been exposed to agent orange. It was
never intended to be anything more. So, if we find that some tough
decisions need to be made concernintﬁ]:rhat happens next with the
prototi:lo;l{ then we will strongly urge that the VA be decisive and do
just .
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This hearing will provide us the first opportunity for public pres-
entation of peer reviews of the protocol, DOD reviews on what can
or cannot be accomplished to develop an exposure index, and re-
views of current and continuing studies that address the heaith ef-
fects of exposure to agent orange.

Before we proceed with the first witness, there may be opening
remarks from my good friend and colleague from California, Sena-
tor Cranston.

Senator CraNsTON. Thank you very much, Mr. Chairman. I am
pleased to welcome the various witnesses today, including my good
friend from California, Bob Nimmo. .

Today we are seeking updates and general status reports on the
many efforts, both inside and outside the VA, that are planned or
are underway to help address the serious questions that exist with
respect to the current health of Vietnam veterans, especially as
their health may have been affected by exposure to agent orange.

Congressional interest in the possible adverse effects of exposure
to agent orange has been strong since the subject first rose to na-
tional attention in 1978, This interest and concern has promoted
many hearings—this committee alone held four on the subject last
year—and generated considerable legislative activity.

In the last Congress, section 307 of Public Law 96-151 mandated
two research initiatives on agent orange: A scientific review of the
literature relating to the effects in humans of exposure to dioxing
and an epidemiological study on the health effects of exposure to
dioxin, the contaminant in agent orange, on Vietnam veterans.

The literature review has recently been completed and will, I be-
lieve, prove useful in revealing the current status scientific knowl-
edge and the gaps in that knowledge relating to the health effects
of exposure to dioxin. I am pleased to note the high quality of this
report.

More recently, on November 3, a provision I authored in the
Senate was enacted in Public Law %7-72 that establishes new
health care eligibilty for Vietham veterans for the treatment of dis-
abilities that may be related to exposure to agent orange or other
herbicides. Another provigion in that law authorizes the expansion
of the scope of the epidemiological study mandated by Congress in
Public Law 96-151.

Today the committee will hear testimony on the current status
of this epidemiological study, as well as the status of other ongoing
studies such as the Air Force’s Ranch Hand Study in which the
health of the 1,200 participants in the agent orange aerial spraying
missions is being examined, the Center for Diseagse Control’'s Birth
Defect Study, and the Armed Forces Institute of Pathology’s Tumor
Registry Review.

As a result of this hearing, the committee should learn just how
much closer we are today to some sound, scientific findings on the
health effects of agent orange than we were 1 year ago, how much
closer we can get, and what the best means are for doing so.

After numerous delays, including a legal challenge to the VA’s
efforts to get the epidemiological study underway in 1980, a con-
tract was finally let in May of this year for the design of the study.
Now, nearly 2 years after the study was mandated, a proposed
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design for the study—the so-called draft protocol—has finally been
submitted to the VA by the contractor.

Several peer groups, including the Agent Orange Working
Group, the VA Advisory Committee on Health Related Effects of
Herbicides and, as required by Public Law 96-151, the Congression-
al Office of Technology Assessment have each undertaken a review
of the draft protocol.

Although I am regerving judgment until I receive more informa-
tion, both from today’s witnesses and in further formal reports
from reviewers, the early evaluations of the draft protocol are, un-
fortunately and quite frankly, not encouraging. My understanding
of the reviewers’ comments thus far is that they believe the proto-
col in its present condition is inadequate.

The Agent Orange Working Group’s Science Panel hag asserted
that the submission is not even a protocol. Serious questions have
also been raised about the effectiveness of the coordination be-
tween the work of the investigators and Department of Defense
and VA activities,

Other questions that warrant our full exploration include: What
should be the next step in the epidemiological study? How can this
step be taken in a responsible manner and how long might it take?
Is the epidemiologica. stud{,as presently conceived with emphasis
on the possible effects on Vietnam veterans of exposure to agent
orange a feasible one in li%l;t of the state of information available
on who was exposed to what levels of dioxin, or even desirable?
What should be the VA's direct role and what should be the role of
the contractor in present and future efforts relating to the epidemi-
ological study?

Finally, I would note that the American public is understandably
growing impatient with what are perceived as the Government’s
plodding efforts to resolve the many difficult issues involved and
get on with the study.

I sincerely hope that an approlpriate strategy can be found and
pursued with the necessary single-mindedness of purpose and ur-
gency.

I pledge my continued best efforts to achieve that goal.

Mr. irman, I regret that, due to an, unavoidable conflict in
my schedule, I will not be able to remain for the full hearing, I
must attend another committee meeting at 10:30. I have written
questions, however, for each of the witnesses.

This is a very important oversight hearing and I congratulate
you, Mr, Chairman, for holding it. Finally, I want to note that the
committee ig scheduled to hear from Mr. James Stockdale of HHS,
the Chair of the Agent Orange Working Group. I have already had
some constructive correspondence with Mr, Stockdale and fully
support the efforts of the coordinating group he heads.

Let me say that despite all the technical difficulties relating to
this issue--and the human difficulties, and there are many—we
must make plain that we are determined to do all that humans can
do to solve this very, very difficult problem. I am committed to
doing that. I know that you are, Mr, Chairman, and we will do our
utmost to fulfill our obligations,

Chairman SimpsoN. Thank you very much, Al, and certainly if
there was a pattern set as to being productive and responsible in
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thig area, you certainly set it when you were chairman of this com-
mittee. I remember well the hearings that you held. They were
quite productive, and I would thank you.

I would recognize Senator Denton, also a member of the commit-
tee. It is good to have you here this morning, Senator Denton.

Senator DenToN. Thank you, Mr. Chairman.

I have reviewed the evidence on this subject to date and share
the interest of the chairman and Senator Cranston in the matter in
spite of some of the economy’s efforts to make more effective the
veterans programs. I want the veterans to know that my basic posi-
tion was and remains that George Washington was correct when
he said that we must not, he effectively said, ever see as a pool of
means of effecting economies cutting into veterans benefits.

Of all the people in this country who deserve not to have that
which was sort of contractually viewed by them when they signed
up in this country’s armed services, the veterans should be least, in
fact, they should be immune from any taking away from them.
And I will fight for that.

Agent orange is a shocking thing to me. I wasn’t aware, I got a
lot of communist propaganda about agent orange, but now to learn
that there are many who have suffered from it has been a shock.
It's a subject which cbviously requires careful analysis and some
fair solution for taking care of those and their dependents who
were harmed by this agent orange thing.

As the chairman knows, and as Senator Cranston indicated, it is
a tragedy but it’s true, we, like this chairman of this committee
can be here this morning, because this is his committee and he has
to conduct this hearing. I must go to a meeting at 10 o’clock be-
cause I have four amendments to offer to the rewrite of our code,
our Criminal Code. So, I will have to be there, and as much as 1
hate to leave, I will have to.

I want to express my confidence and admiration for our chair-
man. He is a man who has the most basic honesty of any whom I
have met in this Senate and I strongly commend him for your total
trust and tell him the why nots as well as the whys as you proceed
with the causes for benefits, because he needs to know, If he gets
caught in a boobytrap, he is going to have the bottom fall out from
under him and he won’t be able to do as good a job as his talents
would otherwise permit.

That’s all T have to say, Mr. Chairman,

Chairman SiMpsoN. Thank you very much, and I would like to
welcome Senator Murkowski to the panel this morning. Nice to
have you here, Senator.

Senator MurkowsEl. Mr. Chairman, I appreciate that and I look
forward to testimony that’s going to be given this morning. And I
will just submit my opening statement for the record.

Chairman SiMpsoN. I thank you very much.

[The prepared statement of Hon. Frank H. Murkowski, a U.S.
Senator from the State of Alaska, follows:]



PREPARED STATEMENT OF HON., FRANK H. MURKOWSKI, A U.S. SENATOR
FROM THE STATE OF ALASKA

In December of 1979, Congress passed the Veterans Health
Programs Extension and Improvement Act which the President
subsequently signed into law as P.L., 96-151, This law directed
the Veterans Administration tec prepare a plan for the
.study of Vietnam veterans who may have suffered adverse health
effects as a result of exposure to Agent Orange. The law
also required the Diréctor of the Office of Technolagy Assessment
to review the study, and in the case of disapproval to periodically
report to Congress on the progress of the study. Finally, in
hugust of this year, a draft protocol for Epidemiologic Studies
of Agent Orange was submitted by Dr. Spivey and Dr.lDetels, bath
of the School of Public Health at GCLA,

This draft protocol has been the subject of some criticism
bgth by the Office of Technology Assessment and the National
Veteranz Task Force on Agent Orange, among others. While I
am not a scientist nor a specialist in epidémiclogic studies,

I do feel that many of the criticisms by the OTA and the Hational
Veterans Task Force on Agent Orange of the draft protocol may be
walid, At the very least, these critigisms desexve full
exploraticn by this committee,

Fortunately, the study mandated by P.L, 96-151 is not the
only study currently being conducted on the possible adverse
health effects of agent orange on humans. I look forward to

the testimony of those involved in the Ranch Hand Study and the
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study currently being cohducted at the Center for Disease
Control in Atlanta. The search for answers to the Agent Orange
question is not a quick or easy one.
The veterans who served in Vietnam and who know or fear
they were exposed to Agent Orange deservs notking less than
the best efforts of the Veterans Administration and any independent

groups doing studies on the possible health effects of Agent

Orange.

I look forward‘to the testimony of the many distinguished
guests here today as a guide to the difficult decisions which
this committee must take regarding the involvement of the

faderal government in Agent Orange studies.

Chairman SiMpsoN. Before we begin, you will notice this curious
array of electronic equipment here, I would ask the witnesses to
make every effort to remain within the 5-minute time limit when
they testify. We have a great deal of important material to cover
and we want to be certain that we hear from everyone. And so, we
will enforce this 5-minute time limit with these lights. Thank you.

And, Bob Nimmo, I really appreciate your coming here today to
testify on this issue. I know that the VA will be responsive to the
concerns that are raised by the witnesses here today, just as you
have been responsive to all issues since you have taken on this
tough job. Certainly, we are going to be very interested in your re-
actions to the views that are expressed today. We would appreciate
your furnishing the information that you would care to share with
us after you hear the testimony of the various witnesses today. It
would be very helpful if you could keep us informed at each step of
the decision process on the protocol. We will look forward to your
written reactions to this hearing at a separate, and hopefully, early
time, ' :

Bob Nimmo, please,

TESTIMONY OF ROBERT P. NIMMO, ADMINISTRATOR, VETERANS’
ADMINISTRATION; ACCOMPANIED BY JOHN P. MURPHY, GEN-
ERAL COUNSEL; DR. BARCLAY M. SHEPARD, SPECIAL ASSIST-
ANT TO THE CHIEF MEDICAL DIRECTOR FOR ENVIRONMENTAL
MEDICINE; AND DR. LAWRENCE B, HOBSON, CLINICAL ASSIST-
ANT TO THE SPECIAL ASSISTANT TO THE CHIEF MEDICAL DI-
RECTOR FOR ENVIRONMENTAL MEDICINE

Mr. Nimmo. Mr. Chairman and distinguished members of the
committee, good mcurnuinﬁi T am pleased to appear before you this
morning as we address this troublesome matter. Accompanying me
are Mr. John Murphy, the VA General Counsel; Dr. Barclay Shep-
ard, Special Assistant to the Chief Medical Director; and Dr. Larry
Hobson, clinical assistant.
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With the committee’s permission, I ask that my full testimony be
entered into the record and that I will provide this morning a sum-
mary of its content.

Chairman SimpsonN. Without objection.

Mr. Nivmmo. Angd I will do my best, Mr, Chairman, to stay within
that 5-minute limit. So, I will go rapidly.

When 1 appeared before the committee during my confirmation
hearing in Jlt)xly, I told you of my concern and support for the mem-
bers of our Armed Forces who served in Vietnam, I also indicated
mf%r strong desire to resolve questions regarding the possible health
effect on American service personnel of exgosure to agent orange
and other herbicides used in Vietnam. And I want to say at the
very outset, Mr, Chairman, that I share the frustration experienced
by this committee and the Congress as a whole in attempting to
deal effectively with this issue. It is a frustration with progress
that has been too slow. It is a frustration that urgentlf'needed an-
swers to the scientific questions are mired in the complex processes
of scientific research.

It is my conviction, based on the agency’s rate of progress to
date, that the Veterans’ Administration must move more aggres-
sively in addressing this issue. And toward that end, I have formed
a policy coordinating committee on agent orange and have directed
that it move aggressively to expedite all Eending actions. The com-
mittee will be under the leadership of the Deputy Administrator-
designate, Mr. Charles Hagel, who i3 himself a twice wounded,
combat veteran of the Vietnam war.,

Let me state briefly the progress that has been made in some key
areas and what is being done to accelerate the program.

The newly reconstituted agent orange working group with cabi-
net counsel status will significantly expand VA’s ability to work
with and consult other Federal agencies concerned with policy and
regearch. We participated as a member in the group’s first meeting
on August 28 and were assured of the President’s full support for
Governmentwide cooperation in resolving the agent orange issue.

Within our own agency, several organizations regularly meet to
receive the views of a variety of interest. The VA Advisory Com-
mittee on Health Related Effects of Herbicides meets quarterly and
consists of distinguished representatives from the scientific commu-
nity and from major veterans’ organizations. Its meetings arc prov-
ing to be an effective means for individuals and groups to commu-
nicate their concerns.

VA has been cooperating with several States which have adopted
or are considering adoption of agent orange legislation. Representa-
tives of the agency have appeared at various State legislative hear-
ings and we have also had Etate participation in our advisory com-
mittee meetings.

Let me turn briefly to the status of several studies that have
either been mandated by law or which we have initiated.

Recently, in accordance with Public Law 96-151, the VA complet-
ed a comprehensive review of the scientific literature on various
phenoxy herbicides. This two-volume report contains an analysis of
some 1,200 published scientific papers that will aid in further re-
search. The report is being distributed widely through an array of
Federal and private scientific and policy organizations.
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Our own Department of Medicine and Surgery is encouraging ad-
ditional agent orange research proposals, and our hope is that this
report will inspire additional scientific inquiry.

Public Laws 96-151 and 97-72 directed the VA to design and con-
duct an epidemiological study of veterans exposed to herbicides and
other chemicals.

Following delays invoked by legal challenges, scientific proposals,
and bids were received and on May 1 of this year a contract award
wag made to the UCLA School of Public Health for an epidemiolog-
ical study design.

The VA received a draft design on August b. It was forwarded
for comments to various review groups, including the U.S. Office of
Technology Assessment. It is the opinion of the VA, and of the
review groups, that the design was inadequate.

Comments from the review groups have been given to UCLA for
appropriate response. UCLA has been given until late December to
submit an additional draft study design adequate for peer group
review as required by the contract.

In the meantime, the VA on its own is going forward with a
study of mortality among veterans who served in Vietnam during
fiscal years 1968 through 1973. Our plans have been submitted to
the Science Panel of the Agent Orange Working Group and the
American Public Health Association. I will keep you informed of
our progress on this effort.

In another study area, VA continues to cooperate with the
Armed Forces Institute of Pathology in its study of biopsy and au-
topsy materials from persons who served in Vietnam. The Insti-
tute’s research is aimed at seeking the presence in these materials
of gignificant pathology patterns among these individuals.

Mr. Chairman, since the issue of agent orange first surfaced, it
seems that the dilemma evolves into two fundamental questions.
The first is whether a veteran was exposed to agent orange, and
second, what are the effects, if any, of that exposure?

The VA in April of 1980 resolved the first question by presuming
that a veteran who served in Vietnam was exposed to agent
orange. This was prompted by the lack of any practical method of
distinguishing between individuals who were exposed and those
who were not.

Unfortunately, the second question is not so easily answered, I
believe, however, that the various activities that I have described
today will enable us to bridge some of the knowledge gap which
hag thus far frustrated our efforts to resolve this question.

In closing, Mr. Chairman, I want to respond to the committee’s
interest in future VA activity concerned with the examination and
treatment of herbicide exposed veterans.

As we know, the President sighed into law Public Law 97-72,
which gives the VA broad latitude in providing direct priority
medical care to veterans with health conditions that may be relat-
ed to herbicide or chemical exposure. The interim guidelines imple-
menting this law are being released to the field today. They will be
published in the Federal Register and comments received will be
considered before the guidelines are issued in their final form.
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. They will call for examination and treatment in all cases except
those clearly due to specific and identifiable causes other than
chemical or herbicidal exposure,

Mr. Chairman, since 1978 when VA began conducting and regis-
tering exams for agent orange health effects, more than 67,000 vet-
erans have come to our medical centers and clinics.

Chairman SiMpsoN. If you could, Bob, I hate to be rude, but we
must stay within the guidelines and I have allowed you to run
about 3 minutes over.

Mr. Nmmmo. Thank you, Mr. Chairman.

Chairman SmapsoN. If you could summarize in just a few seconds,
I would appreciate it.

Mr. NiMmo. I would just simply conclude by reiterating that I
am committed to the resolution of this issue. I intend to insure that
the VA aggressively pursues this troublesome matter to a satisfac-
tory conclusion.

Thank you, Mr. Chairman.

Chairman SimpsoN. I believe your personal commitment there, 1
really do. I say that myself go that you will have a sense of the
true spirit of fairness here.

[The prepared statement of Robert P. Nimmo, Administrator of
Veterans” Affairs, follows:]
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PREPARED STATEMENT OF ROBERT P. NIMMO, ADMINISTRATOR OF VETERANS'
APFAIRS

Good morning. I am pleased to be here today to discuas with
you the Veterans Administration's Agent Orange program, Accom-
panying me are Mr. John Murphy, the General Counsel, and Dr.
Barclay M. Shepard, Special Assistant to the Chief Medical

Director, and Dr, Lawrencs B, Hobson, Clinical Assistant.

Mr, chalrman, in my testimony today,. T will pravide you with an
update on a number of Agent Orange-related activities, I will
also report to you the progress we have made in various
research activities since this Committee last held hearings on

the issue of Agent Orange on April 30, 1981.

I wish to state at the very cutset that I am fruatrated by the
fact that more progress has not been made towards finding
answers regarding the possible adverse health effects on
American service peraonnel of Agent Orange or other herbicides

uged in Vietnam,

I firmly believe that the Veterans Administration must take a
more aggresgive stance in addressing this issuve, It is my
1ntentlop to acqualnt Vietnam veterans with the programs now
available to addreas their concerns. I encourage VA
researchers to respond positively to the recent reguest of the
Department of Medicine and Burgery for research proposals

relating to Agent Orange.

While we have made some progress 1in resolving this complex
health care issue, nevertheless, I also realize that much more

needs to be done, 'Towards that end I have directed the
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Deputy Administrator Designate, Mr. Charles T. Hagel, who iz a
combat Vietnam veteran, to assume an active leadership role and
to report directly to me the recommendations of the Agency's
Policy Coordinating Committee which he is now chairing.
Further, I have asked the Assistant Deputy Administrator for
Cansumer and Public Affairs to develop an action plan
specifically designed tc enhance the ability of the Veterans
Administration to effectively maintain full communication with

Vietnam veterans, Congress, and the general public,

I will continve to support and cooperate with the key research
efforts being conducted in other gquarters. The more important
of these research efforts are the U.8. Air Force's “Operation
Ranch Hand" study and the Centers for Disease Contrel birth

defects satudy.

, COMMITTEE ACTIVITIES

Fully cognizant that we cannot proceed alone in our search for
answersa, we have viewed our close and continued cooperation and
participation in key Agent Orange related committees as vital
to a systematic, integrated approach to the sharing of
significant information within the VA and with other eoncerned
Pederal agencies. We are particularly pleased to have the
opportunity to continue our membership in the newly formed

Agent Orange Working Group established at the Cabinet Council

level. fThis reconstituted committee, formerly designated as

the Interagency Group to Study the Possible Long=-Term Health

Effects of Phenoxy Herbicides and Contaminante (IWG), was
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established on July 7, 1981, by the Human Resources Cabinet
Council, The lead agency for the working group is the
Department of Health and Ruman Services (DAHS}. Other member
agencies, in addition to DHHS and the VA, include the
Departments of Defense, Agriculture, and Labor, the
Environmental Protection Agency, Office of Management and
Budget, ACTION, Council of Bconomic Advisors, Office of Science
and Technology and the Office of Policy Development. We
believe that the newly reconstituted committee will
significantly expand our abkility to carry out the statutory
responsibilities of Section 307(c) of Public Law 96-=151 which
calls for the VA to consult and coordinate with other Federal
entities in conjunction with the conduct of our epidemiological

study.

The fivst meeting of the Agent Orange Working Group was held on
August 28. The ;orking group and its Science Panel have met on
geveral occasions singe that date to addresg the issues and to
share information of equal concern to all participanta., wWe
view our participation as absolutely vital to the scientific
process and as fully consistent with President Ronald Reagan's
expressed goal of ensuring ",,, that the full rescurces of the
federal government are available to support the working group's
continuing efforts." The establishment of this Committee at
the White House level signals the President's personal inierest

in resolving this issue.

The VA Advisory Committee on Health-Related Fffects of
Herbicides continues to meet quarterly at VA Central Office.

This VA Advisory Committee, which consists of distinguighed

81-212 0—82—-—2
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acientific representatives and representatives from major
veterans' organizations, is continuing its primary role of
advising me on appropriate Agency policy as it relates to
research on Agent Orange and other phenoxy herhicides,
Recently, the Committee hasz been serving as one of the groups
raviewing the preliminary design of the epidemiological study.
Tt has proven to be an effective instrument for receiving
suggestions from concerned veterans and other individuals who

participate in the "open® meetings.

The VA Agent Orange Policy Coordinating Committee has continted

its important role of overseeing the Agent Orange related
activities of the various departments of the Veterans
Administration. The Committee, as I stated previously, is
currently chalred by the Deputy Administrator Pesignate
{Attachment a), 'f expect this Committee to play a more active
role in the development of policy initiatives and in making
recommendations to me on future agency Agent Orange-velated

programs,

STATE COOPERATION

The Agent Orange issue has become a matter of concern not only
at the national level but also at the state level. BRgent
Orange-related legislation has been introduced in several state
legislatures in response to the growing public concern over the
poseible adverse health effects of thls defoliant upon their

Vietnam veterans.
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The Veterans hdministration has made every effort to cooperate
with the states as they undertake their various activities. We
have offered to provide an historical perspective on the use of
phenoxy herbicides in vietnam and to advise on what is known
about the effects of exposure and what regearch initiatives are

currently undexway or in planning.

Btate representatives have met with VA officials on several
occasions at VA Central Office., ©On August 21, 1981, represen-
tatives from the States of New York, Texas, California, and New
Jersey participated in the guarterly meeting of the VA's
advisory Committee on the Health~Related Bffects of Herbicides,
Additionally, representatives of the Veterans Administration
have appeared at various state legislative hearings and
meetingse of state commissions. We believe that we have learned
froﬁ these contéété and have found them to be very worthwhile.
We have recelved indications that they have been welcomed by
the various states also. It is our inktent to continue this

spirit of cooperation.

INTERNATIONAL ACTIVITIES

The Agent Orange controvery has not been limited to the tnited
States. 1t is of concern to the government of Australia which
also had troops who may have been exposed to herbicides during
thelr service in Vietnam. In June of this year, the Veterans
Administration was honored by & visit by the Australian
Minister of veterans Affairs, Senator Anthony Messner., OSenator
Mesaner met with a number of officials fxom the Veterans

Administration and other Federal agencies to discuss the

-
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actione of his government in responding to the Agent Orange
controversy. Of particular interest are the efforts of the
Australian government to conduct an epidemiological study of
its vietnam veteran population, We have provided them with
pariodic gpdates on the status of various undertakings of this
government, particularly the Centers for Disease Control's
birth defects study and the Air Force's Ranch Hand study. We
are currently exploring the possibility of sending American
scientists ko Avstralia to participate in a number of
activities of the Australian government now ongoing or in the

planning atage,

Mr. Chairman, I believe these coontacts have been especially
helpful and fruitful, The exchanges we have had have been open
and frank. This spirit of cooperation that we have established
will allow both-governments to benefit from the actions of the

other and can help avoid unnecessary false starts or delays,

LITERATURE ANALYSIS

Mr. Chalrman, I am pleased to report that the comprehensive
literature review of worldwide scientific literature on agent
Orange and other phenoxy herbi¢ides used in vietnam, has been
completed in accordance with the provisions of Publie Law
96-151. The two-volume report which includes an annotated
bibliography and analysis of 1,200 gcientific papers, wasg
submitted to the Veterans Administration by J.R.B, Asszociates,
Inc., of McLean, Virginia, on October 1, 1981,

Coples of this litervature research effort have been provided to
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the Chalrmen of the Senate and House Veterans' Affairs
Committees, We are distributing thiz document widely within
the VA, Copies have been provided tc the Environmental
Physician and the Library Service at sach of our 180 health
care facility locations, Distribution of the review to the 130
VA Research and Development Services located in the field is

also underway.

We are also providing coples to members of the White
House-established Agent Orange Working Group, the Advisory
Committee on Health-Related Effects of Herbicides, the National
Academy of Sciences, the Qffice of Technology Assessment, the
Departments of Agriculture and Defensa, Surgeon General of the
U.5. Air Foree, Library of Congress, the Centers for Disease
Control and other individuals, organizations, or scientifie
research groups. We realilze that the concern about the
pogsible health effects of Agent Orange and other selacted
herblcides is not solely limited to that of the United States,
and we will be sharing this research effort with the
govarnments of Canada, Adustralia, and New Zealand. The
successful completion of this veview represents a step forward
on the long road to understanding the complex health issues
related to the use of herbicides. It will undoubtedly serve as’
an invaluable scientific reasource which will assist sclentists
and othere in identifying areas guitable for additional

research,
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EDUCATIONAL ACTIVITIES

As part of our continuing effort to keep abreast of scientific
developments in the area of dioxzin research, members of our VA
ataff played a major role in the planning and organizing of the
recent International Symposium on Chlorinated Dioxins and
Related Compounds which was held here in Arlington, Virginia,
on October 25-29, 1981, '

The primary objective of the meeting was to present new
information, summarize existing data, and recommend vesearch
efforts for the future. The importance of the conference to
the Veterans Administration was that it provided a strong
scientific infoxmation base to the VA as a whole and especially
to 42 Environmental Physicians of the VA who were able to

actend. v

The program consisted of predentations hy a number of eminent
sclentists from the United States and abroad to address the
topics of animal and environmental toxicology, analytical and
environmental chemistry, blochemiatry, metabolism, laboratory
safety and waste management, human observations and risk

asgagsment,

Panels congisting of experts in each area met to deliberate
upon such problems ae the validity of data, identificatiom of
data gaps and future research need. The concluslons of thege
panels were presented to the entire group on the final day of
the meeting. In addition to VA physiclans the conference was
attended by approximately 250 scientists from many parts of the

world.,
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AGENT ORANGE REGISTRY

We are continuning our program of examining Vietnam veterans who
are concerned about the possible health effects of Agent
Orange. The results of these examinaticns are entered into the
Agent Orange Registry. Since it began in 1978, over 67,000
veterans have participated in this program. I encourage
Vietnam veterans to request an examination at their nearest VA
health care facility, 3 veteran who participates will receive
a comprehensive physical examination and be asked to complete a
guestionnaire about his service in Vietnam. FPollowing the
examination, the veteran is advised of its results. B&A special
follow-up letter will be sent outlining the findings and the

need for follow-up, if indicated.

We have shortened waiting times for veterans reguesting
examinations. To accomplish this, a special monthly
statigtical reporl is prepared utilizing régistry data
forwarded to VA Central Office, The monthly and cumulative
totals of examinations performed and the number of pending
examinations, that is, examinations schedupled but not
completed, are analyzed within the Office of Environmental
Medicine. Stations evidencing "out-of-line® situations, that
is, those stations with examinations pending more than three
work-weeks or having more than 50 examinations pending during
any reporting period are contacted by program officials at VA
Central Office and directed to take immediate action te reduce
the number of pending examinations to comply with Central
Office guidelines, These statistical reports and action plans
on out-of-line stations are forwarded to the Chief Medical
Director and the Rssociate Deputy Chief Medical Director., I
believe that this "tracking® system ia working and will serve
to reduce the number of complaints from veterans regarding

exceasive waiting times.
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The Data Analysis Task Force continues to meet bi-monthly to

review registry activities and make recommendations for
improving the registry process, BAmong the activities being
undertaken is the preparation of an adress update form and
questionnaire to be sent to all registry participants. Every
effort is being made to expedite this activity. Pollowing
internal VA review, it wlll be sent to the Office of Mangement
and Budget for approval, Distribution will be made as soon as

possible thereafter, .

The Task Force is also reviewing the examination process. 1In
this regard, I have azked that recommendations for improvements
in the registry process be provided to the Chief Medical

Director by the end of this year.

EPIDEMIOLOGY STUDY

Public Law 96-151, section 307, directed the Veterans
Mministration to design a protocol for and conduct an
epidemiological study of persons who were exposed to the class
of chemicals known as the dioxins produced during the
manufacture of various phenoxy herbicides, including Agent
Orange, to determine if there wmay be long-term adverse health
effects resulting from that exposure. Recently, Public Law
97-72 was enacted. Public Law 97-72 amended section 307 of
Public Law 96~151. The amendment directs the Veterans
Adminigtration to design a protocol for and conduct an
epidemiological study of any long-term adverse health effects
among Vietnam veterans which may be the result of exposure to
phenoxy herbicides, including Agent Orange, and the class of
chemicale known as the dioxins, Under Public Law 97-72, the
sffects of exposure to other herbicides and chemicals may also

be included in the mandated study.
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In March 1980 the Veterans Administration issued a Reguest for
Proposals (RFP} for the design of the epidemiologic study
{Attachment B), In May, the Naticnal Veterans Law Center
initiated legal action attempting to obtain a temporary
restraining order to preclude VA from opening any proposals
received for the contract for the design of the study:
Although the court subsequently denied the temporary
restraining order, it referred the matter to the GAD. On
advice of attorneys from both the Justice Department and VA
General Counsel, action was deferred on awarding a contract
pending the GAO ruling. Following the February 1981 ruling by
the GAO in Favor of the VA, the VA contacted the bidders and
sought updated information about tontimuved interest in and

capability to design the study protocel.

In April 1981, a-panel of experts reconvened to review the
revised bids and subsequently to recommend that the School of
Public Health, University of California at Los Angeles, be
awarded the contract for the design protocel, The contrack,
awarded in May 1981, required U.C.L.A. to sobmit a draft of the
study protocol to the VA within 60 days. Following a 30-day
extengion, requested by U.C.L.A.,; a preliminary design was
received by the VA in early August and forwarded to the Agent
Orange Working Group, the VA Advisory Committee on
Health-Related Effects of Herbicides, and to the Office of
Technology Assessment and to others for review and comment. The
U.C.L.A, School of Public Health has been provided the comments
from reviews of the draft., On November 3, 1981, Public Law
97-72 amended gectlon 307 of Public Law 96-151. We are
presently considering what changes, if any, should be made to
accommodate the development of the protocol to the amendment of

gection 307, Public Law 26-151.
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VIETNAM VETERAN MORTALITY STUDY

As a result of a suggestion from members of the Science Panel
of the former Interagency Working Group on Phenoxy Herbicides
and Contaminants (INWS), now reconstituted ag the Agent Orange
Working Group, the VA began a study of mortality among Vietnam
veterans. The study concentrates on veterans who were in
serxvice during FY 68-73, a group chosen because reasonably
accurate demographic, service and mortality data are available
for it. The focus of the study will be to gee if there are
differences in mortality rates between thoge servicemen who

served in Vietnam and those servicemen who did not,

In brief the study plan is: first, to gather the data, check
its accuraey and completeness and take whatever actions
necessary to aséﬁre its quality; then to compare the overall
mortality rate for those who served in Vietnam and those who
did not; and then study the causes of death for those two

Yroups.

Members of the VA staff prepared a draft of a preliminary study
protocol, a copy of which was originally given to the Science
Panel of the former Interagency Work Group. Recently a brief
oral summary of these plans were given to the Science Panel of
the newly constituted Agent Orange Working Group. The VA
presented this same summary to the American Public Health

Association earlier this month.



23

a.positive factor concerning the Vietnam Vetsrans Mortality
Study is that it shall provide us with some statistical
indicétors of the total Vietnam experience rather than narrowly
focuzing only on those factors relating to exposure to Agent

Orange .

The Vietnam Veteran Mortality Study should provide the Eirst
large-gcale analysis of deaths amonyg Vvietnam Era Veterans. It
will gather useful information on the level and causes of death
among Vietnam=-service veterans and non-Vietnam service veterans
within ten }ears of exposure. Aas the study continues, we will

inform the Committee of its progress.

ARMED PORCES INSTITUTE OF PATHOLOGY (AFIP)

The Veterans Adminisgtration is continuing to cocperate with the
Armed Forces Institute of Ppathology {APIP) in providing biopsy
and autopsy materials to the Institute for analysis, The pur-
pose of this analysis is to determine what diseases Vietnam
veterans are currently suffering from, as reflected in blopsies
removed during surgical operations and/oxr autopey

examinations,

Both VA and Armed Forces hospitals have been directed to aubmit
tissue materials to the AFIP through their respective patholo-
gists, The sole criterion for the selection of submitting
cases is “aervice in Vietnam." The purpcse of using this
single criterion is to obtain as complete a sampling as
possible of the current medical problems of Vietnam veterans,

aa reflected by analysis of their digeased tissues.
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If, in the initial phase of this effort, cluatering, peaks or
trends are found, these indicators will assist ug in
determining the nature of subseguent epidemiologic studies.
Cases in the Agent Orange Registry are being specifically
monitored to identify clustering or peaks in specific
organ—diagnoeis combinations, clustering of any pathologic
changes that are unusual for particular sites and finally,
clustering of unusual ages for particular diagnoses. The
assessment of causability of diseases found in Vietnam
veterans, in relation to their exposure to Agent Crange,is in

the initial phase of collection and pathologic evaluation.

For general oxientakion, it has been found in diseases caused
by chemical agents that a particular chemical or drug will tend
to affect primarily or predominantly one organ, site, or
tiasue. While a given chemlcal or drug may affect more than
one part of the body, it tends to exhibit its most serious
consequence on one "critical organ," or at most, several

"critical organs."

We will continue cur close cooperation with the AFIP in order
to ensure that the sampling base is adeguate to meet the goals

of this research.
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PUBLIC LAW 97-72

Mr. Chairman, the President recently signed into law authoriza-
tion for the Veterans Administration to provide certain health
care services to Vietnam veterans for conditions which may be
dvue to exposure to herbicides of other chemical agents used in
Vietnam, FPFor purposes of this authorization all conditions
will be treated other than those which, under guidelines issued
by the Chief Medical Director, are found to have resulted from
a cause other than the exposure. The Enactment of Public Law
97=72 signals a new approach to medically assisting Vietnam
veterans claiming symptoms or illnessesfas a conseguence of
possible exposure to Agent Orange., This legislation will
provide immediate assistance to Vietnam veterans in need of
examination or treatment by the Veterans Administration. I
believe that our ‘guidelines will be in keeping with the spirit
and intent of this legislation. We are prepared, consistent
. with those guidelines, to recefve and treat all Vietnam
veterans reporting for care at our health care facilities.
Recognizing that there iz a high degree of public inktevrest in
this area, we are preparing the guidelines for publication in

the Federa) Register and will be soliciting comments from the

publie on their content. We have also asked the VA's Advisory
Committee to review the guidelines and offer uz the benefit of

their recommendations.
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SUMMARY

Mr, Chairman, since the problem of Agent Orange first surfaced
for the Veterans Administration in early 1978, we have pursued
in a forthright manner the resclution of this most complex
health care issue, During all of this time, Agent Orange has
remained a highly emotional, volatile and perplexing issue for
Vietnam veterans as well as the general population, I believe
that the Agent Orange controversy devolves into two basic
questions: 1) whether a veteran was exposed to Agent Orange,
and 2) what are the effects of that exposure. The Veterans
Administration in April 1980, resolved the first question by
presuming that a veteran who served in Vietnam was exposed to
hgent Orange (Attachment C). This was prompted by the lack of
any definitcive me;hod of identifying individuwals who were
exposed. Recognizing this, and consistent with our policy to
resolve reasonable doubt in the favor of the veteran, the
Veterans Administration decided to remove any requirement that

a veteran prove exposure.

Dnfortunately, the second question is not 2o easily anawered.

I am confident that the varicus activities that I have
described today will enable uvs to bridge some of the knowledge
gap which has thus far frustrated our most concerted sfforts to

regolve this question,

Let me reiterate that I am committed to the resclution of thisg
issue. Vietnam veterans have every right to guestion what
actions are being taken on their behalf and “where are we going
next?™ T am determined to zet this agency on the path which
will lead ue to a scientific resolution of the possible health

impact of Agent Orange on the Viatnam veteran population.
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AGENT ORANGE
POLICY COORDINATING COMMITTEE

Membership
peputy Administrator, Chair

Associate Deputy Administrator for
Congressional and Public Affairs

Associate Deputy Administrator
for Planning and Finance

General Counsel
Chief Medical Director
Chief Benafits Director

Assistant Deputy Administrator
for Public and Consumer Affairs

Assistant Deputy Administrator
for Program Planning and Evaluation
' or

pesignated Representatives

ATTACHMERT A
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EPIDEMIOLOGICAL STUDY - CHRONOLOGY

pacember 1979

December 20, 1979
Januacy B, 1980

February 4, 1980

Maxch 19, 1980
April 11, 1980

May 6, 1980

May 7, 1980

May 8, 1480
May 1980

Congress passes the "veterans Health
Programs Extension and Improvement Act
of 1879." Section 307 of the Act
directs the Administrator to design a
protocol for and conduct an epide-
miological study of Vietnam veterans
who were axposed to dioxins contained
in herbicides {Agent Orange),

President signs the Act into law,

Decision made to use the competitive
procurement methed to obtain the
regquired services for the design of
the protocol.

Announcement of intent to let contract
for the design of the protocal
published in Commerce Business Daily.

Reguest for proposals issued.

Pre=hid conference conducted by VA at
VACO,

National Veterans Law Center initjates
legal action attempting to obtain a
temporary restraining order to
preclude VA from opening any proposals
received for the contract for the
design of the study.

Court denies motion for temporary
restraining order.

Last day for receipt of bids,

A selection panel of government
experts (including a representative
from OTA) reviews bids received and
makes tentative ranking. On advice of
v.5, attorney no further action is
taken because of litigation and
pending referral of bid protest to
GAO.

ATTACHMENT B



June 13, 1980

Pecember 23, 1980

February 2, 19B1
Pebruary/March 1981

april 19861

May 1, 1981

May 1, 1981

June 1581

August 6, 1981

August 1981

November 12, 1981

91-212 O—82——§
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Judge Green refers matter ko GAO to
rule on bid protest.

Letter from Elmer B, Statts,
Comptroller General to Congressman Ray
Roberts, describing GAO review and
recommendation that VA not proceed
with award of conktract until
completion of that veview.

GAO rules entirely in favor of Vi,

VA contacts bidders and seeks updated
information about continued interest
in and capability to design study
protocgol.

Panel of experts reconvened to review
revized bids.

School of Public Health, U.C.L.A.,
selected to design study protocol.

0.C.L.A. receives notice of award.
Bas 60 days to submit draft of study
protocol.

#.C.L.A, granted 30 day extension for
submission due to difficulty
experienced in working with DoD
records.

Preliminary design submitted by
U.C.L.A.

VA submits design for review.

Camments received provided to
U.C.L.A.,
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s pnetment ol Yelarnon Beset e DYH Vs lae 2L DO-

wrierans Mmlncveation g |

wanhinglon, L, «, 0420 Wont iembay Peleiypne Trnnn.}
Mrill 3, 1900

REVIEN OF AGENT ORANGE EXIQUURE CLAIMANTS

1, lurpose. This change provides additional cyiterla for teview and reconslder-
ation of claimsg.

2. DVD Clrcular 21-80-1 ia chaoged as [ollows:

Page 2, following paragraph le insert:

*4. rulicy Heqarding hllegation of Expusere. Tt A6 YA policy te resolve any
trasonable doubt in Eavor of the claimant, Conslstent with this policy, given the

consldecanle yocertalnties as to the depoaltion of defolisnts in Southeast Anlo and
tioop positibns at pertinent times, we will accept in the absence of positive cvi~
dence to the tontrary a Vietnan veteran's contenction of sxpoaurge.

a. In the course of the review being conducted under this clreular, clalms
should be identified where the policy cited above was hot applied. If there is
positive evidence that voteran could not have been exposed, sych 88 & headyuarters
asajgnoent in Salgon or a desk job at the Da Hang Alr Force Base, Buch facte should
b clted. Otherwise it will be assumed that veteran was sxposead to defoliante as
alleged and the clale for service conneckion will be resclved on the bosie of the
relationship of the disability in question to such exposure.

b. Copies of favorably amended ratinq decishnl will be subaitted to Dirccior,
Cunpeansation and Pensjon Service {211C)." .

DOROTHY L. STARBOUCK
Chief Benefite Dizector

pistelbation: ©Or RFC 2901
rn Fin:  REC 2068 plus VU and WG, 1 each
EX: AS0 and AR {included in REC 2068)

Saldiy

ATTACHMENT C,
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Chairman SimpsoN. I want to ask you, so that we might under-
stand clearly, who is responsible for the final decision on the proto-
col? I want to understand fully the timetable that is involved in
reacting to the peer group comments on Dr. Spivey’s and Dr.
Detel’s protocol, Would yvou share that, please?

Mr. Nimmo. Well, T guess, Mr. Chairman, in the final analysis
that decigion is mine and I, of course, in making that decision will
be guided by the Policy Coordinating Commitiee which I mentioned
in my earlier testimony.

We have given UCLA a period of 35 days to give us an acceptable
design study for further review. As soon as we 1%et that and, again,
we have given them 35 days, we will again submit that design to
the scientific technical groups for study and we certainly hope, and
expect, that that will be an acceptable product.

airman SiMPSON. Dr. Shepard, I would like to address this to
you; how much responsibility should you have in maki%g the deci-
sion on whether or not to accept the protocol? Has the VA adopted
gg{dglines by which to determine whether that protocol is accept-
abla?
1t’.‘;aug;:l you draw that microphone over closer, Dr. Shepard,
please?

Dr. SgeparDp. Mr. Chairman, I think that as Mr. Nimmo has indi-
cated, we will have the ultimate responsibility, but we will certain-
ly be guided by our own VA advisory committee, which has re-
viewed the protocol, the product to date, as well as the efforts of
the Agent Orange Working Group and the Office of Technology As-
sessment.

So, T think that it will be a joint decision, but ultimately that re-
sponsibility lies with the Veterans’ Administration.

Chairman SiMpgsoN. Would you please share for the record a defi-
nition, under this present administration and in the VA, of a proto-
col and a request for a protocol, the so-called RFP?

Dr. SHEPARD, Sure.

Chairman Sivpson. Request for proposal, excuse me, as we refer
to it.

Dr. Sueparp, I think it's accurate to say, Mr. Chairman, that if
you were to ask that question to a number of scientists you might
get slightly different answers. In other words, the definition of the
word “protocol” might be open to some interpretation.

However, I would like to give you a broad definition: Essentially
a protocol is a design for the conduct of a study. It outlines the es-
sential steps to be taken in order to arrive at a conclusion.

As I say, the details of exactly what is included in a protocol
might be open to debate. But that’s essentially what a protocol is
supposed to be,

As to your second question, the “request for proposal” is simply a
solicitation to any scientific group for submisgion of a proposal for
the conduct of such an effort.

Chairman SiMpsoN. How would the VA characterize the UCLA
product? Is it, in your ‘?rofessional opinion, a protocol? Does it
comply with the contract? I would like your views on that,

Dr. SHEPARD. Ag Mr. Nimmo indicated, we have decided that the
submission that was presented does not satisfy the terms of the
contract. We do not consider that it was an adequate protocol, ade-



32

quate for review. And in that light, we plan to give the UCLA
group an additional 35 days to come up with a satisfactory design
proposal that will be satisfactory for review.

Chairman Sivpson, At what point in time did the VA realize
that the submission would not be a full or an adequate protocol?

Dr, SuEParRD. We did not realize that, sir, until we had the sub-
mission of the initial product, which has undergone review and the
comments are in hand.

Chairman SmypsoN. Based on your decision to give UCLA 35
more days at this time, will the N‘;tional Academy of Sciences not
review the same draft protocol as the OTA and the working group?

Dr. Sueparp. Sir, we have submitted that initial product to the
National Academy of Sciences and the VA is currently negotiating
with the Academy of Sciences for that review process.

Chairman SmapsoN. Do you believe that UCLA can improve the
protocol sufficiently if given this additional ogportunity? Would
consideration be given to rewriting the contract demands?

Dr. Sueparn. I would certainly hope that the UCLA team would
improve and modify their product based on the comments that
have been submitted. I have every hope and expectation that they
will, in fact, be able to develop an acceptable protocol.

Chairman Siveson. What weight is going to be given to the rec-
ommendations made by the OTA, the workin tgm%p, and others,
for changes in the protocol or in the contract with UCLA?

Dr. SuEpakp. That's a little difficult for me to answer, What we
will do, and have done, is provide these comments from various
review groups to the UCLA team. It is our expectation and our un-
;l.erstanding that those comments will be utilized in their modifica-

ion,

Chajrman SmvesoN, The decument submitted by UCLA does not
explain how an exposure index will be established. The law center
stated that this effort is not a grotocol because in the cohort study,
a major focus of the design is based on an exposure index, and ex-
posure is very hard to estimate. That fact hag been known since
_1979Gand has been discussed repeatedly by the Agent Orange Work-
ing Group.

Did the VA anticipate that UCLA’s submission would present
thege difficulties because of the exposure problems? Where are we
with that?

Dr. Sueparbp. I think it would be more helpful to await Dr.
Detels’ comments, but I would say in general terms that establish-
ing a detailed exposure index is technically a rather complex proc-
ess, and that we cannot reasonably expect to have a detailed expo-
sure index at the time of the next submission,

We are hopeful, however, that the methodology for establishing
an exposure index will be provided to us. But I doubt that we will
have all of the details available to us at that time.

Chairman SmvesoN, What did the VA do in the period between
1979 and 1981 in order to %_?t its data and the D data in the
form that would enable UCLA to proceed with the protocol in as
efficient manner as pessible?

Dr. Suerarp. Well, 1 think, again, the details of that answer
Brobably will more appropriately come from the members of the

epartment of Defense who will be testifying. But certainly we
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have been working very closely with those individuals and it's my
perception that they have been working very diligently.

I think it's important to point out to the committee that the
whole question o military records is an onfoing evolving process.
In other words, there isn’t a body of records in one place, at any
one point in time, that tell the whole story. These records are
widely distributed, many of them are classified, and I think it's im-
portant to point out that this is an extremely complicated process.
A lot of record review has to be done by hand. Most of the informa-
tion contained in these records is not computerized.

Chairman SivpsoN. That is something we are going to discuss
today. In light of the tremendous amount of manual effort required
here, I would like to know if we can speed up the process in some
way.

Let me ask you, is there an established communication channel
in place between the VA research scientists and scientists who do
research on a contract basis for the VA? Do the parties generally
share their findings? 1 ask that question because Dr. Spivey's pro-
posed mortality study seems to demonstrate no knowledge of the
VA mortality study that was presented recently to the Agent
Orange Working Group and originally prepared for the American
Public Health Association. Would the UCLA mortality study over-
lap with the VA mortality study? Would it not have been possible
for the working group to have been made aware of the study at an
earlier date? Did the VA inform Dr. Spivey of the problems it had
experienced earlier with interpreting the agent orange registry? I
would be interested in your comments on those questions,

Dr. SueparD. First of all, let me just point out that the VA's
mortality study was initially recommended and guggested by the
Science Panel of the previous Agent Orange Working Group. And
our biostatisticians have been working at trying to identify data
bases; in other words, data sources.

Not very much has really happened except that a broad outline
of a potential methodology has been worked out.

It’s my understanding that Dr. Spivey’s proposal is a more specif-
ic mortality study that would look at the causes of death of exposed
individuals. The VA’s initial efforts to date are simply looking at
thzd methodology by which a broad mortality study might be devel-
oped.

lChairman SmapsoN. My time has expired. Senator Cranston,
please.

Senator CraNsTON. Thank you very much, Mr. Chairman.

I want to welcome you, John Murphy, the VA's new General
Counsel to this hearing. I am delighted that another Californian
holds a very important position in the VA,

Mr. MurrHY. Thank you very much.

Senator CransToN. Bob, as you know, section 401 of Public Law
97-72 was enacted on November 3, suthorizes the expansion of the
epidemiological study to include evaluation of the health effects on
Vietnam veterans of exposure to elements other than dioxin in
Vietnam.

What are your plans in that regard?

Mr. NiMMo, We have no immediate plans, Senator, to broaden
that project. I think we have to take a very close loock and see
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whether it would be advisable to broaden the survey to issues or
problems other than agent orange. If we can do that without bur-
dening the entire survey with additional time, it might be wise to
do that. But I would be most reluctant, absent some compelling
reason, to broaden the survey if it would have an adverse effect on
the resolution of the agent orange issue.

Senator CransTON. If the study is not expanded, how do you be-
lieve the possible effects of exposure to other elements in Vietnam
such as agent blue or the antimalarial drugs or other possibly toxic
substances can be distinguished so as not to confound and confuse
the study results?

Mr. Nivmo. It may well be that we will have to include those
issues in the study. As I say, we have made no decision. After we
get an acceptable protocol, we then can examine those issues and
see whether or not we want to expand the study.

Senator CransToN. Do you have any thoughts as to how the ef-
fects of exposure to these other elements should be investigated, if
the study is not expanded?

Mr., NimMmo. No, I do not, Senator.

Senator CranstoN. I realize the expansion question is a compli-
cated matter.

Mr. Nmvmo. Yes, it is.

Senator CransTON. With reference to the agent orange registry,
what?analysis has been done of the data in the registry up to this
point

Mr. NmumMo. If I may, Senator, I would like to defer to Dr. Shep-
ard on that, :

Senator CrRaANsSTON. Certainly. Doctor.

Dr. SHEPARD. As we have testified before, we have been collecting
this data. One of the really burning questions has been whether
there is a higher than expected incidence of malignancy in this
group. In other words, does agent orange exposure tend to lead to
malignancies?

We looked at the first 20,000 individuals who were examined in
our agent orange registry and sought to get specific information on
the numbers of those individuals who have reported malignancies
and the types of malignancies,

Of the first 20,000, we discovered that 234 of those individuals re-
ported malignancy, We can provide you with the details of what
malignancies those consisted of.

We are now in the process of updating that to include as close to
the some 68,000 that we have currently examined as we can. We
should be able to provide you with that information fairly soon.

We are looking at a number of other illnesses and conditions
which have been reported and we have some information that we
can provide the committee for the record.

Senator CransTON. You agree that the registry is a valuable
source of information and should be used as much as possible and
reascnable?

Dr. Sueparp. I think it’s a valuable source of information, but I
would caution the registry participants consist of a self-selected
group of individuals. Therefore, one cannot readily use the registry
data as an epidemiological tool because the principal factor that
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this group has in common is that they are worried about exposure
to agent orange.

It would be difficult to establish a control group against which to
compare this group of individuals. We certainly can provide de-
scriptive materials as to what the problems are and what com-
plaints these veterans have registered.

Senator CrRansTON. Bob, I recognize the self-selected group aspect
to the registry. Nonetheless, a great deal of money has been spent
developing it, some 60,000 individuals have been entered into the
registry and that would seem to make it a pretty valuable resource,
that could demonstrate groupings of symptoms and possible trends.
Isn’t that so?

Mr. N1Mmo. I think that’s probably true, yes.

Senator CrRANSTON. In your discussion of the registry, Bob, you
mentioned the ongoing physical exam process. With reference to
those exams, what guidance is provided to VA physicians on what
exactly to look for in an exam? And are you satisfied that the ex-
aminations are now being sufficiently standardized?

Mr. Nmmmo. May I again, Senator, defer to Dr. Shepard?

Senator CRANSTON. Sure.

Dr. SsEPARD. It is our hope that the examinations are being con-
ducted in a thorough manner bearing in mind that these examina-
tions are being conducted in some 180 different VA facilities by &
number of different physicians, I think that in the eyes of most
physicians a physical examination is a fairly standard procedure.

We have not given any specific guidance as to exactly what a
phﬁsical examination should include. But the guidance is that it
will be a complete phirsical examination.

The laboratory atudies are reasonably standardized.

Senator CRANSTON. Bob, before you assumed the job as Adminis-
trator, as you know there was a lot of feeling that the agent orange
prhysical examinations were not standardized. Do you feel that this
gzi?ir? adequate progress has been made in getting them standard-

Mr. NiMmo. Well, I would have to say, Senator, that I don’t
think we have had adequate procedures in this entire matter. But
whether or not there should be instructions from VA Central
Office to the medical centers establishing, administrative rules for
physical examinations, for example, is a question I just am not
competent to answer,

Senator CRANSTON. Yes.

Mr. Nimmo. I think that’s a medical issue that Dr. Shepard or
the Chief Medical Director would have to answer.

Senator CRansTON. Yes. In your statement you address the agen-
cy’'s attempts to increase research efforts relating to agent orange.

hat’s been the response of the recent D.M. & 8. request, or to the
recent D.M. & S. request, for more such research proposals from
VA investigators?

Mr. NmmmMo. Again, if [ may defer to Dr. Shepard.

Senator CrRaNsTON. Fine,

Dr. SHEPARD. As you know, a number of months ago the Depart-
ment of Research and Development in the Department of Medicine
and Surgery requested that VA physicians and other researchers
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in the Veterans’ Administration submit proposals for research re-
lated to agent orange.

Initially a deadline of November 15 was given for submission of
those proposals.

Senator CransToN. How many have you gotten back?

Dr. SHEPARD. I can’t give you that answer, sir. We have had
somewhere in excess of 70 contacts requesting information. The
process is such that the initial proposals will be submitted to the
local research committee at each hospital for——

_ Senator CransToN. I just wanted to know how much was happen-
ing.

Dr. SHEPARD. We have had 2 high level of interest and we expect
a number of good proposals to be forthcoming.

Senator CransToN. How much money will be available for these
proposals and how will the level of the research appropriation for
fiscal 1982 affect the effort?

Dr. SuEpARD. I really am not able to answer that. If we may pro-
vide that for the record, sir.

[Subsequently, the Veterans’ Administration submitted the fol-
lowing information:]

It iz not possible to determine at this time the amount of funding which will be
required for additional research efforts until all proposals have heen received and
reviewed. Qur projected funding will be contingent upon the various structures of

such proposals, the time period required for the ressarch and the nature of re-
sources which will be required to initiate and complete them.

Senator CRANSTON, Bob, are you intending to see to it that some
money is earmarked for this purpose?

Mr. Nimmo. There is no money specifically earmarked for this
purpose; no, sir.

Senator CrawstoN. But will you be able to find funds in the
budget for them?

Mr. Nimmo. I am sure we can; yes, sir.

Senator CrRaNsTON. With reference to your efforts to implement
gection 102 of Public Law 97-72 which establishes new eligibility
for VA health care for Vietnam veterans who may have been ex-
posed to agent orange, when will you publish the proposed guide-
lines in the Federal Register?

Mr. Nmmmo. Maybe I can defer if I may, Senator, to Mr. Murphy.

Senator CransTON. Fine,

Mr. MunpHy. The Administrator mentioned that the guidelines
were sent out to VA field facilities today; they will be published in
the Federal Register very shortly. We will attempt to submit them
to the Federal Register within a week or so, as fast as possible, for
publication.

Senator CraNsTON. Thank you.

i L\F}&%n will the guidelines for radiation related treatment be pub-
ished?

Mr. MurrHY. I believe that the radiation guidelines would be
published together with those addressing agent orange.

Senator CRANSTON. Has guidance been sent to the field offices on
radiation-related care?

Dr. SHEPARD. Yes, sir. It was sent out at the same time as the
other guidelines.
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Senator CRANSTON. There seems to be some confusion about the
costs associated with this new eligibility. There were some VA offi-
cials suggesting significant new costs. In a statement to time of the
gigning of Public Law 97-72 the President recognized the intent of
Congress; that is, that any care provided under this new authority
is to come from existing resources through adjustments in priority
categories when he stated that he expects the new eligibility to “be
implemented in a manner that will not add to budgetary costs of
Veterans’ Administration medical care and treatment.”

Is it safe to presume that this statement by the President super-
sedes any statements by a VA official regarding cost implications?

Mr. Nmamo. Well, Senator, I expect the President’s statement
was based on an opinion of the Office of Management and Budget,
and it is not unusual for people to disagree with Office of Manage-
ment and Budget estimates I suppose.

We are hopeful that it can be done without increased costs. I
have a personal view that there will be gome costs in connection
with it. I doubt that they will be exorbitant or of any tremendous
magnitude. But there are some differences of opinion,

Senator CransToN. Thank you very much. I have more questions
but I guess we will have to submit them in writing. My time has
expired, not only in asking the questions, but in the time I can be
here today.

Thank you very much.

Chairman SimpsoN. Thank you, Senator Cranston.

[The Veterans’ Administration response to written questions sub-
mitted by Hon. Alan Cranston, ranking minority member of the
Senate Committee on Veterans' Affairs, follows:]



RESPONSE OF THE VETERANS' ADMINISTRATION TQ WRITTEN QUESTIONS SUBMITTED BY
HON. ALAN CRANSTON, RANKING MINORITY MEMBER OF THE SENATE COMMITTEE O
VETERANS' AFFAIRS

1.

1‘

DDESTION:

A.(i):

RESPONEE:

QUESTION
A.{il):

RESPONSE:

In your discugsion of the registry, you
mentioned the on—going pbhysical exam process.
With reference to the exams ==

what guidance iz provided to the examining
physicians on how to provide a veteran aftex
the exam with informatlon as to the results of
that examination in cases in which the
physician digcovers that an individual veteran
has a serioug health problem?

As outlined in DM&S Circular 10-81~12 and Chief
Medical Director Letter IL 10-8l1-5, the
environmental physician must advise the veteran
of positive and negative findings from the
Agent Orange examination both personally and in
writing. 1In his absence, another physician

must transmit the information to the veteran.

What about cases in which the follow-up letter
to a veteran would provide potentially
upsetting information that may be inappropriate
to send by mail -~ for example, that the
physician has diagnosed a psychiatric
disability =~ or information of & private
nature —- such as that the phyaician has
diagnosed a venereal disease?

The environmental physician advises the veteran
personally as well as in writing regarding any
positive or negative findings. If a condition
of a sensitive nature is Aiagnosed, the
environmental physician is given the liberty to
schedule a return appointment or telephone the

veteran to discuss. the medical condition.



Continued

1.

1.

QUESTION:

B:

RESPONSE:

QUESTION:
Cs

RESPONSE

39

Would you please provide for the record how
many Adgent Orange exams had been acheduled and
were pending as of November 17

s of October 31, 1981, there was a total of

2,777 Agent Orange examinations pending.

You mentioned that, when you find that &
medical facility has a significant hackleg of
examinatione pending, program officials contact
the station and direct the station to "take
immediate action”™ to reduce the backlogq. What
type of action is anticipated and what is the
impact of such action on other efforts at the
medical facility?

When a medical facility is contacted regarding
a backlog of examinations, the facility
initjates its own plan of action. This may
include increasing the number of clinle
appointments scheduled for ARgent Orvange
examinations, assigniﬂg additional physicians
to perform Agent Orange examinationa or
establishing clinics for examinations on
Saturdays., Each plan of action will differ
from facility to facility depending on
decgraphic location and facility reeources.
The impact varies depending upon the precise

local situation,
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QUESTION:

RESPONSE:

40

In your statement, you addressed the Agency's
attempts to increase research efforta relating
to Agent Orange. How much money will be
available for these proposzals, and how will the
level of the Research Approprilation for FY 82
affect this effort?

The BRgent Oramnge research proposals must be
funded from the monies avallable for support of
the ¥A'e general research & development
programs, No money hag bean ldentified
specifically for this purpose to date since it
is unlikely that any projects can begin during
the current fiscal year, The peer review
process of proposals submitted in April, 1982,
will not be complated until the end of PY

1982, Many potential VA investlgators have
expressed interest in working in the area but

all proposals will have to be reviewed to

insure their aclentific¢ excellence.

The VA is currently funding three investigator
initiated projects relating to Agent Orange
{see attachwent). These research projecta are
being funded in addition o the aspecial
solicication for Agent Orange related

proposals.



AGENT ORBNGE WORKING GROUGP
VETERANS ADMINISTRATION

SCIENTIFIC ACTIVITY REPORT

{The following investigator-initiated projects are being conducted at va field
facilities)

Title of Activity Funding
FY 8q FY B1 FY 82
1. Urinary é-EBydroxy Cortisol; $34,750 $37,800 $41,580

Physiologic and Pharmacologic
Studies (inclwvding Agent Orange)

2, Bffect of TCDD on Lipid 26,611 20,513 22,564
Metabollsm Dioxins

3. Mechanisms of Dioxin Induced -0 15,000 5,500
Toxicity Using the Chloracne Model

44



3.

QUESTION:

A.{i):

RESPONSE:

42

With reference to your efforkts to lmplement
Section 102 of Public Law 97-72 which, as you
know, establishes new eligibility for VA health
care for vietnam veterans who may have been
axposed to Agent Orange--

what Guidance are you providing vA

Facility Directors as to reallocating

regources to meet the potential new

demand for services that may be c¢reated

by this new eligibility?

Az a result of providing examinations to
Vietnam veterans with Agent Orange related
complaints, those veterans found to be in need
of care are accorded an eligibility priority
for treatment, with a ranking above the
non-service=-connected category. Thus, the need
to reallocate resources due to increased demand
created by implementation of the pertinent
provisions of P.L. 97-72 will be accommodated
automatically because the above noted
eligibility pricrity ranking is already in
place. The eligibility category that may be
affected by P,L. 97-72 is the non-gervice-

connected veterans,
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Continued

43

3. QUESTION:

A, (ii}:

RESPONSE:

QUESTION:

Bt

RESPONSE;

How will you monitor this impact?

The key monitoring mechanism for

tracking Agent Orange statistics 1s the Agent
Orange Registry. To address the monitoring
need specifically created by P,L. 97-72,
however, we will ask the Facility Directors to
add an additional element to an existing

reporting system.

Are you taking steps to ensure that any new
infoxmation on the pattern of Vietnam veterans'
haealth problems, that may become available as
the result of this new eligibility, are
collected and analyzed?

Consideration is currently being given by the
Vh to the development of a system to retrieve
statistical information derived from the
examination of veterana under the new
eligibility criteria provided for by Public Law
97=72, The medical information obtained from
each veteran will be parmanently recorded and
majintained within a Consolidated Health Record
{CHR} for future review of possible health
patterns which may be reflected through the

retrieval of this additional information base,
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Continued
3., QUESTION:
€: In response to a question at the hearing on the
costs associated with this new eligibility, you
noted your personal view thabt there will be
some costs associated with jt,
{i}: wWhat iz the magnitude of thesé costs over the
next five fiscal years?
RESPONSE:
Pive-Year Cost Projection
Humber of
Pigcal Rumber of Outpatient Total
Year Hospitalizations Wisits Cost FTEE
(mililons) (smillions)
1 Full Year 17,352 +B8l2 EB.7 2,751
2 17,352 .612 88.7 2,751
3 17,352 .612 88,7 2,751
[ 17,352 .632 88.7 2,751
5 17,352 6512 88.7 2,751
Total 86,760 3.060 443.5

It should ke noted that these costs are, at
best, tentative and uncertain because we do not
know the nature of the illneésas for vwhich
veterans will be seeking treétment nor the
number of veterans who will Sctually seek such

care under this auchority.
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QUESTION:

ANSWER:

45

In your summary, you State that the questions
of whether a veteran was exposed to Agent
Orange was resolved "by presuming that a
veteran who served in Vietnam was exposed", I
note that, although this is generally true, the
D.v.B. Circular that is attached to your
testimony provides for this presumption not to
apply in cases in which "thexe is a positive
evidence that a veteran could not have been
exposed™ and cites as examples of such cases
veterans who gerved in Da Nang or Saigon., Bob,
the Veterans' Affairs Committees in the
explanatory statement describing the compromise
agreement on H.R. 3499 indicated their intent
that a standard along the lines of the one get
forth in your testimony is the appropriate one
-~ that is, if the veteran served in Vietnam,
then exposure is presumed.

Do you ajree?

{If vyes) Will you take steps to see that the
D.V.B. Circular is ravised to reflect that
approach?

Because the presumption of exposure to
herbicides is rebuttable, Saigon and ba Nang
were used in DVB Circular 21-80-1 as examples
of the type of service to be considered during
an evaluation of exposure in each veteran's
claim. Such rebuttals axe rvare, however,
Service in Salgon or Da Nang does not bar a
finding of exposure. We are amending DVE
Circular 21-80-1 to remove the reference to
Saigon and Da Nang to ensure that there will be
no nisundeystanding by ocur c¢laims examiners

about a presumption of exposure,

#1-212 O0—B2—-i
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QUESTION:

RESPORSE:

46

With reference to the Agent Orange Working
Group discussed on pages 2 and 3 of your
statement:

Who iz the VA's lead representative on that
body?

Mr, Charles Hagel, the Deputy Administrator.
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QUESTION:

RESPONSE:

47

You indicated your intention that the Polie
Coordinating Committes "play a more active role
In the development of policy finitiativeg"
relating to Rgent Orange. How do you see this
taking place.

In the past, the Policy Coordinating Committee
served primarily as a vehicle for ensuring that
the various departments and offices of the VA
hsving program reaponsibility for some aspect
of the Agent Orange'controversy were kept
informed of the activities of the Veterans
Administration and the Federal government. To
a limited degree, it played a role in making
pelicy recommendations to the Administrator.

The Iinformation function of the Committee will
be performed through wider distributilon of the
weekly status report prepared by the Office of
the Special Assistant to the Chief Medical
Direqtor for Environmental Medicine. This will
pefmit a4 greater portion of the time available
for Committee meetings to be devoted to a
discussion of policy options and
recommandations. Also, greater use will be
made of task forces composed of individuals
having particular expertise to address specific

problemz aes they may arise,
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7. OQUESTION: Has the literature review been provided to
individuals within the Department of Veterans'
Benefits or on the Board of Veterans' Appeals?
{If yes) Specifically tc which officials?
(If no) Will you see that it is so distributed.
I believe that those responsible for
adjudicating Agent Orange-related claims have

as great a need for a document of this sort as
anyone,

RESPONSE: The literature analysis consists of reviews of
significant scientific papers oﬁ Agent Orange
and other phenoxy herbicides and it ig an
invaluable resource document for research,.
Copies have been provided for information

purposes to the following:

Department of Vetevans Benefits =

borothy L. Starbuck, Chief Benefits Director, DVE

Board of Veterans Appeals -

Sydney J, Shuaman, Chairman, BVA
James J, Butler, Chief Member, BVA

Pdward R. Stanford, Chief Member, BVA



8.

QUESTION:

Az

RESPONSE:

49

With reference to your discussion of
cooperation with the efforts of various states
reqarding the Agent Orange issue, has the VA
made any attempt to avoid unnecessary
duplication of effort, either as between
Pederal efforts and State efforts or as hetween
various states?

(If no] Do you plan any such efforts?

{If yes) Have you been succeassful in this
regard?

Wherever the VA is aware of states' activities,
we maintain contact with state governments in
order to menitor their Agent Orange related
activities and to share informqtion with them.
& number of state represaentatives have visited
and consulted with the staff of the vA's 0ffice
of Environmental Medicine., In addition, VA
staff personnel have on several occasions
testified at various state legislative hearings
related to Agent Orange issues. 1In this series
of effortz on the part of the VA, attempts have
been made to provide reacommendatiocns and
guidance to state governments in order to aveid
unnecessary or potentially sounterproductive

research efforts,



Continued

g.A. RESPONSE: At the game time we have made suggestions where

8. QUESTION:

B:

RESPONSE:

research initlatives could be of mukual
benafit, In Wew York, for example, the VA has
worked very closely with that State's bioxin
Commisaion and Department of Health to devalop
a meaningful mortality study as well as other
epidemiological research afforts which might
best be conducted at the state level because of
ready access to state record aystems such as
birth certificates, death certificates, and
tumor registries. The VA views these contacts
with state governments as mutunally beneficial
and very productive, Other states with which
the VA has been ih close contact include Texas,
New Jereey, Wisconsin, Minnesota, Pennsylvania,
and California. We look forward to working
with other states as we become aware of their

intereat or activities in thia area.

bo you see any way in which the efforts of the
various states can be of assistance to the
Federal government in its efforts to find

Question incomplete,



9. QUESTION:

A,
BNSWER:

B.

ANSWER:

51

A key element in any study of the health
effects of exposure to Agent Orange in Vietnam
aor, more generally, of the health effects
generally of service in Vietnam, appears to be
reliable information on the mortality of
veterans. In this connection, it would seem to
be desirable to be able to rely on the VA's.
beneficiary identification and records location
subsystem —- BIRLS. However, the GAO in its
statement today netes that a study completed
earlier this year relating to the costs of
providing VA health care to persons not
eligible to receive such care raised "questions
about the reliability of" data in BIRLS.

Do you share the GAO's concerns?

Yes.

What action do you plan to enhance the
completeness and reliability of BIRLS data?

We are continually increasing the number of
BIRLS records which contain verified or
complete military service information., The
vast majority of veterans discharged since

1973 have verified BIRLS records.

additionally, a reconciliation of data between
the Compensation, Pension and Education

systems of records should be completed by 1985;
the information in all responses to regional
office requests to the service departments is
input into BIRLS; and we are studying a
proposal to update the BIRLS record of any
claims folder which is retrieved by Record

Processing Center for an inguiry.
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b2

9.C. QUESTION: In the floor statement that I made at the time

ANSWER:

of final Senate passage of the Omnibus
Reconciliation Act of 1981, which withdrew
general eligibility of war wveterans for the
burial benefit, I urged that the VA take all
steps necessary to maintain the cooperation it
now receives from the private sector,
specifically funeral dirsctors, who I am sure
will respond appropriately if made aware of the
great importance of the data involved. I also
noted my view of the importance of the VA
making "adminietrative mechanisms ..
aperational by October 1, 1981, for veporting
to BIRLS information on the deaths of veterans
who are buried in national cemeteries”,
Senator Simpson expressed similar concerns.
What steps has the VA taken on these two
fronts?

Effective October 1, 1981, the Department of
Veterans Benefits began entering data into
BIRLS for all veterans who are huried in
national cemeteries., With respect to
maintaining the cooperation from the private
gector, representatives of DVB worked with the
National Funeral Direckters' Association

{NFDA) during legislative consideration of the
Omnibus Reconcilation Act of 1981, Also, a DVB
representative addressed National Funeral
Directors' Association national convention in
October to explain the law and to stress the
importance of their continued cooperation in
providing us with the necessary mortality

data.



Continued

.

QUESTION:

D.{1}

ANSWER:

D, (ii}

ANEWER:

wWhat other steps has the VA taken to minimize
the effects of that legislation on the
completeness of BIRLS data on Veterans®
mortality?

I believe that the steps that have altready been
taken will be sufficient to ensure the
completeness of BIRLS data on Veterans'
mortality.

Pleage provide, for the record, detailed
information on this matter, including copies of
all pertinent directives and guidance issued in
this regard.

Attached is DVB Circular 23-81-13 which sets
forth administrative procedures to be followed
to ensure completeness of the mortality data in

BIRLS.
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Department of Veterans Benefits DVB Circular 23=-81-13
Veterans Administration
Washington, D.C. 20420 : . September 18, 1981

PROCESSING NOD'S (NOTICES OF DEATH) FOR
VETERANS INTERRED IN NATIONAL CEMETERIES

1. BACKGROUND - Public Law 97=35 changed the criteria for
entitlement to certain veterans burial benefits, Consequently,
deaths of veterans interred in national cemeteries may go unre-
ported to BIRLS unless a subsequent applicaticn for benefits is
filed. .To provide for the proper recording of these NOD's, DMA
{Department of Memorial Affairs) . Cemetery Service (41) will
route a copy of VA Form 40-4956, Record of Interment, for all
veterans buried in national cemeteries to the WRO (Washington
ragional office) Administrative Division {23) for processing
against, BIALS. 'These procedures are effective Octeber 1, 1981,

2.  PURPOSE - This circular provides instructions for FNOD
{First Notice of Death) processing of VA Porm 40-4956 by the WRO
and subsequent processing of these cases by other field stations.
including the RPC- {Records. Progessing Cenker).

3. FPROCEDURES

a. DMA Cemetery Service will forward a copy of all VA Forms
40-4956 pertaining to veterans to the WRO Data Terminal Unit. All
processing of VA Forms 40-4956 will be accomplished in the Data
Terminal Unit, regardless of whether a file number is present, and
must be performed via the Target System. Upon completion of proe-
es3ing by the WRO, all VA Forms 40~4956 will be returned to the
DMA Cemetery Service (41A}.

b. A BIRLS inguiry {(BINQ) will be made on each VA Form 40-4956
received from the Cemetery Service,

(1) If BIRLS locates a record and it contalns a date of death,
no further processing is required.

{2) If BIRLS locates a record with a file number but it does
not contain a date of death, an FROD will be entered based on
information on the VA Form 4{0-4956.

(a}) The office of jurisdiction will remain the same as shown
in BIRL3. For cases located at the RPC, station nymber 376" must
be entered as office of jurizsdiection on line 18 of the MOD screen.
This will prevent a request for transfer being sent to the RPC,

{b) A photocopy of the VA Form 40-4956 will be made and for-
warded to the office of jurisdiction for association with the
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veteran's claims folder. It will be annotated with the date of
FHOD processing and the initials of the individual who entered the
transaction. ’

(¢} Upon receipt of VA Forms 40-4956 in regional offices, the
claims folder will be XC'd and a VA Form Letter 21-15 dispatched,
as appropriate. .

{d} For folders logated in the RPC, RPC perscanel should XC
the folder and file the VA Form 40-4956, The data terminal clerk
at WRO will forward a VA Form Letter 21-15 to the next of kin if
he/she 1sg listed as spousge. The following sentence in the second
paragraph of VA Porm Letter 21-15 "Mail all documents and your
application to the VA office shown above.® will be blacked ocut.
A note will he added at the bottom right =ide of VA Form Letter
21-15 to read: "Mail all documents and your application to

{enter name and address of regional office of jurisdiction over
spouse's address) . V& Form Letter 21-15 may be signed by the
Chief, Administrative Division.

{3} If BIRLS shows "no record™ or locates a record which does
not contain a file number {e.g., VADS or insurance xecord}, an FNOD
will be entered.

(a}) The Ready screen will be completed as follows:

COMMAND: Enter FNOD and operator's pasgsword.
SCREEN NUMBER: Enter "DMA".

FULL HAME: Enter vetaran's full name.

SOCIAL SECURITY WUMBER: Enter, if avallable.
SERVICE NUMBER: Enter, if available.

DATE OF BIRTH: Enter, if available,

(At least one identifying number must be entered.}

{b) When the NOD screen is returned, the date of death will be
entered, Lines 17 and 18 (cause of death, death in service and
Jurisdiction) will not be displayed for data entry. "DMA" will be
displayed in the folder logation field and "NC FOLDER ESTABLISHED
FOR DMA CASE™ will be shown in the text portion of the screen.

{c) If the person shown as next of kin on VA Form 40-4956 is
the spouge, the data terminal clerk will prepare VA Form Letter
21-15 for dispateh as outlined in subparagraph (2)(d) above,

. 4. BRECEIPT OF SUBSEQUENT APPLICATIONS BY FIELD STATIONS - As
indicated above, no claimg. folder will be established for those
veterans who are assigned a file number based on receipt of a VA
‘Form 40-4956. When a subseguent CEST or FNOD is entered by a
regional office, the BIRLS record will be displayed showing "DMA"
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as folder location and in the text portion "NO FOLDER ESTABLISHED
FOR DMA CASE." The clerk should enter his/her station number in
folder location field and establish a lightweight XC-folder and
continue processing as directed by governing procedures.

Under duplicate records consolidation (DUPC) the retained record
must be a claims record unless both records are DMA cases,

5. ADDITIONAL INFORMATION

a. Any guestions concerning these procedures should be brought -
to the attention of Daphne M. Walker, DVB Administrative Service
(231a), on FTS 389-3184,

b. The Chief Memorial Affairs Director concurs with these
procedures.

6. REBCISSION: This circular is resrinded October 1, 1982,

24D h s
DOROTHY L. STARBUCK
Chief Benefits Director

Distribution: CO: RPC 2902

_FD ) FLD: ODVBFS5, 15 each, plus 10 additional copies each
to Adjudication and Administrative activities
in ROA

EX: ASO & AR, 1 each



Continued

9. STIQN:

E.{i)

ANSWER 3

B.(i1)

19. QUESTION:

A,

RESPONSE:

57

Have you conaulted with the GAO on these issues
in order to ensure that BIRL3 data on mortality
are ag accurate and reliable as posgible?

No.

(If not} Will youw do s0?

The completeneass of the mortality data in BIRLS
will be assessed to determine whether the
changes necessitated by the Omnibus
Reconciliation Act of 1981 have affected the
level of reporting of veaterans' deaths, We
will consult with a variety of experts to

assist us in the assesament, including the GRO,

What steps has the VA taken to utilize the
findings from the European studies that seem to
suggesat that a higher incidence of soft tissue
garcoma might be related to exposure to

dioxin?

The EBuropean studies have been called to the
attention of the contractor designing the
epidemiclogical study. He and others
considering the possible health effects of the
phenoxy herbicides are aware of the possible
relationship to soft tissue sarcoma and pays
special attention to this as a suggested

consequence of exposure to Agent Orange.



Continued

10, QUESTION:
B.

RESPONSE:

58

What actions has the VA taken to develop more
information to test the findings of these
studies?

As a result of this awareness, attention is
heing given to the detection of such pathology
in the design of the epidemiology study, in
veviews of the Agent Orange Registry, in the
APIPF study of pathological specimens, and in a
special APIP protocol being developed to review

goft tissue sarcomas.



11, QUESTION:

RESPONSE ¢

59

what information is provided to Vet Center
gtaff on Agent Orange so that they can most
effectively advise their vietham veteran
clients as to pertinent VA policies in
connection with examinations and tresatment for
condltions that the veterans believe may have
resulted from exposure to Agent Orange and also
so that Vet Center staff can refer such
vaterans to appropriate individuals at nearhy
VA medical centers?

Each Vet Center staff has a full complement of
the literature produced by the VA Central
Office on Agent Orange, Each Vet Center also
has the videotape film on Agent Orange, The
staff have all been made aware of the contents.
Veterans who complain of Agent Orange are given
the literature and are then referred to the
nearest VA medical center, specifically

to the Environmental Physician, The
paychiatric and allied staff in the hospital or
Ambulatory Service of the Medical Center are
educataed through general staff training,
hogpital seminars, rounds, etc,, that consider

Agent Orange problems,
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12. QUESTION: A recent Office of Bnvironmental Medicine's
Weekly Status Report of Herbicide Orange, dated
Wovember 13, 1981, noted that a consultant has
been selected to review claims of guestionable
skin conditions of Vietnam veterans to
determine whether they might be chloracne?

A. Who is this consultant and what are his or her
qualifications?

RESPONSE: Dr. A. Betty Fischmann, Chief of Dermatology,
VA Medical Center, Wasbington, D.C., is
currently in the process of reviewing
compensation ¢claims related to skin conditions
claimed by Vietnam veterans, Dr. Fischmann,
who ia a member of the VA's Chloracne Task
Force, is being assisted by Dr. Leon E. Brown,
a senior dermatology resident at the Washington

D,C., VA Medical Center,

12. QUESTION:

B. fhat is the timetable for this review?

RESPONSE: The review should be completed by June 3¢,
1982,



Continued
12, QUESTION:
C¢

RESPONSE:

12, QUESTION:

D.

RESPONSE:

61

wWill the veterana involved be contackted after
their eclaims have been reviewed, to inform tham
of the findings.

A veteran will be notified of the review only
if some change i3 made in the dlagnosis,
further procedures are necessary to make a
diagnosis, or there is a change in the
datermination that the condition is not

service=connected,

Will this consultant also be participating in
the revision of the educational materials being
prepared for the field?

It is likely that Dr. Fischmann, as a member of
the Chloracne Task Force will be involved in
the preparation and/or review of any future

educational materials on c¢hloracne,

#-212 O0—82—05
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12, QUESTION:
E.

RESPONSE:

62

What is the timetable for completion of these
educational materials?

The present review of cases where chlocvacne ia
claimed will contribute information on the
current appearance and state of the condition
;f it can be diagnosed so long after exposure.
Previous descriptions in the medical literature
deal with the condition of chloracne within a
year or so of its appearance. Wg will seek as
mach information as posaible about its state
some ten years after exposura to the causaktive
agent, using the record review as a bhasis. For
that reason, the educational materials will be

prepared after the review is completed.



13. QUESTION:

RESPONSE:

63

You mentioned that you are interested in
developing "an action plan aspecifically
designed to enhance the ability of the Veterans
Administration to effectively maintain full
communication with vietnam veterans" and others
on Agent Orange issues, In this regard, I want
to note that members of the minority staff,
together with majority staff members and
others, saw the VA film on Rgent Orange earlier
this month, They have reported to me that the
movie was guite good and, with some minor
updating, would be an effective way to
communicate the Va's efforts to Vietnam
veterans apd others concerned about this issue,
Pléase provide, for the record, information on
the number of ghowings this film has received
to date and the estimated audience and any
plans the agency has for updating it and for
increasing the availability of the f£ilm so as
to reach the widest possible audience,

The Veterang Administration has not maintained
statistics on the specific number of showings
of the film "Agent Orange: R Search for
aAnswers." This £ilm was praviewed by
representatives of major service organizations
prior to distribution to each of the 1A0 major
VA health care facilities. Following this,
gpecial guidelines wera forwarded with each
film which provided instructions for ensuring

that it would recefve widespread viewing by



Continued

13. RESPONSE:

V4 health care staff, VA Regional ©Office staff,
and Vet Qutreach personnsl and by veterans and
the general public. An information letter from
the Chief Medical Director further outlining
the significance and utilization of this film

was sent to the field on Pebruary 5, 1981.

The updating of this film will be contingent
upon the development of significant new
scientific or medical information which would
justify a revision., BSuch Aew information will
undoubtedly develop as a consequence of
acientific research being undertaken by the VA,
as well as other Federal and State agencies,
other publie institutions, and research efforts

outside of the United States,

Through widespread distribution of this
auvdiovisual film to 180 VA medical facilities,
58 regional offices, all vet Qutreach Centers,
VA regional libraries, VA Central Office
Library and Film Library, every effort has been
made to ensure that the film is readily
available for showing to concerned individuals

or groups of Vietnam veterans.
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14, QUESTION: In your statement you mentioned that the
Australian Minlster of Veterans Affairs met
with variouz VA officials during a visit this
year. To your knowledge, has the Bustralian
Government been able to develop information as
to which of its troops were exposed to Agent
Orange or other toxic substances in Vietnam?

RESPONSE: It is my understanding that the Australian
government is conducting an epidemiclogical
study of Rustrallan troops who sServed in
Vietnam. That study will include a
quagtionnaire to determine the nature of
exposure to herbicides. The VA is not aware of
any Australian military records per ge that
document expesure of troopa to herbicides or

other toxic substances.



15. QUESTION:

RESPONSE:

16. QUESTION:

A,

RESPONEE:

66

Iz there any summary of the findings of the
gymposgium on dioxin discussed on page 8 of your
statement?

{If yes) Would you please submit that summary
for the record of this hearing?

The International Symposium on Dioxin, held in
Arlington, Virginia, from October 25-29, 1981,
was essentially a meeting for the purpose of
exchanging scientific ianformation between
researchers. Proceedings of this important
gclentific meeting are being compiled by
non-government sponsors but are net yet
available, The Veterans Adminigtration was an
active participant at this meeting with.
attendance by key VA Central Office staff and a
gizeable representation of 50 environmental
physicians from selected VA bealth care

facilities,

With reference to the Vietnam veteran mortality
study discussed on page 12 of your statement--

What will be the sources for the data that will
be used in this study?

The Vietpam veteran mortality study will use
existing computer files from the Department of

Defense and the Veterans Administration.



Continued

16. QUESTION:
B.

RESPONSE:

16. QUESTION:
c.

RESPONSE:

16, QUESTION:
p.{i}):

RESPONSE:

67

What is the timetable for this study?

The study protocol is currently under review by
the Science Panel of the interagency Agent
Orange Working Grouwp and no timetable has heen

developed as yet.

Will there he attempts to match the
vietnam-service and Vietnam-era deaths by age,
race, geographic location of home, pre-~ and
post-service, as well as service axperience and
other variables that might play a vole in any
difference in the rates of death?

hnalyses of mortality rates will initially be
gatisfied by age, race, education and Vietnam
gervice. Subsequent analyses may make use of

other variablesg,

What is the relationship between this study and
the mortality study proposed by the contractor
as part of the overall Public Law 96-151 study?

We ﬁill not know the precise relationship
between the two studies until we receivela
protocol for the PL 96~151 study being prepared
by DCLA.



Continued

16, QUESTION:
D.(ii):

RESPONSE:

Was the contractor advised of the VA study and,
if g0, when, by whom, and in what detail?
{Please provide copies of all documents
relating to the Agency's efforts to inform the
contractor about this study.)

Drs. Spivey and Krause were contacted by

Dr, William Page in May 1981 by telephone and
told of the VA's mortality study--no records
were made of these telephone calls., An
abstract of the Americam Public Health
Assoclation presentation on the study was sent
to Dr. Krause on June 8, 1981 and Dr. Spivey
was briefed by Dr, Page in detail on the study
on November 3, 1981, A copy of the abstract
iz attached,
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Continued

16, QUESTION:

E:

RESPONSE!:

16. QUESTION:
F:

RESPONSE

70

In light of the discusslon at the November 19
VA hdvisory Committee Meeting on this mortality
study and the mortality study proposed by the
conkractors, will there be attempts to
congolidate the two efforta?

Until we see the revised protocol from UCLA we
will not be able to decide whether an attempt

to consolidate the studies should be m;de.

¥ou note that this study will focus on overall
Vietnam service experilence as opposed to
focusing only on Agent Orange. Would it be
possible, however, to further refine the study
so that, in addition to the overall
information, it could yield some data
specifically on veterang who were aasigned to
wnits in vietnam which had a significant chance
of exposure to Agent Orange?

The overall study cannot be readily modified to
include data on unit assignments in Vietnam
without causing undue delay. Identification of
the units with significant exposure to Agent
Orange is too incomplete atIPtesent to allow
meaningful analysis of mortality in relation to

exposure .,



17. QUESTION:

ANSWER:

(!

In response to a question from Senator Specter
at the hearing, you indicated that, in your
view, the government "would be looking at
hundreds of millions of dellars going into
prohably the middle of the next century” if,
for purposes of disability compensation,
Congress established a presumptive cansal
relationship between, in Senator Spectsxr's
words, exposure to "Agent Orange and birth
defects, cancer (and) tumors”. What was the
basis for this cost estimate?

The “estimate” of hundreds of millions of
dollars was based an Benator Specterfs scenario,
which assumed that anyone exposed to Agent
Orange would be compensated for birth defects,
cancer, tumors or any other associated
disability. Based on the anticipated incidence
of serious disease and mortality in the general
population without regard te the cause, the
cost associated with such a sc¢enario
conceivably could be hundreds of millions of
dollars. However, the cost of providing
benefits for exposure to hgent Orange to
individuals who were possibly exposed and for
incidences of disease or birth defects in theif
children has not been determined. The cost
cannot be estimated with any degtee of accuracy

until more data are available.



17. continued

18, QUESTION:

RESPONSE:

72

At this point, I want to make it clear that the
cost of compensation is not a factor in the
endeavor to learn what, Lf any, deleterious
effects regult from exposure, We are
committed, to the extent that science permits,
to resolve this question and are prepared to
compensate all veterans, no¢ matter the cost,
who are found to have become disabled by virtue

of their exposure.

In response to a question from Chairman Simpson
at the hearing, you indicated that "in the
final analysig® the decision to approve a
protocol for the epidemiological study would be
yours. You noted that, in making that
decision, you would be guided by the Policy
Coordinating Committee but you made no mention
of the statutory role of the Office of
Technology Assessment?

Inder Section 307(a) of Public law 96=-151, what
role do you consider is required to be given to

OTA with reference to the approval of a
protocol?

The Veterans Administration has had the cooper~
ation of the Office of Technology Assessment at
every stage in the development of the protocol
for an epidemiological study. We very much
appreciate their assistance and hope that we
continue te work together. I have every
intention of seeking the advice and guidance of
the OTA before deciding whether to approve the

protocel.,



Continued

18. QUESTION:
B.

RESPONSE:

73

In the event that OTA did not approve a
particular protocol, would you be prepared to
approve such a protocol and proceed to use it
for the conduct of the study?

It seems unlikely that the VA would use any
protocol found to be seriously flawed by peer
review a3 it is conducted by OTA. If some
mingr disagreement arose, I can see that I
might approve the protocel in the interest of

expediting the study,



1%,

T4

QUESTION: In light of the continuing controvecsy over the

ANSWER:

VA's action in not going forward with the
mandated study during the pendency of the legal
challenge to the initial attempts in 1980 to
contract for the design of a protocol, please
submit a detailed chronelogy relating to the
legal challenge and the Agency's actions in
regspongse therato, Also, please submit for the
racord any letters, memoranda, or notes of
conversations velating to advice that the va
received from other agencies, such as the
Department of Juatice and the General
Accounting Office, and any opinions of the VaA's
Ganeral Counsel on whether the VA should
proceed.

On May 7, 1980, the National Veterans Law
Center (NVLC) filed a hid protest with the
General Accounting Office {GAOQY and
dimultanaously sought a Temporary Restraining
Qrder and Preliminary Injunction in U.S.
District Court. Both actions were sought to
prevant any award of the contract vhile the
actions were pending, On May 8, 1980, after
oral argumentf, Judge Greene denied the motion
for a Temporary Restraining Order but retalned
jurisdiction of the motion for a preliminary
injunction. ©On June 13, 1980, as a result of a
May 19, 1980, joint letter submitted by the
Justice Department, acting on behalf of the va,
and the NVLC, Judge Greene requested the GAD to

congider the bid protest.



19.

continued,

75

As a result of these legal challenges, the VA
had toc determine whether it should proceed with
negotiation and award of the contract.
Discussions were held between members of the
General Counsel's Office, Supply Service, DMLS
and the U.35. Attorney's office. No notes of
conversations, letters, memoranda, or VA
General Counsel opinions were written during
the time frame that the decision making process
wag otourying on the determination as ko

whether to make an award.

Judge Greene refused the TRO motion which would
have maintained the status quo pending the GRO
determination. In addition, while generally an
Agency is precluded from making an award
pending a determination by GAO on a bid
protest, the Federal Procurement Regulations at
section 1-2.407-8(b)({4) allow an award if the
agency determines that (a) the procurement is
urgently required, {(b) delivery or performance
will be unduly delayed by failure to make the
award promptly, or {(c} a prompt award will

otherwize be advantageous to the Government.



19, continued.

76

Thus, while an immediate award would have been
legally pessible, the VA and its contracting
officer were faced with certain countervailing
congiderations which ultimately led them to
delay award of the contract until after the
controversiea were resolved. Primarily the
contracting officer had to determine whether an
immediate award or a delayed award would
ultimately lead to a gquicker completion of the
conkract, At the time he was making this
determination he anticipated a ruling by the
Comptroller General in Rovember whereas the
decision was not made until February 2, 1981, 7
months after the request by Judge Greene. Had
he made an award and GAQ ruled against the VA,
there was an excellent chance, given the
senaitive nature of this contract, that GAO
would have ordered a cancellation of the
awarded contract and resolicitation by the va,
thereby causing subgtantial delays. In
addition,the officials at the VA were of the
belief that, given the attitude of the WVLC,

any action by the VA in awarding the contract



19.

continued,

7

prior to resolution of the protest would have
reaulted in additional actions by the WVLC in
U.8. District Court, The VA thus determined
that the contract would be completed more
quickly if award was delayed until the

controversies were resclved.

Oon Pebruary 2, 1981, GAO ruled in favor of the
V4, The VA then proceeded to contact the
bidders to seek updated information about thelr
continued intereat in the protocol design
contract, By letter dated April 8, 1981, copy
akttached, the U,S. Attorney's office adviszed
the VA that they were unaware of any legal or
administrative matter which would bar the
awarding of the contract. On May 1, 1981,
0.C.L.A. was awarded the contract. On June 25,
1981, the action in U.S. Court was voluntarily
dismissed by the NWVLC.

91-212 0—82——6



20. QUESTION:

Rh:

RESPONSE:

20, QUESTION:

B3

RESPONSE:

78

On what day does the 35-day extension given to
UCLA, the contractor, to refine its submission
explre?

The 35-day extension initially given the

contractor wag to have explred on December 30,
1981, A second extension to January 25, 1982,
has been granted because of the illness of the

principal investigator,

What d¢ you realistically expect to recelve at
that time?

At that time the Veterans Administration
expects to receive a draft protocol which will
satisfy thg terms of the contract with the
University of California at Los Angeles, i.e.,

a draft study design suitable for peer review.
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Continued
20, QUESTION:

C: what, if any, additional costs to the VA are
assoctated with this extension?

RESPONSE: At the present time, the VA does not expect any

additional costs,

20. QUESTION:
D: Please submit for the record a copy of the VA'a
letter or letters to the contractor regarding
this extension and the comments of the

revigwers on their review of the initial
submission.

RESPONSE: The VA's letters to UCLA regarding the first
submission are attached. Included also are
letters from the Chairman of the review

groups.
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TEOHNOLOAY ARIERVMENT BOAAD dongress of the Enitet Miutes SOHNe . Dmmatie
VD STEVEHE, ALABICA, EHAIRMAN
MONRIE K. Uk, AMIZ., VIEE CHAMMAN OFFIcE OF TECHNOLOGY ASSESSMENT
OAKIN g, SEOAGE £ IO LALLF,
CRARALE Wl Mo I M0, SR B INGALL LT Wasnmaron, D.C, 20310
EAMARD W, KENNEDY. MASE LARTY W, . WANE
ARMEET F. HOLMOR 8O- B X LR, G
COOPER EYANG, 14T

S . S0 October 2, 1981

¥r. Robert P. Nimmo
Admin{stcator

VYetarane Adwiniscration
B10 ¥ermont Avenuz, N.H,.
Washington, D.C. 20420

Dear Hr., Nimmo:

I enclese a copy of tha Office of Technology Asmessment’s ravies of the
protecol for an epldemiologic wtudy of posefbla health offecta resulting from
expogure to Agent Orange in Vietnam. The reviaw dravws upon written comeante
reeived from OTA Review Panal Membars (which are appandad to the review) and
discupsions at the Septembar B Panel Meeting. Unfortunataly, it ia our
Judgment that the ‘protocsl lacks focus and darafl and vegquires additionsl work.
Currant plans call for the etudy deaigners to consider reviewers’ commants and
to submit & revised protocol. ‘The OTA will review the reviged protocol, and at
that time, [ will be able to coneider whether or not to approve the undertaking
of & etudy. This conslderstion Lo required of me ky the Veterana Health
Programe E iton and Impr Act of 1979 (Publfc Jaw 96-151).

The reviaw emphasizes that additiomal details need to be provided about
(1) methods to be used in deterwining whether a veteran probably was or
probably wag mot sxposed to Agent Orange, and (2) how health outcomes chatc
aight be sssociated with expoeure to Agent Drange aTe to be mesgured. The
designers of the protocol axprese a reluctance eo specify detaila about these
items For reviewerz, but an sdequate teview iz impossible unleas those dutails
are provided. ‘The OTA Review Panal will conaider being oworn to secracy if the
deaignete daem 1t necassary to protect tha {ntegrity of the study.

The O'FA recelved a latter from Senator Cranston asking that we be
enpecially watchful for any evidence of bias on the part of the atudy’s
principal investigetor, Dr. Gary Spivey. Dr. Spivay’s protocol expressed an
iatention to keep details about whether or not a vetaran ie¢ thought to have
buen axposed and about health oybcomes secret frow ‘study paetlclpants. Tart of
the justificatton for this position ie concern that participants might bebava
differently if they are privy to apecifics about sxposure and health oukcoges.
Buch concerns are common to epldemioclogic studisn. However, one Panel Henmbar
thinks that the protocol too strongly axpressss the opiniom that veterans”
racalling of past svents and reporting of bealth effects might be influenced by
their knowing detalls of exposure and health cutcomes. Tha review spasks to
these concerns and suggests thet the problems can be handlad withoub such

is on secrecys The raview suggents that health outcomes be made public
and that they be madsured as ohjectively ae pongible. The review aleo
acknowledges that it may be desizable to ‘withhold exposuve informaticn from
participants {n the early stages of the study. In that case, the designers
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should provide justification for any decfsions mada about concealing exposure
information and For how long. A clear presentation of the deslgnera’ plana ko
digselose health outcome measures and to disclose or te withhold exposure
information will grestly reduce or eliminate concern that the slledged biae
will compromive the study.

Doring the pertad of the OTA review, Secretary RBichard Schwaiker of the
Department of Health and Human Services announced the exiatence of nwwly-found
tnformation about exposure to Agent Orange. That information wduld ecem to ba
of great valua to Dr. Spivey in designing an exposure index, and methode o
ebare &t with him are worthy of consideration.

Included in the attached OTA review packet 1o a liet of the OTA Review
Panil Members, a chronology of the epidemiolagic study, a Ilat of OTA steff who
participated fn the review, and written comments received from each OTA Review
Panel Member. Should you or your staff have any gquestions, plenge call Mr.
Michael Gaugh s 226-2070.

Sincerely,

Joil‘l R+ Gibbaons

Enclosure
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REVIEW OF THE VETERANS ADMINISTRATION

DRAFT PROTOCOL FOR

EFIDEMIOLOGIC STURIES OF AGENT ORANGE

office of Technology Assessaant

D.85. Congreas

Septenbar 1981
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INTRODUCTION

An OTA Mviso::y Fanal met and congidered the Draft Protocol for
Bptfimiolosfc Studies of Agent Ovange, The protocol wea preparad by the School
of Public Health, University of Californis at Los Angeles, Gayxy Splvey, MD, WPH,
principal invesacigator, and Roger Detels, MD, M5, and Dean of the School of

Public Health, co-principal inveetigator,

The paucity and in some casas sbaence of datails fru.l the protocol prevented
the Advisory Panel from teaching a deciaton about whether or not & etudy to
answer questions about associatione betwaen Agent Orange and health effects can
be puccessfully designed. To acow axtent the lack of deteil 1p undarstandable
because of tha press of Lime to prepars the draft protocol, and the Fanel is
aympathetic on that couwnt. The Panel is more concerned about the expressed
intention of the atudy designers to withhold details from reviewsrs to procect
the study’s integrity. The Advisory Panel will conaider swearing all or a
subgroup of it: members ro gecracy in reviewing a detalled protocol, but it
cannot discharge ite duty unlese those detaile are provided. Possible methods to
deal with privacy and secrecy during conduct of the study are dlacussed in the

body of this review.
The protocol describes:

1. A historical cohort stwdy to asswss pospible associations between Agent

Orange exposure and health effecto.

2. A pethod to eatimate Apent Crange expogure and the fessibility of
aguenbling exposed and unexposed groups for the hiaterical cohort

study.

3. Three prelininary studies of mortality smong Vietnsm veterans that make

uge of exieting records.
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4. Two preliminary studie: of morbldity ameng Vistnam veterans that meke

uee of axisting vecords.

The historical cohort gtudy 12 slated to begin in 1983, The degignera propoes

that the preliminary studias be carried out in the intervening period.

BISTORICAL COHORT STUDY REVIEW

Description of the Study

The contractors propoee an historical cchort study to investigete: Ia
exposure to Agent Orange fn Vietnam velated to subsequent morbidity and mortality

amang véterans?

The appropriateness of the historfcal cohort approach 1g unchallenged, but
the ebility to carry cut such & study rests on one large unknown and a number of
other serious hurdles. The central question iz whether or not am acceptable
assugooent of exposurs to Agent Orange can be dewsloped. Without such an

assessment, the study is not possible. The other major concerns, discussed in

thie review, include: Jdetermination and specification of health outcomes,
participation rates to be expected from veterans, sanple sizes necessary for the

atudy, organization and conduct of the stufy, and maintenance of privacy.

The study design is traditional, and propsves a couparison batwean the
long-term health axperience of a group of veterans exposed to Agent Orange and
the expearience of a similar but unexposed group. The cohorte swill include Army
and parhaps Marine Corps groumd troops, eelected to represent various levels of
expodurs. Active duty and weteran records of each mamber of tha cohores will ba
sxatiinad for pertinent inforsation. All members of both rhe exposed and
unexposed cohorts will be sent a questionnaire and acked to participate in &
physical examination. The cohorts will he followed into the Future to detect

poaaible longer-term health affects. Data from sll sources will be analyzed to

-2 -
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deternine whether certain health outcomas ara statistically more common in the

exposad group.
Gangral Comnients

A8 the authors have noted, the histerical cohort study is deacribed very
broadly, with few details. It ie not possibls, therafore, to ¢ither approve ov
disapprove the plan. Grave doubts wers exprewead by aome panel members that any
posaible study would produce scientifically credible results. Uncil more

preliminary work is completed, & definitive judgoent canmot be made.

The panel favors proceeding with the proposed "Feasibility Tast of Exposura
Eetination,” specification of haalth ocutcomew, and determining appropriate
methads to beasure outcomes (discussed in detail below). Developaent of “the
axpogure index ig ween as the most eriticsl teak =t thig time, If such an index
can be developed, & decfsfon can be mads about the feasibility of an Agent Orange

Study; 1F it cannot be developed, the study is impossible.

ing ful develop of the axp 9 index and identification of
outcemes, a pilot testing phase, which would be a scaled~dowm vereion of the
large study, 18 recowmended. The pilot etudy will define and standardize
procedurss and provide an estimaes of tha race of veteran perticipation, anocher

touchstone of the study.

Before any teating of the daaign is begun, however, decision criteris must
be developad for application during and after the fessibility and pilot phagas.
Failure to meot threshold criteria in critical aveas =~ in development of sn
axposurs [ndex or {n achieving an adequate response rate -= must lead to either

abandoning tha atudy or making specific altexations in design.

Bmlﬂtﬂ

The cont s’ proposal to determine the faasibilicy of comstructing an

4
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exposure index allows for the pogelbility that a satisfactory index cannot be
developed. Criteria to evaluate the feapibdility stody, snd the basis For saking
a decision babwgen guccess and faflure, sust be made explicit before the
feasibility study is begun. Although a general outline for making an index was
provided in the protocol, detalls which permic making & critical veview are
lacking.

The panel agrees about the duiéabuity of constvucting categeries of
probable gxposures, but does mot expect great precision in de-f.in‘m'g the cotagories.
For inetance, the number of times 0, 1, 2, 3, or more) that a soldier may have
been exposed as probably sufficient to assign him to an exposure catagory, It may
be that such an exposure indes would obwiate the need for 2 control group of wet-

erane who did not serve in Vietnam. Elimination of that comercl group hsa advantages:

1. Differences betwaen Viatnam veterans and othyr Vietnam-era vecerans,
which could act me confounding variables, and faleely chacure or

avbance Crue associstions betwasn exposure and cutccoe mre avolded.

2. The problem of differential responce rates betwesn Vietnam veterans and
other Vietnm=era vetarans is svolded. Tt is likely that Vietnem—ars
veterana who did not eerve in Vietnan will be less motivated to
participata than Vietnam wveterans, to whom eventual banefite from the,

study might sccorve.

3. Those who did not serve in Vietnam will be aware of their axpogure
atatus (not exposed), while others in the study wight not be. This
diffexrence could produce biused yespomses. (The Lfmsue of dlesclosing

axpoaure status to participanta f{e discucsed below,)

HERRS Data wnd Tape

Davglopaent of an accurets: axp e grid depends heavily on the accaracy of
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the HEHBS data.l Velidation of thoee data will improve th: :vedibility of the
expasure index. At the panel maeting, & scaff member of the Howse of
Representatives Committee on Vetarans’ Affsfrs etated that high alticude
photographa ‘cl"mwing avesn of defoliation exist. The tiee-place coordinates of
HERBS racords could be matched againat the information in the photegraphs #3 a
measyre of AERES sccuracy and possibly to Ei1l in knowm gaps. Until moxe Le
known ahout thase photogrephe, it is imposeible to predict their weefulness.
They ars highly classified. 1t ia our underatanding that a smechanism cap be
establiahad te allow the defoliation patterns to be interprated and the
information turned over to the etudy designers. If our information 1e accurate,

this could prove a valuable source of data.

Health Outcomes Msasursments

The Panel atrongly recommands that health outcomed be specified by the end
of the feasibility phase. Sources of information alremdy available oxr available

by the end of 1982 may ba sufficient to specify cutcomes. These include;
1.  Scilentific llterature already published.

2, Raview of the herbicide liturature (mandated by the sama law PL $6-1351
that mndates this epidemiclopic study) expected by October 198%.

3. Results from the questiommaices and phyeical exsminations of the Alr

Force Ranch Aand Seuwdy, svellable cowaxd the esnd of 1952

As avidenced by thelr review of the popular literaturs, the authors
appreciste that veterans Wave a wide range of cowplaints that have not been
vqrified by medical science. It is inportant, in deciding upon which dsutcomes to
measuce, that the study look at healch affects that veterans belfeve result from

Agent Deange, even if scientific eupport 1s wesk. The VA’s Agent Orange regilatry

provides relevant information.
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Participation and Ssuple Size

The rate of response to invitacions to participute in the study is one of
the pivot pointe for deciding whether or not & mtudy should be conducted. The
anticipated ragponse ¢ste In the study is not discussed in the draft protocsl,
but it mast be addreased prowptly, either in the “"Eeawibility phese,” or as part
of an initial pilot gtudy. A& breskpoiot reeponse, lesding to slteratton or
abandonment of the study, should be specified in advance. .

The designers should ¢omtrol for bias introduced by proporticascely greater
participation by veterans who bhoth believe they were exposed to Agent Ovange and
have health complaints. Some chack on this possible bias should ba tuilt into
the protocol. A suggestion from the Fanel is to aek participants what they
believe their exposura status to be and then to look for sswociations betwesn
psrcaived expoguras and the resulta of physical amd laburatory testing, A
comparison of the asgocistions betwasn health cutcomss and percelved exposura and
batwwen outcomes and exposure ae defined by the atudy, sseuming that thare are
aomd diffsrences in the two menocures, u/n ba used w8 an indicator of passible

aelf-gelection bims. e

The manner of contacting cohort pembars fs eritical to che porential succass
of the study and details of the proposed procedurs should ba specified. Issues

that will bear on the resulting response vate include:
1.  Method of contact (perscnal interview, talephona interview, latter)

2, Contacting body ox individual(s) (Vi, UOD, contractor, other govarnment
officials). The Alr Foxce has carefully considered this ilssue, and
. their daliberations are worthy of review by the study plannerd.

3. The availabilicy and use of supporting stat te feom ve

organizations to accompany invitations ko participate.

-6 -
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4.  Use of a publicity cempaign to precede and colncide with the

invitationa.

5.  The posalbility of guaranteeing wedical gare for conditions detected im

atudy participants.

By the and of the feasibility phasa, the study designere wmuet ¢stinate the
sanple sige that will ba required. An important consideration in this estimetion
will be what health outcomed are to be measured. Retimates of the time and
regourcas requirad foxr the cohore study will depend on sample size. The
organizational gtructura for the eventual study will also be partially determined

by the eiee of tha study.

Fhysical Exsningtion

Tha Panal i highly critical of the diecussion of physical examinations in
the protocol. The use of a genaral screaning examination te detect potential
spacific, and ofpen subtle, affects of coxic chemicels, 1e inappropriste. In
addition, ixportent aress of concern are not addvessad by the physical '
exunination. Reurological, reproductive, and peychological effacts, for wxampla,

cannot be detected with the proposed exam. Although the exsmination and

1ab LY PT dares be fully determined until dacisions concerning
health cutcomes are made, thers can be no doubt that certain effects, including

thoge mantigned above, must be included.

The lack of discussion of exemination procedures disturbed Fanal oenhava.

Datg collection for this etudy must be cerried cut systematically and in a highly

atandardized faghion. To che axtent poasibla, out i ¢4 should depand on

oblactive omasuremgnt.

The propossd physical axanination procsedure, which appacently allows for ad
hac decisions by physinims to perform additfonal examinatione and to require



91

sdditional laboratory tescs, is ptable. Some haniow should certainly ba
deviead for study phyelcians to Tefar perticiyants to VA physiclane ox to thaiz
om private physicians for -add.tl:loml tests or care, but all participunta should

recaive the same study exanination. '

The folliwing items aight B¢ considerqd in offorts to standardize both the
physical examination and laborstory tasts:

1. Physiciens sdwipistering exssinetioens should andecge craining by the

organization ragponsible for the study.

2. The mutber of physicians adpiniotering exssinations ghould be 48 smsll

as practicable.

3.  Criteria should be specified for making deciaions to carry out more

detailed axaninations and cests for particular conditions.

4. The mumbar of centers at which exsminscions take placs ghould ba ame
small as possible, without reducing the participation rate because of

tins and Ersvel inconvenisnce.

5. It ie prefersbla that all lab ory p 4 ba ducted in &

single pluce, ot &t least that all of one particular test be analysed
at one placa. Thia ie agst impoxtant £'or tasta known to be difficult
£ standavdize.

Who will conduct the study?

The orgenitational stxucture for conducting the stucy fs important but not

df, d in the p 1. The stuct can gevlovaly iofluence participation

rates. It appears that vaterans will be moat raceptive to a design with winimal
invelvensat of the VA. Vetarans’ groups believa that the credibility of the ¥,

with vespect to Agenc Orange, hes been seriously compromised and that an cutaide
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group should rum the atudy,

Some rales for the VA may be poesible in a study conducted by en outside
Broup. l?or‘l:':mple, participants might accept examinations by adequately trained
¥4 dactors fin ?A-nfﬂlial:ad hospitalg if the data are given to a private
gontracter for analysis, There 1s universal pessiolss that sofficient

participacion can be achieved Af tha etudy ia conducted axclusively by the ¥A.

Some type of monitoring body, sither with or without decisionmaking
authority, should be considered ss part of the study’s administrative strgcture.
Such a group might be ussful not only for scientific purposes but as an impartial

group that would enhance the credibility of the stuwdy in the eyes of the publie.

Privacy

The issuwe of privacy has twe facats which concern the Panel: withholding of
information from review groups, and withholding of information from study
participants and tha public. The Panel feela strongly that all details of the
study protocol mupt bhe made available to review groups if these groups are to
comment usefully and, in OTA's case, to fulfill the Congresdionul mandate to

approve or not to approve the study design.

The study designars identify some risks involved in making the study plan
public, and the Panel recognizes the ewwe risks, FHowever, tha Pansl bsliavea
that thess rigka must be accepteds Objective Zeseurss and standardized
sxaninations cun, in purt, offset the risks. the followlng reasons argue for

naking the health cutcomes of the study public.

1. Because of the political and social tension associated with Agant
Oraunge, studies bearing on the question of health effects aust, to be

credible, be cavried cut in an open manner.

2. 1f outcomsa ere not initially public, but becone mo only dfter the

-9 -
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study is completed, the study can be faulted for failing to look for
cartaln health effects, BRationales for including or excluding
particulaf outcones should be stated initially, and arguments pro and

con entectained befors the study is begun,

3.  Based on information alraady public, intereated parties will know most
of the outcomes being considered. As soon as the questionnaire and

exanfnation are administeved ty the firgt participants, interested

parties will b eble to determine, st least g 11y, what out

are baing d. The piratorial atmogphere genarated by

withholding information could have a deleterious effect on the resulte

of the atudy.

The protocols should digcuss the {ssue of revealing exposure information to
participantes. To compound che problem of concealment of axposure stutus, there
exist a number of mechanisas vhershy veterans can get partial informurion about

pocential exposurs status:

1+ Coples of the AERBS dats tape are available for a fee from Depagtment
of Defanse (BoD). A wveteran can place himaelf in the timg-place grid

centained fn HERBS.

2. The Dol will, upon request, provide wveterans with information bearing

on the exposure status of their hattalfom.

3. A private group in Berkeley is selling veterans what they claim to ba

informsation about potential expoeure to Agent Orange.

Vaterans uzing infomation from ona of these three gources to guess at thair
axposurd atatus might comprooise the etudy more seriously than if they are told

their status by the inveatigators.
It vae suggestad by ceprenentatives of veterans’ groups that as long as

- 10 =
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veterand wers assured they would be informed of any heslth problems found and
provided necespary sedical trestwsat that revesaling exposurs status might net be

necapaary. This contention ia supported by a policy of the VA that agsoumaeg a

veteran slatulug axposure to Agent Orangs was, in fact, expeded in the ah of
positive avidence to the contrary. Thus, exposura status, as determined by the
study, will not necepsarily besr on any eventual claiog mede by scudy

participants.

Treateant of the issve of making informution available to participants s
inadequate in the present protocol. Protection of participants’ reasonsbie
rights i{s as inportant a5 protection of etudy integrity, but it 1s not discussed.
The study designers should discuss an informed consent proceduve amd should

specify the ethical problema they anticipate and how they will deal with them.
REVIEW OP PRELIMINARY STUDIES
General

The propogsal outlines thres atudigs of mortalicy and two of mocbidity “co
provide a relatively quick lock at several queations ... in & Teasonable period

of time,"

Description of Three Preliminary Moctality Studies

1. A propertionate mortality snalyeis to "deteroine ff there fo umeusl
cauge of death or pattern of causas of death smong Vietnan wveterans or

a specific subgroup of Vietnsa vetecana."

2, A determination and comparison of death rates for Vietnam veterans and

Vistnam~era veterand who 4id not eexrve in Yistnan.

3. The "frequency of experience in types of military unite and of gecvice

in geographic regiona of heavy defoliant use" will be compared betwesn

- 11 -
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each of 2,000 deceassd Vietnum vetqrvane (cages) and 2,000 living
Vietnam veterans (controls). The cases and controle will be matched
for age, race, and educatfonsl level at the tine of induction ince the

armed forcas.

All of the studies depend om existing records and are to be compluted within
14 montha, Of the propossd mortality studies, the Advisoxy Panel gupporta the
proportionate mortality analysis, but doubte that it can be completed in che time
allowed in the protocol. The other preliminary mortality studies, as proposed,
are unlikely ta yield information commengurate with the afforts required to

complete them.

A peneral criticiom of cChe propofed wortality studies is that they do not

directly address the ponaible tion betwesn exp e to Agent Jrange and

wortality. Because tha Chrust of the current contract with UCLA is to
investigate that connection, the Punel questicons undertaking studies that do nokt
bear on that question. While such studies would rewsal nothing about Agent
Arange, rasulta from them tould be interprated a9 hoving sosething to do with the
study of the herbicide, and might be misvsed ip arguments about Agent Orange and
health, A related concern deals with the proposal’s suggestion that resulce from
the prelininary studiss might be used with the exposure index, which will still
be under compcructfon at the time the preliminary studies are being conducted,
Until the axpowure index is fimly established and validated, it should net be

used.

Critigue of the Proportionate Hortality Analyais

The Advisory Panal generally Pavors uvodertaking the proportionate mortality
analyeis. Such an analysis way revaal unusual causes of death or unusual
potterne of causes in Vietnam veterana if thay have cccurred. However, it

appesTs impossibla to completa the study in tha 14 wonths se planned.

- 17 -
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The cxux of the proposal ig that the VA's BIRLS (Beneficiavies
Identification and Racords Location System) can be used .to identify Vietnsm
veterand and other Vietnam-era veterans, discharged 1963 through 1972, who died
during the years 1966 through 1981. BIRLS 18 a relatively new system, aod the
cotiplateness of its racords has mot been svaluated, but the system preceding it
included the fect of death for more than 95 percent of all deceased veteransa., It
18 expected that the percentage of deceassd vaterans identified in BIRLS is

nearly ae high.

On the negative side, thers is no way for the BIRLS syetem to discriminute
betwesn a vetaran vho sa‘rwd in Yietoam and another Vietnasm—gra veteran who
sorved sopewhere elae. {Personal communicaticns, J.F. Bub, VA; 5. Jablon,
Hational Academy of Sciences; G, Peterson, VA.) Furtheraore, aince che enphasis
of the proposed study is on greund troops, it is important to note that BIRLS han
information about branch of gervice for only about 75 percent of veterans.
Therefora, BIRLS cannot fdentify those veterana who served in Viatnam, and it
cannot provide inforumation about the branch of service on a significant

percentage of vaterans,

The timetable for ehe mortalicy atudies sllows two months to obtain death
certificatea for identified deceased vetsvane. According to the Hational Academy
of Sciences Follow-up Agency, which has hed extensive experience with such
efforts, about 6 months is uauelly vequired to accumulate 2,000 daath
certificates. The two-ponth period eesw iwpossibly optimistic, especlally 1f

130,000 death certificates ere to be studied.

It 1o bayond the scope of this reviesw to estimats how long a time will be
requiced to complate the proportionates mortality analyais. Weverthaleaes, it
serma evident that it cannot be completed within 14 months. Whether or not it
phould be undertaken can be dectided only when additional information is

pragented. A gampling plan which would not require vollection and examinabion of

- 13 =
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130,000 death certificates might offer the posaibility of a managsable gtudy.

A epecific criticism is directed st the protocol’s plan to divide the
Vietnam yetéran population into “subgroups” for the proportionate morcslity
analysis. NHo jostification is presemted for making such divieious, the gubgroups
are poorly specifled, and no criteria for inclusion or sxclusion are detwiled.
Sowe concern wae expressed that certain "subgroups,” say "coabat unitw," might be
squated with "more likely expossd™ while “logistic units" might be grouped into
™ot likely exposed.” Such parallels, even {f pot drswn by the investigatorw,

night be made by others and b vory misleading.

Critique of the Conpariscn of Death Ratas

If, am suggested in the protocel, the Armed Forcas Separation One-Paccent
Sample can be uped to provide dencadnator (populstion st vigk) informacion, and
if the proportionate mortality analysis is cospleted, calculation of death rates
will be an gasy exercise. If the One—Parcent Sanpls is not adequate, the
celcuation becomes more difficult and time-consuming.

Alchough the Advigory Panel expresses lirtle enthusiasa about this study,
arguments have besn made in Congrass that che Vistnen veteran populatica is
experiencing higher-than-expected death rates. BRelisbly-calculated death rates
would be useful in that discuseion. However, s decision to proceed requires
better esotimaces of the time and effort necessary to complete the stady.

Lritique of the Case-Control Study

The propossd cage-vontrol study ig not stroogly supported by the Panel. &
study with 2,000 cases 16 much too emell for a "Ilehing expedition™ to sssociste
particular causes of daath with either a geographic location in Vietnam or
aervice in a certain type of nilicary unit. Cass-contrel studies of walected

coupes of death are vieved more favorably.

- 14 =
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Soma Advisory Panel members expect that the proposed case-coatrol study
Iwu.ld provide very little or a0 inforsatfon bayond thet to be expected from the
proportionate mortility amalysis, The case-coutrol etudy shares a problen with
the proporticnate mortality analysisa. There ia concern that information ghout
geographical locetion and service unit will be transposed ioto surrogstes foz

Agent Orange exposurs and lead to errvoneous conclusions by the public.

Horbidity Studies
The protocel describes twe prelininary morbidity studies:

1. WA f1les will be sxamined to cowpacs clains made before and after
widaopread publicity about Agent Ovanges A proporticcate morbidity
analysis and & comparison betwgsn medical claims £iled by Vietnam
vetarans and Korean Mar vaterans at comparable tipe pexiode after the

two conflicts in aleo proposed.

2+ The VA's Agent Orange Regiatry will ba used to detsroine the frequency
of different types of cowplaints asscciated with Agent Oranga by

vatarans.

Morbidicy studies are necessary, #s the protaocol states, to detect adverse
health sffects which do not result in death. Furthermore, results from
prelinipary morbidity etudiss may be eapectally useful in developing outccas
xengures for che planned cohort study, ‘The Advisory Pawsl supporte only the
sacond of the proposed studies.

Resulte from the Ranch Hand Study physical exeminations sre sxpected late in
1982 at about the cilme that results can be expected from the first propossd
morbidity study. The Ranch Rand results in cosbination with the rasults of the
VA-funded lLitersture reviaw may provide the nacessary information to deaign the

questionnaire and physical for the cohort wetudy. If those two etudies do not
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provida sufficient information, wore extensive morbidity etudies might be

degirable.

Critique of the Morbidity Study Using Claina Files

The fnvestigators intend to sample cluims nade by veterans during the pericd
1965 through 1975 and compare those to & ssmple of claius wede during the pavioed
1976 thrﬁush 1980. The puxpons of sampling two pariods 16 to examine ciaims made
before much of the publicity about Agant Orange, and compaxa thoge to claime made
oubuqumély. Exemdoation of the two tima paxiods may wall veveal a difference
in complaint patterns, but intecpretation of such a difference will be dffficult.
Ao one pasaibla explanation fox changing patterns, considar a veteran who had
baen suffaring from a minor complaint, He might not report the complaint to VA
until he learned thet it had been asgoolated with Agent Orange. Alcernatively,
snother vataven, hearing of & eubjective compleint baing assoclated with Agent
Orange might vaport a aimilar subjeccive compleint that was either nonexistent oy
ganevated by hesrsay. In the first sxample, case finding ie improved; in the

second, a complaint ie generatad.

Only about 25 p t of Viet era vet depend on VA for medicel cara.

4 study based on VA records will necessarily be incomplete and khe potantial blas

introduced by such a sample ia not di d in the protdcol. The incomplete
covarage of vetersns in the VA £1les would decraase the relisbility of any

vesulie from a proportionate morbldity smalyasis that Japende on thoas filea.

The Panal wembsers find uo velue in the proposad comparison of claims made by
Vistoam veterans sgainst claims wade by ¥orean War veterans. Times, condicions,
seandayds, and practices changed wo much during the period betwsen tha wars that

0o useful fnformation L8 expected from the comparison.

The VA file called ™Vatersns, Dapendents, and Beneficiavies Compensation and

Fansion Rscorde” has many -dwnr.uo.o fox a norbidity study as is pointed out Iin
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the protocol. However, it does not differentiate betwesn Vietnam veterans and
other Yiatnam—era veterans, {T. Preston, National Academy of Sclences), and it

includes informatiom only about veterans who have filed claims with VA,
Critique of the nt Orange Registry Analysie

The investigetors proposs to determine the fraquancy distribution of
complaints £iled by veterans in relation to Agent Orange froo the ¥ATe Agent
Orange Registey computsy £ile. With some reservacions, the Advisory Pamnel
favored going ahead with this analyais, in large part baceues It appears to be a
relatively wasy, straightforward task. Should major obhatacles present themmelves
in the undertaking, which would raquire moxe tima and resources, the question of

whether or not it should be compleced ahould be recpened.

Reservations sbout the study were raimed because the veglatyy suffers from a
nuber of shortcominga that veduce ite vaefulness for a morbidity study. Por
exanple the complaints are from a self-salected canplae, and the registry wme not

designed as 4 research tool.

The YA 18 curvently comparing Agenc Ovengs Esgtistry complaints aguinat Vi
hospital treatment tecorde, and VA is able to prowids the contractors with aome

information.
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RECCHMENDATIONS POR FROTOCOL REVISION

The OTA Advieory Panal nekes the following suggeations for preparing a

revised prototol:

1.

2.

1.

&,

Bighast priority ahould be placed on:

Ba

T

constroction and validation of en expogure index, and decermining
the Fensibility of assoclating unite or individuals with levela of

axposdre,

detalling wod Justifying che haealth cutcome to ba evaluated in the

cohort study and developing wethods to measure them,

preparing estimaten of the size of study population necassary to

study health outcomes.

Planning of the proportionate mortality snalyais should continue, but

pefther ite planning nor execution should delay beginntng the cohort

study.

Information from inapection of the Agent Orangs Regictry fo laarn abour

vetqrans’ complaints should be considered and svaluated in detatling

health ocutcomes for the cohort study.

Decizion criteris should be buflr fato the cohort study plan to guide

deciglons to continue, alter, or digcomtinue the atudy. In particular,

such criteris should be specified for the following activities:

b

the conatruction of an expasure index and its applicacion to

sseoclating unite or imdividuals with exposure levels,

methods to messure specific health cutcomes in duch a way a4 to

provide seantingful resulte,

- 18 -
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¢, eatimating the size of the study necesaary te provide meaningful

resalta,

d.. . ineuring an adequate participation vate smong all the atudy

cohorty,

5. The atuwdy of death races, the case-control study, and the morbidicy
study vaing veterans’ claims should either be dropped or worg stroogly

fustified.

6. The Review Panel maat be allowed to see detafls of the exposure index
and health cutcome mpasures. Protection of priviledged tnformution can

be provided as necessary.

7. Flans for making public ox withholding information sbout exposures amd

health cutecomes chould be diacuseed in the revised protocol.

In vhatever manner the YA and the contractor proceed in revising the
protocal after receiving commants, the Advismory Panel agreses that it s
igperative that each propesed preliminary study and feasibilicy test he
tharoughly Jjustified. Certain sinimal criteria oust be sat, including & cleac
statement of the hypotheses being tested, a detailed timetable for each aspect of
the study, saplanations for inclusions and sxclusions of groups of veterans and
particular sutcomes, and the information axpacted to be gained toward anawering

the larger question about the health effects of Agent Orange on Vietnam vet<rans.

If the contractors ark sevarley constrained by time, the VA wight conaider
asking that the contractors ceoncentrate onm deternining the feasibility of

constructing axp d and unexp d cohorte sand on dpecifying health cutcomes to

be measured. Alcernatively, congideration might be given to extanding the

revision period.
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A Chroenology of Events in the Congresgionally Mandated Epjdemiclogic Study of
viet Ham Veterans and Projected Dates for the Completion of Various Tasks in the
Design of the Study.

Dacember 1979

Dec. 20, 1979

December 1979

Feb, 4, 1980

Mar. 19, 1980
Apr. 11, 1980
May 6, 1980

May 8, 1980
May 1980

Jun. 13, 1980

Augunt 1980

Peb. 2, 1981

Congress passes Veterans Health Programs Extension and
Improvement Act of 1979 (PL 96-151). Tha Act directe

(1) the Aduinistritor of the VA to prepare a protocol- (plan)

for the study of Viet Mam veterans who may be experiencing health
effecta resulting from exposure to dioxina contained in Agent
Orange;

{2) cthe Director of the Office of Technology A te review
and approve Che atudy protecol within 180 deys after passage of
Act (that tiwe pariod ended about June 20, 19280G). 1f the OTA
Director did not approve the plan by then, he was pericdically to
report to Congress reasona for the lack of approval.

Pregsidant signa Act into Law.

V4 decides to use competitive bid procedurs to select an epidemi-

ologist to deaign the atudy protocol.

YA publ.uhas ita intention to let contract for deusn of the pro-
toeol in the Commerce Businees Daily.

VA ispues Requast for Proposals (RFFP),

Conference of potential bidders hosted by VA,

Hational Veterans Law Center initiates legal action and b;d protest

sbout procedures used by VA in soliciting bids.
Last day for receipt of bids.

A selection board of government experts rveviews the bide and makes
centative ranking. Wo further action is taken becawse of legal
suit and bid protest pending against VA.

Judge Harold H. Green of the DC District Federal Court asked that
GAD make a ruling about the iseues vaiped in che bid protest.

OTA beging making periodic reports to the Committees of Congrees
about veasons it has not approved the study protocol. At that
time, VA expectad to issue contract in September. Subsequent re-
pores kept Congressional Commictees informed of continwing legal
delays.

GAD finde in favor of VA, and VA canm procesd with leteiog contract.
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Feb/Mar 1961

April 1981 -

May 1, 1981

May 1981
May 26, 1941

Aug 18, 198t
Aug 19, 1981

Sapt 2, 1981

Sept B, 1981
Sept 23, 1981

Sept , 1981

104

VA contacts bidders and sesks updated information about their
interest in and capability to design the gtudy protocol.

VA reconetitates selection bourd of govermment expacrts to exawine
revieed bids, ’

VA selects the School of Public Health, Unlversity of California at
Los Angelea {UCLA) to design the study protocel.

OTA begins to aasemblée psnel to rteview the study protocol.

UCLA pequeats and Is eubraequently granted a 30-day extension of the
contract.

OTA recaives dyaft protocol from VA.
OT4 sends coples of draft profocol to Advisvry Panel oumbers.

Interagency Work Group on Agent Orange Science Panel receives draft

_protocol for revie,

OTA Advisory Panel medcing.

Department of Health and Human Services anncunces newly-discovered
military records of aborted Agent Ormnge defoliarion miesions, which
may provide the bagis for identifying heavily axposed veterans.

OTA Director sends review of draft protocol to VA and Congress.
THIS BRINGS US TO THE PRESENT

Following receipt of all official reviews, the VA will forward comments
to UCLA for veviaion of the protocol. The official tiwatable allows
30 daye for UCLA to raspomd. The ravised protocol may require
additional review by OTA and cthers. Events after that step are
vneertain.

Revised September 1981 oOTA
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AGENT ORANGE STUDY PROTOCCL REVIEW

Advigpory Fanel .
Richard Remington, Ph.D. (Chairman}
. Dean, School of Public Realth
- - University of Michigan
Ann Arbor, Michigan &8104
313/763=5454

Margit Bleeckex, M.D.

The Johnme Ropkine School of Kygiewe
& Public Realth

Division of Occupational Hedicine

615 Morth Wolfe Serest

Baltimore, Maryland 21205

301/955-3295

George L. Carlo, Ph.D.

Epideniology, Kealth & Environmencal

Scisnces
1803 Building
Dow Chemical U.5.A.
Hidland, Michigan 48640
517/636~9064

Keal Caatagnoli, Ph.D.

Dept, of Chemigtyry & Pharmaceutical
Chemiatry

University of California

San Pranciaco, California 94143

£15/666~2917

Theodore Colton, Ph.D.

Boaton University School of
Public Health

80 East Concord Btreet

Boaton, Magsachusetts 02118

617/247=3619

Frederie L, Halbert
12150 Banfield Road
Delton, Michigan 49046
616/721=8640

George B. Hutchison, M.D.

Hatvard University SBchool of
Public Health .

677 Huntington Avenus

Bost ! husetts 02115

617/132-1050

Patricia King

Gaorgetown Law Center

600 Hew Jersey Avenve, N.W.
Washington, D.C. 20001
202/ 624=8000.

Lewis Fulles, M.D.

Dapt. of Epldemiology

Graduate School of Public Health
University of Pittaburgh

130 DeSote Street

Pittsburgh, Pennsylvanis 13261
41276243054
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Lewis Rullar, W.D.

Deps. of Epidemiology

Graduste School of Public Health
Univeysity of Pittsburgh

130 DeSoto Senget

Pittaburgh, Pennsylvan:
4126243054 Y o Lz

Llaire O. Lgonard, H.D.
1445 Wilton Way

Salt Lake City, Utah 84108
801/582~6160

John F., Scmmer, Jr.

The American Legion
1608 ¥ Strest, H.W,
Washington, D.C. 20006
202/861=2760

‘Theodore F. Sypko

Veterans of Foreign Wars of the
United States

V.F. W, Memprial Building

200 Maryland Avenuve, H.E.

Washington, ©.C. 20002

202/389=-3343

John F. Terzano

Vietnam Yeterans of America
329 Eighth Street, WN.E.
Washington, D.C. 20002
202/ 346~3700

Monte €, Throdehl

Sr. Vice President, Environmental
Policy Staff

Mensento Company

800 H. Lindbergh Boulevard

St. Louis, Missouri 63166

Al4/694-2905%

H. Michasl D, Utidjian, M.D.
Corporate Medical Divector
Awarican Cyanamid Company
Wayne, Wew Jarsay 07470
201/831-3022
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AGENT ORANGE STVDY PROTOCOL REVIEW

Office of Technology Awsesament Staff

Joyce G, Lashof, Assistant Director, OTA
Bealth and Life Sciences Divinion

H. David Banta, Health Program Manager
Michael Gough, Projece Director

Hellen Celband, Research Aasociaté

Vitginia Cwaline, Administvative Asoistant
Lorraine Ferris, Secretary*
Ting Mulder, Secretary

*0TA contract personnal
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UNIFORMED SERVICES UNIVERSITY
OF THE
HEALTH SCIENCES
SCHOOL OF MEDICINE

4}1 JONES BRIDGE ROAD
BETHEEDA, MARYLAND 20014

FALVENTIVE MEDKCWE Hovexbar 6, 1981

AHD R TRICE TEACHI) HOIMTALS

WALTIN AEIC AANY MEDH AL CONYER
HATHNAL HAVEL BEDICAL CENTLA

MALCOUM GALW LI FORCE MEDICAL T
WILFORD HALL &8 FORCE BHEDICAL ClNTER

Pazclay M. Shepard, M.D.

Special Assistant ro the Chief Medical Diractor
for Environmental Medicine

Deparcment of Medicine and Surgery

Vetarans Administracion

Washington, D.C. 20420

Bear Rarclay:

Attached are the collated comments om the draft protocol. I have left out
idencifying fnformation and edited section comwments that were clearly mot
relevant to protocol review. I think it is crucial to view this as a "draft"
to which we are providing input and not a finsl protocol to be judged "vea or
nay™, I think the key questlon for the sclentists here 18 "Waw exposure to
Agent Oranpe during RYN Service hammiul to our soldiers?" The fasue of
whether we should look Into other agents or whather BVH service itself was
harmful are important questions but are not ralavant to review of this
protecel for merit. The RFP fis the benchoark apainst which the protocol
should be measured.

The question of whethar the VA should conduct the study however, must be
raleed In the protocol when the question of blas in study design is broached.
I have confidence that, iIf eclantific method is adhered to in the investi-
gation and the process is mondtored by an objective stesring group, there is
no problem, I do have reservatione about the ides that Science will give us
the answer. We are unlikely to provide results ae etrong and convincing asm
the case againki tobagco, Yet, as you know, when there are strong interssts
to the converse, intacpretation of scientific evidence {"p < .05") ia very
wulnarable ko its self-iwmpoced “confidence" limite and ultimate lack of
"complste certainty,"

In short, the protocol should be critiqued es a ecientific writing. However,
Dr. Spavey can best mecure chis by minjmizing comments on veteran bims, the
VA's abflity to run the study, the whole RVN exposure, likaly results of the
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investigation, etc. Careful atcention to materials and metheds, a meticuloue
aupogition of his assunmptions and ultimate snalyeis of the basic quasstion
posed by the RFP should be his guide. Although I might agrea that the atudy
should cover more than Agent Orange, that only clouds the curzent Sssue.

| 'j.m:u:ely yw;;/ ; ;

Richard A, Hodder, H.D., H.F.H,

C0L, MC, USA

Drector, Diviasion of Epldeminlegy

Department of Preventive Hedicine
and Blomettics

Enclosurs
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UNIFORMED SERVICES UNIVERSITY
OF THE
HEALTH SCIENCES

SCHODL OF MEPICINE

AX1 JONES PRIDGE MOAD
BETHESDA, MARYLAND 20014

PAEENTIVE MADI Bovenber 6, 1981
AWD SIEMETRICE * TIACISNG HOMETALE
WALTEN REED 4AMT MEDRAL CENTER
NATIG M, MAVAL MECICSL CANTIN
MALCTUM GRROv AIN FIRCE MEDIG.AL CkMIlh
WILFORE maLL & FORGL MEDRCAL EINTER

HEMORARDUM FOR SPECIAL ASSISTART TO THE CHIEF MEDICAL DIRECTOR
FOR EWVIRCKMENTAL MEDICINE

SUBJECT: Review of UCLA draft protocel for Epidemiclogic Stodies of Agent
Orange for the Veterapa Adwinistration Advisory Committee on the
Health-Related Effects of Herbicides,

Members of the VA Advisory Committee on the Health-Related Effects of
Herbleides wars provided copies of "The Draft Protocol for Epldendiclogy
Studies of Agent Orange" submitced by Drs. Spivey and Detels of the Sehool
of Public Health, UCLA, Thie protocol is subwmitcad as a working draft of the
approdch to be taken. The authors state the final protocel could not be
cempleted due to inability to access data cruclal to the dealgn. The
protocol 1s thus submitted for interim review., Individual comments were
submitted by members and are attached, The ramainder of this memo will
eupmarize sowe of tha spacific neede for iap in prot 1 design as
suggested in these . It is d that the fundamental question the
protocol should avk ie "Wes exposure of our troops to Agent Orange in RVH
acsociated with long term health effeckst"

The protocol takes a fadrly standard epidewmiclogic approsch. The sathors
propose 8 historical cohort study as che best ceudy design te answer the
question in a definitive way. Typlcally, preparation for euch a study
includes simpler preliminary etudfes {the worbidity and wortality scudies) to
Yook for supporting evidence, confounding variables, cutcomes and data to
wptinate sanple efze and determine statiztical metheds, In eddition, s
feaaibility study of the record eyetem and of the ability to define exposurs
coborta 1s essential before commiteing large resources to the gohort etudy.
With the information gained from thase etudies and initial planafng, it should
be possible to sway if the wain study is possible and likely to provide yaeful
information. If 8o, the preliminary studies could provide initial guidalines
while the cohore study is prograssing, Lf not, the preliminary studies
combined with ranch hand and industrisl axperience will be almost all the
scientific dpput the policy makers will have on human disepss from this agest,

91-212 O—B2——8
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While this approach is reasonably daveloped, there is considerables room for
improvement Ln the protocol. Thie i= noted in the comments of wembars of The
V4 Advisory Committe< oo tha Health-Related Effacts of Herbicides, A frequent
chservation by the menbers was that criticism of the design was pracluded by
the inadequate dstail in the protocel. Despite the authors' concerna for bims,
the varisbles and outcomes of the etudies must be atated, if only te & select
stearing committee. This i= specifically required by the RFP and was known to
the designers when they applied for the project. Concarn with potential biae
is not unigque to Agent Orange studies and has been overcome by others., NYor
does inadequite access to regords excuse the lack of details on analysia. As
& minimum the specific data expected to be collected could be listed and
diseussed. In addition, information on the collection, verification and
storage of laboratory and examinarion data should be provided in greater
getail. Finally, the procedures for dats coding and analysis should be
prassnted based on current assumptioms, recogni.zins that scme wmodificatione
nay have to be made.

sdditionally, several members questioned why certain groupa (officers, career
goldieTs, thoee with more than ong RVN tour end those who died within a year
of service in RVN) were excluded. The assumptions that Juatify these
extlusione were not clearly stated altheough it apparently was related to
concern for homogemecus sxposure. Since this has implications for the final
anglysie it should be carafully discuseed and not merely dlendesed. 4n
alternative approach might be to welght the cases for intensicy of exposure
rather than exclude heavy exposure., Discussion of this and other alternatives
and the rationale for their rejection or inclusion should be prasented. Thie
15 particularly important since che ability to realistically measure exposure
or even outcome Cor a veteran cochort was raised mnd 15 a source of
controversy. (Some members felt exposure could not be meaningfully estimated
while snother member feels excellent data exists.)

Both the protoecol and several members questioned whether the VA ehould run che
etudy or whether an objective study could be guaranteed under those
circumstances. Therefore a study design that Blind the data collectors and
allows monitoring of the analysis by an independent panel should have
commanded ag much attentiom (In the protocol) as subject blas,

Many other specifie points were raised and can be found in the individual
comments. Some are specific suggestions to solve ninor problems in the
design. The abllity of the study to be done due to the military racord system
ot exposure indices was questioned. Other concerns about the scope of the
gtudy, who should meaftor it, ete. were alec gxpreeged apd are included in the
commente. However, only those dirvectly relevant to design of tha protocol
are highliphred above.

Cenclueion
The pressnt “draf: protocol" should be coneidered aa i interim docmt which

daseribes work in progress. It is sctually the skeleton of &
approach. The invaatigators state that the lack of detall fa due to
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actual ipability to gain decess to needed informatiop as well as thedr concern
with introducing bies. There was & consensus that both of these problems
could be overcome, This "draft" will need considerable expansion and
detailing of the aesumptionw, wethods and proposed amalysis te wmeet the
benchmarks provide in the RFF.

In particular, the variables and cutcomesa to ba measured should be stated.
Criteria for inclusion or exclusion should be openly presented and jusrified.
The materiels and methods section should be wxpanded with full discaseion of
data collection, coding, validacion end etotistical senalysis. Sceps to
estimate sample sizd and power should be outlined, Subsequent ateps in
deciding whether exposure data and personnel records allow cohort definition
should ba desgribed. A final statement of the hypotheses and the staristical
methods which will tese them should fellow., Hopefully, access to the records
will enable the investigators to present the details of thelr etudy design.

P wnid ¥ KR

Richard A, Hodder, M.D., M.P.H.

COL, MC, Sa

Director, Division of Epidemiology

Department of Preventlve Medicine
and Biometrics
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

e Centers far Dreace Conwral
Arianty, Georgia 30333

FTS 236-4111
‘ Gctober 21, 19681

De, Barcvlay Shepard

Special Agsistant to the Chief
Director for Eavirommental Medicine

Veterans Admipistration

810 Vermont Avenue, N.W.

Washington, D.C., 20420

Dear Dr Shepard:

The Science Panel has reviewed the Draft Protocol for Epidemiological
Studies of Agent Orange submitted by Gary H. Gpivey, M.D., MFH, and Roger
Detela, M.D,, M5,

A ¢opy of the review and individual comments are enclosed. Basically, the
Science Panel had difficulty in providing a meaningful rveview because the
document wae not a4 protocol. Instead it appeared to consist of three
patts. The first 19 pagee were primarily en introduction, The second

63 pages represented a discussion of the difficulties normally faced in
epidemiological studies, and the rest of the document was a literature
review covering l4) pages. Every member expressed concern about the lack
of details to the point that it was not possible to constructively review
the proposal.

The final conclusion was that the present propesal is inadequate and the
Science Panel recommends to the VA that a course of sction be developed -
that will not caeuse any further wnnecessary delays in attempting to answer
gquestione about health issues in Vietnam vetsrans. A specific protecol
ehould be developed. There was substantial discussion at yesterday's
meeting of the Science Panel, which you attended, that sheuld help resclve
some of these igsues.

Sincerely yours,

Vf?ﬂ?’//?

Vernon N, Houk, M.D.
Chairman, Science Fanel
Agent Orange Working Group

Enc losure
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SUBJECT: Review of the Draft Protocol for Epidemiological Studies of Agent

Orange

Submitted by Gary H. Spivey, M.D., MPH, Principal Investigator
Rogert Detels, M.D., M8, Co-Principal Investigator

Division of Epidemiology

School of Public Health

University of California

Los Angeles, California

Attached please find the individual comments of wembers of the Science Panel
of the Agent Orange Working Group. Basically, every member expresed concern
about the lack of details in the prozocol to the point that it is nob possible
to constructively review the proposal,

The following paragraphs taken Erom comments submitted by individual members

highlight these concerns:

General Comments

"While we certainly appreciate Dr. Spivey's comcern that release of
certain specifics of his anticipated protocol might induce biss in the
eventual study, we cannct provide an effective analysis of a protocol
without such information. We suggest that at lesst & small subcommittee
of the Science Panel be supplied with all of the details of the protocol
and that the repert of this svbcommittee be held in confidence and not be
rveleased to the gemeral public. WHWe believe that an informed evaluation
is absolutely essential before any further action is undertsken to
initiate any subsequent studies,"

"The gection on proposed outcome measures is particularly weak, The
statement that an exsmination will be done because ',,.the veterans will
expect a physical exam' is inappropriaste, Tne inclusion of special
examinations for individuale with recognized disease unrelsted to Agent
Orange, for example, an examination of the eye backgrounds and peripheral
pulses in subjects with a history of diabetes mellitus is of questionable
value in such a protocol, At the same time the protocol ignores entirely
the neurological examination, which both animal and human data suggest
nay be of importance,

"Statements such as the one inciuded on page 9 which opines that chloracne
iz a "self~limiting skin condition' raise further questions sbout the
authors' full understanding of the potential health sffects of dioxins,
ChloTacne can be a severe gskin condition that in some individuals ie
persistent for years even following discontinuation aof exposure, The
statement on page 18 that 'Chloracne is the only established health
outcome assaciated with dioxin expesure' is sot justified,™

"It ie clear that the current UCLA protocol is inadequate, Therefore, a
study is yet to be designed and conducted. Overall, it is our opinion
that two important factors must be present for the design and conduct of
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a satudy, First, it is critical that adequate epidemiolopic eupertise be
available within the Group or Agency which assumes responsibility, and
second, there must be continuous ioterface with and cooperation from the
DOl and YA & that detaile of records and activities during the Vietnam
War are accessible to the researchers.

"Finally, any delay dependent upon further review of this UCLA protocol
should be avoided due to its incomplete nature. Any further review
should ba postponed until an appropriate scientific protocol based upon a
complete iteration of exposure data and veterana’ data is available.”

"In summaty, prior to any further attempts to desige a study on Vietnam
veterang, it is recommended that the Veterans Administration review the
morbidity data they have collected thus far, that the Department of

Delense establish information en exposure data and determine what the

sizes of prospective coborts might be, snd thar the Vetersns Administration
embark on & mortality study., Since any outside group is unfamiliar with
the record keeping system of the military, it would be redundant, wasteful,
and time-consuming to have outside groups do this preliminary work for

the military."

Specific Comments

Exiposure

1.

™I am deeply troubled by this aspect of the report. On page 43, the
authors correctly surnise, 'We have not identified a mechanism which

would document actual exposure.' Over the past year in our Committee, as
well ag the Agent Orange Working Group in the White House, we have wrestled,
frankly unsuccessfully, wigh trying to establish some mechanism for
documenting exposure, I recall ¢learly our meecing with the members of
the Rational Academy of Sciences and their comments regaxding any proposed
epidemiological study on Agent Orange exposure in Yietnam. The take—home
message was, 'Lf we cannot scientifically validate ang document expogure,
we cannot 40 a scientific epidemiological study.' Although Spivey's
approach suggests a mechanisn by which we might overcoms this problem, I
suspect we atre justifiably due some criticiem for the groupimg approach.

I am now persuaded that we will never be able to deo an epidemiclopgy study
on individual veterans per se, but must examine military units serving in
specific spray areas, There is now some hope from recent DOD activities
that we might be able to documenl some segments of the military population
in Vietnam exposed to Agent Orange. Every effort then must be made to
work closely with Mr, Christian and his asscociates in DOD in meticulously
reviewing records and films to establish some case for exposure. 1
Tecommend we do not fund any additional feasibility studies wntil a
thorough and comprahensive search and cataloging of available DOD records,
filme, and reports are completed."™

“In ¢onclusion, I am not convinced that significant ground traop exposure
ta 2,4,5-T containing herbicide occurred as a result of aserial application,
Other uses of the herbicide most likely represented a greater exposure.
Additionally, the study must address the gquestion of did the Vietnam
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conflict participant inecur a health decrement risk over and beyond that
which was expected and secondly, if a risk was incurred, is it service
connected? This protocel requires greater examination of the exposure
criteria and further discuseion and refinement,"

Use of Terminalogy

"pefinition of Antipersonnel gav: Riot agents such as C5 snd CN used in
Vietnam were not antipersonnel gases since they do not kiil or incapacitace
for an extended periocd of time. Both CS and CH have been uweed throughout
the world by civilian police to contrel riote of civilians and in prisons
without causing fatalities., Thiz improper defimition should be corrected.

“Tie substitution of 'riot control sgents' in place of 'antipersonnel
gases’ is suggested.”

+ Conclusion

The members of the Panel had many other specific comments and only some of
their major concerns were quoted here. The pregent proposal is inadequate and
it is recommended that & course of action be developed that will net cause any
further unnecegsary delays in attempting to answer guestions about health
issves of Vietnam veterans., A specific protocol should be developed in which
the aize of the coherts and their perceived exposures are characterized and
which will serve as the basis for the studies,
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Office of Procurement Washington DC 20420
and Supply
Veterans
Administration
CERTIFIED MAIL RETURK - RECEIPT
NOV 25 1881

In Raply Relar Ta: 93B

tr. Phillip Costic

Contracts & Grants Officer
University of California, Los Angeles
Murphy Hall

Los Angeles, CA 90024

Dear Wr. Costic:

Pursuant to the conference call conducted on Tuesday, November 17,
1981, I am taking this oppertunity to convey to you the comments of
the Veterans Administration on the submittal sent to s in response
to Contract V101(93}P-842, Development of an Epidemiological
Emt“?." for a Study of Phenoxy Herbicides, including "Agent
range. .

The views set forth in this letter represent the offjcial position
of the Veterans Administration as to the product that was delivered
to the agency on August 6, 1981. After a carefu) review, 1t is our
considered opinfon that the-imitia) submittal did not meet the
requirements set forth in the contract. Specifically, the draft
study design did not contain plans to identify and evaluate possible
signtficant dependent variables and relate the dependent and
independent varisbles, This approach was to be justified hy
reference to world Titerature and other relevant information.

You failed to provide for an organ system fdentification wmost 1ikely
affected by exposure to the chemicals in Agent Orange. The protocol
was to specify data to be obtained from medical history, physica)
examinations and laboratory studies. It did not. Furthermore,
testing in order to identify and evaluate the dependent variables
was t{o be stipulated as were the reasons for specifying each
procedure. This also was omitted.

The numbers of study subjects and conirol populations required for
successful study completion were not estimated. The mechanism by
which tndividual subjects and controls were chosen was not
specified,
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Additienally, you failed to recommend the level of certainty that
the study should reach in concluding that specific effacts are or
are not due to phenoxy herbictdes.

In agdition to the preceeding, the following deficiencies are also
noted:

a. A method of evaluating data collected was not provided.

b, Training materials for instructing VA health care
professionals were cmitted.

¢. A detatled description of statistical methods used to
analyze the study data was also omitted as was the rationale for the
choice of method.

d. There were no data collection forms on which health care
professionals will report the required data nor were there any
d¢irections regarding coding of data for computer analysis. '

’ e, He were not advised as to how long the study might take nor
were we tnformed as to the timetable for the study and significant
milestones,

In view of the inadequacy of your August 6, 1981, submissfon, you
are hereby granted a time extension of 35 calendar days from the
date of this letter to submit a design which is adequate for
critical raview by experts. The submission will be submitted for
such review and you will be reguired to incorporate any appropriate
-comments within 30 days as required by paragraph 6 of the
instructions for the preparation of the proposal.

If the Veterans Administration may be of any assistance or if you
have any questions, please contact me at once.

Sincerely,

Yo -

Contracting Officer
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T Ry et Ve oG 20430

Veterans
Administration

CERTIFIED MAIL  RETURN RECEIPT REQUESTED

DEQ2 3 1981 in Roply Rafer To: 930

Mr. PhilYip Costic

Contracts & Grants Officer
University of California, Los Angeles
Murphy Hall

Los Angeles, CA 380024

This is in response to your letters of December 14, December 17, and
our conference call of De¢ember 16, 1981, We have conducted an
exhaustive veview of the informatfon presented to vs and are prepared
to offer the following comments.

Based on our telephone conference call, UCLA will provide the
questionnaire referred to in paragraph 3 of your December 14, 1381,
letter. As previously indicated, the matter of public access will be
handled by the Veterans Administration. Accordingly, we will assume
responsibitity for the confidentiality of all data physically
Forwarded to us.

We agree with your interpretation of paragraph 6 in the Dasign of the
Pratocel for the Agent Orangé Epidemiological study. Our Hovember 25,
1981, letter is so modified.

UCLA witl provide the questionnaire for medical history referred to on
page 2, paragraph 2 of your December 14, 1981, letter as discussed on
Gecember 16, 1981. The matter of pyblic disclosure is addressed
gbove, HWhile we agree that pilet testing is not called for in the
contract, we expect the questionnaire to be tested to the extent
necessary to make it an acceptable {nstrument im &ccordance with
generally accepted scientific validation techniques. Therefore, the
contract will not be modified on this point &s you requested.

With respect to paragraph 4 of your December 14, 1981, letter, we do
net concur with your opinion of ambiquity on paragraph-4 of the
statement of work. Furthermore, it is my understanding that UCLA has
never requested any information as to the “realistic constrajnts”
noted in the contract. We have no objection, however, to the language

roposed in paragraph 4 of your December 17, 1981. You may consider
Eh? contract modified accordingly. 1 believe that this will resolve
this issue. )

We agree that the contract does not require you to develop an
"exposure likelihood index.," However, the contract does reguirve a
mechanism for determining exposure. We consider the mechanism a
step-by-step procedure which if implemented by a third party, would
result in the jdentification of exposedfunexpesed ¢ohorts to be
studied. '
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With respect to paragraph 3 of your December 17, 1981, letter, we do
not beleive that the VA is contractually obligated to provide the
information you have requested in the format you have stipulated. He
have learned that Dr. Spivey has talked to Mr. Christian about what is
available and in what form the data requested wmust be in. fespite the
tateness of the request for this data, ve are ready to ass{st you in
securing the material you deem necessary to complete the development
of the dreft protocol by January 25, 1982,

Based on our common understandings and as noted above, your request
for a time extension 2t no additional cost to the VA through
January 25, 1982, ts granted, due to Dr, Spivey's illness. You will
be expected to provide verbal weekly updates to Dr. Hobson, the
contracting officer's techincal representative during the period of
this extension on your continuing progress in the development of the
draft protocol.

If we may be of any assistance in this endeavor, please contact ug at
once.

Sincerely,

Fs

Contracting Officer



Continued
20. QUESTION:
B.{i}:

RESPONSE:

20, QUESTION:
E.(1i):

RESPONSE:
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Once the revised protocol 1s received, what
entities will review it?

The amended draft protocol will be submitted
for review by the following groups: the
Scisnce Panel of the Agent Orange Working
Group, the Congressional Office of Technology
Assesament, the VA'a Advisory Committee on
Health-related Effects of Herbicides, and the
National Academy of Sciences ~ National

Research Council,

What {s the timetable for those reviewsa?

We have not developed a timetable for the
reviews, but they will be completed as

expeditiously as possible.
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20, QUESTION:

F:

RESPONSE:

20. QUESTION:

G:

RESFONSE:
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Once the review process is completed, how much
time will the contractor have to submit a final
proposed protocol to the Agency?

The contract c¢alls for the contractor to

submit a final protocel within 20 days.

Will you arrange for ocopies of the revised
submission to be provided to both the majority
and minority staff of the committee as soon as
possible after the document is received by the
Agency?

Copies of the revised submission will be provided
in a manner that does not compromise the scientific

usefulness of the protocol.
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21. QUESTION: In response to a guestion I asked about the
implementation of Section 102 of Public Law
97-72, you noted your personal disagreement
with the opinion of OMB that the Agency could
implement this new authority within existing
resources, In this regard, you stated that
"rhare will be some costs in connection with
{this new eligibility)."

A; What is vour estimate of these costs for FY
1982 and each of four fiscal years?

RESPONSE: An estimate of the cost under the Agent Orange-~
related provisiona of Public Law 97-72 for the

treatment of veterans requesting care is as

follows:
FTEE ($'s 000}
FY 1982 1,719 $55,000 *
FY 1983 2,751 88,700
FY 1984 2,751 48,700
FY 1985 2,751 88,700
FY 1986 2,751 88,700

*Agsumes implementation by mid-February

1982.

It should be noted that theae costs are, at
best, tentative and uncertain because we do not
know the nature of the illnesses for which
veterans will be seeking treatment nor the
number of veterana who will actually seek such

care under this aonthority,
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2t. QUESTION:

B

RESPONSE:
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Please provide a detaliled explanation of that
estimate.

The following assumptions were made:

1. Estimated number of veterans serving in the

Republic of Vietnam - 2.4 million,

2. Assume that 15% of this population, as a
regsult of the increased level of eligibility
and awareness of eligibility, will seek their
inpatient and ocutpatient care from the VA and
that this ia in addition to the current

services provided to vietnam veterans,

3. Por males ages 15-44, the non-federal short
stay hogpitalization rate is 98.5

discharges/1000 population,
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21. REBPONSE:

B:

124

1f by regulation, we can exclude certain
diseases the short term hospitalization rate

becomes 48.2/1000.

4. Using this rate, we would expect 17,352
discharges per year or 2,400 % 48.2 x .15,

For outpatient vigits, the rate is 3.5 visits

per year,

5. The average length of stay of these
veterans would be the same as wveterans

currently using the system, 15,3 days, -

6., The cost per day for inpatient care is

5192.17.
7. The cost per outpatient visit is $61.60

8. The cost of this care would be $51.0
million or 17,352 x 15.3 x £1%2.17,

9, If the visit rate drops proportionately to
the hospital rate, the visit rate would be 1.7

vigits per person or {48.2/98.5) x 3.5.

10, The number of outpatient visits would be
612,000 oxr 2,400,000 x 1,7 x ,15.
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612,000 = 1224
RGO

Total
Cost
($Willions)
8e.7
88.7
RA.7
88.7

BB .7

these vizits would be $37.7

2.1 % 17,352 x 15,3 = 1527
365

FTEE

2,791
2,751
2,751
2,751
2,757

Continued
21. RESPONSE:
B: 11, The cost of
million or 612,000 x $61.60.
12, The total five-year cost under these
cireumstances would be $443.5 million or .5 x
(51.0 + 37.7).
13, The FTEE would be 2751 or
for Inpatients:
for outpatients:
Five-Year Cost Projection
Number of
Fiscal Humber of Outpatient
Year Hospitalizations Visits
m
1 Pull Year 17,352 612
2 17,352 .612
3 17,352 612
4 17,352 612
5 17,352 612
Total 86,760 3.080

1-212 O—82——9

443.5
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21. QUESTION:

C.tiy:

RESPONSE:

21, QUESTION:

21,

C.{iiy:

RESPONSR:

QUESTION:

D:

RESFONSE:
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Do you plan toe seek an FY 82 supplemental to
cover these costs?

No.

If not, or in the interim, from what source
will these additional costs be borne in FY 82;
specifically, what activities will not be
carried out in order that this new eligibility
may be implemented?

Implementation of Section 102 of Public Law
97-72 without additional resources will not
result in the termination of activities but
may reault in reducing care to the lowest
pricrity non-service-connected veteran as they
are provided care only as resources are

‘available,

Is the Agency seeking additional funding for
the costs of implementing the new eligibility
in the FY 83 budget process now underway?

A response will be provided when the budget

for F¥ 83 is submitted.



22. QUESTION:

RESPONSE:
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If a veteran comes ta the VA today and
expresses a concern about possible genetic harm
resulting from exposure to Agent Orange, does
the Agency provide qenetic counseling

services?

1t has not yet been determined that the
exposure of veterans to Agent Orange or other
herbicides results in birth defects in their
of Espring. The Veterans Administration does
not have legislative authority to provide
genetic services to family members of veterans,
nor does it have either the expertise or
resourg¢es to provide this service.
ﬁevertheless, the veterans Administration has
taken action to provide an alternative for
veterans and their families seeking such
assistance. A listing of genetic counseling
regources prepared by the March of Pimes Birth
Defects Poundation was recently forwarded by VA
Cantral Office to each environmental physician
and to each VA medical center library. This

publication, entitled Birth Defects: Genetic

Services, will serve as a resource for
environmental physicians in referring veterans
to genetic counseling services within their

geographic regions,
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RESPONSE:
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During her testimony, Ms. Joan Bernstein,
representing Vietnam Veterans of America,
recommended that two studies bhe done -- one
that would examine the general health status
Vietnam veterans without any findings of
exposure to specific substances and one
focusing on the health effects in Vietnam
veterans of exposure to dioxin as found in
Agent Orange, I realize that, at the hearing,
you indicated that you wouldn't make a final
decision on expanding the Agent Orange-only
study until you receive anh acceptable protocel.
I would appreciate it, however, if you could
provide your preliminary reaction to Ma.
Bernstein’'s suggestion now and a more detailed
reaponse on this overall issue once you receive
a revised proposal from the contractor.

The Veterans Administration can envisadge an
investigation of the health effects of the
Vietnam experience ag a whole conducted in
either of two ways: as the separate
epidemiological study or ag a part of the
phenoxy herhicide study. The latter would
involve including veterans who were never in
Vietnam as one control group, as well as
Vietnam veterans with little or no likelihood
of exposure to the herbicides as the other
conktrol, It may even prove impossible to
discriminate between vietnam ground troops who
were and those who were not exposed. In that
event the study of the overall Vietnam

experience would be the only reascnable one,
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24, QUESTION: bDuring his testimony, Dr. Houk discussed a
possible xole for the Science Panel of the
Agent Orange Working Group to play in the
development of an exposure index,

a: 1Is the VA& considering such a role for the
Science Panel?

RESPONSE: Yes, we are considering a role for the Science
Panel as described in the answer to Part B of

this gquestion.



Continued
24, DUESTION:

B:

RESPONSE :
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What discussions are being held involving VA,
the working group, or others, such as the
contrackor or the Department of Defenze, on
this proposal?

The VA, as an active participant in the Agent
Orange Working Group, as well as the Scilence
Panel, has been involved in discussiong of
exposure of ground troops to herbicides, It
has been suggested that the Sclence Panel
should develep a set of criteria which would
constitute a presumption of probable exposure,
The Department of Defense records personnel
would then be asked to identify military units
which met these criteria and establish a
procedure to determine the individuals asaigned
to these unita. The UCLA contractor for the
protocol development is aware of this proposal.
The approach of the UCLA team differs from the
above plan in that they have been attempting to
develop an exposure index which would establigh

documented exposure of specific individoals,
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RESPONSE OF THE VLTERANS' ADMINISTRATION TO ADDITIONAL WRITTEN FOLLOW-UP
QUESTICNS SUBMITTED BY HON. ALAN CRANSTOM, RANKING MINORITY MEMBER OF THY
SENATE COMMITTEE OM VETERANS' AFFAIRS

1.

QUESTICON:

RESPONSE:

In your reply %o question 1{A)({ii}, you indicated
that "the environmental physician is given the
liberty* to communicate personally with a veteran
~= presumably rather than in writing ~- when the
physician has diaghosed a problem that it might be
inappropriate to disclese in a letter., I am
concerned that, in light of the requirement
described in reply to guestion 1(RA){i) that the
environmental physician "must advise the veteran
of positive and negative FIndings ... both

personally and in writing® (emphasis added), some
epvironmental physiéians may be sending letters to
veterans with information that should not be
communicated in that form, Would you be willing
to provide further guidance to the field Bo as to
preclude such a result?

The environmental physician has been directed to
communicate verbally and in writing to the veteran
the results of the physical examinaktion. When
appropriate, the personal communication may be
more detailed than the written communication., The
determination of when circumstances are present to
warrant a general written communication devoid of
specific detalls Is shaped by the personal cirocum-
stances of the veteran. This type of sitvation fis
one which is faced by physicians generally and is
not reatricted to the specific situation of an
Agent Orange examination., A VA physician is
expected to be sensitive to the needs of the
veteran patient, including knowing how best to
commun icete information of a confidential nature.
We would be happy to remind our environmental
physicians that their best professional judgement
is needed when communicating sensitive information

to the Agent Orange Registry veterans,



2. QUESTION:

RESPONSE 3

Station
Brackton
Toqus
Columbus
Dallas

Philadelphia

132

In reply to guestion 1{C), you noted different
steps that a facility with a backleg of Bgent
Orange examinations could take to reduce such a
backlog., 1In response to my questidn about "the
impact of such action on other efforte at the
medical facility™ you noted that the impact
"varies, depending upon the precise local
gitvation®™, For the record, please describe the
five mosk recent cases in whieh local facilities
were directed to take action to reduce their
backlogs of Agent Orange exam2, ineluding specific
information on what impact that action had on
other efforts at the faci{lity concerned.

The stations having a backlog of Agent Crange
examinations were contacted, All stations were
able to reduce their backlogs with a minimal

impact on other facility functions. The most

recent stations contacted were:

Humber of Pending Date of Contact and
Exams as of Dec 31 Kumber Pending
53 . Feb 10 - 19 exams
149 Fet: 10 - 40 exams
99 feb 10 -~ 22 exams
53 Jan-3t - 31 exams
73 Jan 31 - 21 exams
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QUESTION:

RESPONSE:
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In reply to question I(A){ii), which asked how the
agency will monitor the impact of Vietnam veterans
who Beek health care under section 102 of Publiic
Law 97-72, you noted that the Agent Orange
Registry is the "key monitoring wechaniesm for
tracking Agent Orange statistics* and that
tacility directors will be asked to "adad an
additional element to an existing reporting
syscem®. How does this mechanism ensure that data
will be kept on those veterans who present
themselves for treatment for Agent Orange-related
disabilities who are not included in the Registry
and on those who seek care for disabilities
related to radiation exposure? (If it does not,
what steps ave you taking to ensure that a more
adequate mechanism is established?)

The modification of the existing reporting system
te track the impact of Public Law 927-72 will
include the revision of inpatient and outpatient
forms to provide for the identification of all
Vietnam veterans applying under the provisions of
this legislaktion for care of disabilities or
illnesses related to their possible exposure to
hgent Orange or ionizing radiation. Wvietnam
veterans who apply to VA health care facilities
under this legislative authority but who have not
received an initial agent Orange reltated
axamination, are ifnvited to participate in the
Agent Orange Registry. The revised reporting
system, together with the data obtained through
the Ahgent Orange Registry, will ensure that
essential data are cbtalned and maintained on alil
those veterans applying for such care or

treatment.
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QUESTION:

RESPONSE;
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In reply to question 7, you indicated that the
hgent ODrange literature review has been provided
only to three members of the Roard of Veterans'
Appeals and to Me, Starbuck as the Chief
Benefits Pivector. As I indicated in one part
of guestion 7, I believe that those responsible
for adjudicating Agent Orange-related claims
bave a susbstantial need For a document such as
the literature review, and I believe a wider
distribution -- for example , one to each
Regional Office for the use of rating board
members -~ may be appropriate. Is there a valid
reason for pot making such a distribution?

The primary value of the Agent Orange literature
review iz as a resource tool for identifying
areas appropriate Eor future scientific
investigations, It is also important as a
current statemenkt of scientific knowledge abount
the effects of exposure to Agent Orange. 1In
this regard, the review may serve to aid rating
board members in the adjudication of claims for
compensation., It is a technical document which
we agree could serve as a useful reference. We
will be happy to see that copies are available

at all regional offices.
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QUESTION:

RESPONSE:
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In reply to guestion 8(R), you described the VA's
efforts on Agent Orange in relation to various
Statea' activities. Your reply was restricted,
however, to instances ip which "the VA is aware of
states” activities” and made no mention of any
action on the agency's part to become aware of
such efforts, I believe that it would be
dezsirable te designate at least one VB
environmental physfcian in each state to serve as
liaison between appropriate etate officlals and
the vAa's Office of Environmental Medicine., Each
such environmental physician could track state
efForts on Agent Orange and serve as a source of
information for state officials regarding federal
efforts and as a communications link to the VA,
What are your views on such an approach?

The VA's environmental physicians have served an
important role in developing contacts with state
offices and veterans' organizations. They have
provided state offices with medical and scientific
information. They have spoken at local Agent
Orange conferences and meetings, and have joined
skake Agant Crange committees. They have advised
¥A Central Office of activities of which they
become aware, We believe that this type of
involvement is the most appropriate use of these
professionals, The ¥4 has taken other steps to
help ensure that we are aware of all official and
legislative Agenkt Orange related activities
conducted by the states, as well as the activities
of the veterans service organizations. In June
1980 and hugust 198%, all VA District Counsels

were asked to keep VA General Couneel staff
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[conttd)

RESPONSE:
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advised of state legislative activity involving
Agent Orange, VA staff personnel addressed the
Hational Association of State Veterans' Affairs
Directors at their annuval convention in September
1981, and asked for their assistance in Kkeeping us
advised of state programs related to Agent Orange.
We recently completed a telephone survey of the
states during which we reaffirmed ocur interest in
and desire to cooperate with state activities.

The Bgent Orange Working Group monitors state
activities and keeps us informed of programs or
proposals that come to their attention. The
Cffice of Public and Consumer Affairs reviews
hgent Orange related news artleles from across the
countey, includin§ those discussing state
activities, Within the newly created hAgent Orange
Research and Education Office information exchange
function has been defined. We intend toc establish
regular correspondence with all state and service
organizgation hgent Orange offices, and ta
facilitate the sharing of information among the
state coffjices. I believe that these efforts
demonstrate our commitment to keeping informed of
Agent Orange related activities throughout the

counkry.
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1.

QUESTION:

RESPONSE:

QUESTION:
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The phrase that was inadvertently omitted from the
end of guestion B8(B) was “answers on Agent
Qrange?¥. I would have appreciated your having
askad your staff to contact ug to ask for that
omission to be supplied rather than your simply not
answering, Please provide your response to this
question.
[B(B) Question: 0o you see any way in which

the efforts of the various staktes ¢an be

of assistance to the Pederal qovernment

in its efforts te £ind)
The VA will continue to monitor the various state
activities related to Agent Orange. We have bheen
especially supportive of programs designed to
educate and inform Vietnam veterans concerning
what is known about the effects of Agent Orange.
Wherever possible, we offer to assist the states
in this effort. We are very interested in several
research efforts which have been or will soon be
undertaken by the states relating to Agent Orange,
The results of those efforte will be considered by
the vA in its own efforts to £ind answers on the
passible adwerse health effects of Agent Orange on

Vietnam veterans.

In reply to guestion 9(C), you described the
agency's efforts, through DVB, to work with
funeral directors so as to solicit their support
“in° continuing to provide data to the VA on
vetefans' deaths,

A, hreﬂthere continuing efforts in this regard?

B. Bas the VA attempted to have information on
the importancé 'of continuing cooperation
publicized té-funeral directos around the counktry
through articles and notices in trade
publications?
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QUESTION:

RESPONSE:

7.B.
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Are there continuing efforts in this regard?

Close contact is continuin§ to be maintained
between the VYA and the National Funeral Directors
Association for the purpose of obtaining data
relating ko veterans deaths. In thils regacd,
Funeral bivectors are continuing to apply directly
to the VA for plot allowances, This arrangement
enables the VA to receive essential statistical
epidemiological data on deceased veterans as a
result of the application process, The
statistical data, together with a copy of the
death certification of the veterans, vemainz an
invaluable statistical resource for

epidemiological research,

QUESTION: Has the VA attempted to have information on the

importance of continuing cooperation publicized
te funeral dirvectors around the country throuwgh
articles and notices in trade publicatiens?

RESPONSE: It has beep emphasized to the association Ehat

although many veterans will no longer be entitled
to the $300 burial allowance, the eligibiliky
criteria for the 35150 plot/interment allowance
have not changed, The association has been asked
to remind their members of the availability of the
plot allowance and information to this effect has

been published by the association.
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B.A.QUESTION:

RESPORSE:

8.B.QUESTION:

RESPONSE:
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In reply to question S{E)(ii), you noted that the
"ecompleteness of the mortality data in BIRLS will
he assessed to determine whether the chances
necessitated by the Omnibus Reconciliation Aot of
1581 have affected the level of reporting of
veterans' deaths."

h. When will this assessment take place?

B. ¥ho will conduct the assessment?

€. Will you please provide the results of this
assessment as soon as it is completed?

When will this assessment take place?

Thé Department of Veterans Benefits is reviewing
the number of new death casea added to BIRLS esach
month, An analysis of the data available to the
system has been in effect since enactment of the

omnibus Reconciliation Act of 198I.

#Who will conduct the assessment?

Consideration is being given to a contract with
HAS-NRC for an evaluation of the impact of the
Act. The timing of this evaluation is not yet

determined.
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RESPONSE:
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Will you please provide the results of this
asgessment as soon as it is completed?

A copy of the review will be made available to the

Committee when it is completed,

Buropean studies that seem to suggest that a
higher incidence of soft tissue sarcoma might be
related to exposure of dioxin is to call the
studies to the attention of the contractor
designting the protocol for the epidemicleglcal

study. In reply to guestion 10(B}, you noted that
“attention is being given to the detection of such

pathology in the design of the epidemiological

study, in reviews of the Agent Orange Registry, in
the AFIP study of pathological specimens, and in a

special AFIP protocol being developed to review
soft tissue sarcomas.,”

A. Whac specific action has been taken hy other
bodiesz such as the Interagency Working Group,
AFIP, or others, to do follow-up studies to
validate or refute the findings of the
European studies?

B. What, if any, information hasz been provided to

VA field personnel, including both DM&S and
DVE personnel, regarding these studies and
their possible relationship te veterans'
claims for treatment or compensation?

In reply to gquestion 10{A), you indicated that the
only step that the VA has taken with regard to the
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QUESTION:

RESPONSE ¢
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what specific action has been taken by other
bodies such as the Interagency Woerking Sroup,
AFIP, or others, to do follow-up studies to
validate or refute the findings of the Buropean
atndies?

The VA maintains close contact with other groups
working on the problem of dioxin toxicity through
personal contacts and the Agent Orange Working
Group.

The AFIP is looking specifically for instances of
soft-tissue sarcoma in its review of pathological
specimens from Vietnam veterans and is mounting a
special investigation of soft-tissue sarcoma cases
made available from all sourcesa. This
investigation seeks to determine whether it is
possible to relate the occurrence of such sarcomas

to Vietnam service.

81-212 0—B2—10
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9.A, {cont'd}

RESFONSE:

The Rational Institute of ODccupational Safety and
Health {NIOSH) 12 creating a regiatry of all
mperican industrial workers likely to have heen
exposed to dioxin in the manufacture and use of
chlorinated cyclic bhydrocarbons. NIOSH is also
actively asaisting the World Health Organization
in the establishment of a parallel registry of
expozed workers in other countries, These efforts
are in furtherance of the Institute's interest in
the possible relation between soft-tigsue Sarcomas

and industrial exposure.

The European studies have been discussed, by
virtually every group concerned with dioxin,

There iz still no consensuz as to the validity of
a caugal relation between dioxin exposure and the
very heterogenaous malignancies grouped as
"soft-tiasve sarcomas.® It is hoped that the
Ranch Hand study and the VA's epidemiology study
wili substantially contribute to the resolution of

this guestion,



3.B.

QUESTION:

RESPONSE:
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What, if any, information has been provided to
VA field personnel, including both DM&S and DVE
personnel, regarding these studies and their
possible relationship to veterans' claims for
treatment or compensation?

The European studies were reviewed and
references were summarized in the literature
survey prepared for the VA. Copies of this
survey arve readily availahle to both DM&S and

will be provided to DVR field facilities,

The European studies were also discussed with
DMES fleld personnel during various kelephone
conferences including a March 16, 1981,
Canference Call. There is no unanimity among
experts as to the mignificance of the
Scandinavian studies in establishing a cause and
effect relationship between exposure to diexin
and the soft tissue sarcomas. Consequently, it
is not considered advisable at this time for the
VA to provide a conclusive interpretation which
would bear on the adjudication of claims for

compensation,
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10. QUESTION: 1In reply to question 11, you noted that "felach

10.A,
QUESTION:

RESPONSE:

Vet Center staff has a full complement of the

literature produced by VA Central Office on Agent

Orange®™,

A, Wnat exacktly is included in this compilation?

B. Do Vet Center staff have copies of the
literature review?

¢. Do Vet Center staff receive periodic updates

on the status of various governmental studies and

okher efforts on Agent Orange so that they can
provide their clients with the most up-to-date
information?

What exactly is included in this compilation?

Literature produced by VA Central Office on the
subject of Agent Orange includes the pamphlet
"Worried About Agent Orange?” and the film "Agent
Orange: A Search for Answers®", A supply of the
pamphlets and a copy ©f the film were sent to all
VYet Centers for distribution and showing to
veterans. In addition, copies of the Agent Orange
Bulletinsg are routinely sent to all Vet Centers
for information of staff and veterans. Copies of
VA testimony for Congressional hearings and all
DM&ag circulars on the subject of Agent Orange have
been sent to the Vet Centers parent VAMC facility
and are available opon requesk,

A new pamphlat is being prepared to replace the
present one, and a newsletker is planpad ko help
keep all interested offices and individuals

advized of current Rgent Orange events,
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QUESTION;

RESPONSE :
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Do Vek Cepter staff have copies of the literature
review?

Copies of the literature review have been sent to
the libraries of all VAMCs as well as to each
Environmental Physician, They are available for
review by Vet Center team leadars and staff.
Copies were not sent directly to the Vet Centers
since the literature review consists of a
scientific effort useful primarily to physicians
and research scienkists. As regards Agent Oranga,
Vet Center staff primarily attempt to allay the
fears and concerns of veterans worried about
herbicide exposure, they are instructed to refer
the veterans to the parent VAMC environmental
physician for answers to medical concerns and
scientific (medical) opinion and other maktters

relating to health problems,

The VA is considering the development of a lay
summary of the literature review in conjunction
with other lay interpretations of scientific
reports now being discussed by the AOWG, We feel
that this type of material is better suited for
distribution to Vet Centers than copies of the

literature review in ita current form.
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QUESTION:

RESPONSR:
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Do Vet Centers receive periodic updatez on the
status of various governmental studies and other
efforts on Agent Orange so that they can provide
their clients with the most up-to-date
information?

Vet Centers staff receive copies of the "Agent
Orange¢ Bulletin™ - which contain articles on the
status of key studies relating to Agent Orange.
The other materials mentioned above are now being
prepared and will also serve to keep Vet Center
staff informed, For more detailed and
personalized help, Vet Center clients are referred
to the parent VAMC enviranmental physician for
information on the status of various scilentifie

atudies,

1. QUESTIOH: With reference ko the reply to guestion 13:

At Is it possible to develop some retrospective
estimates of the number of showings that the

#1lm "Agent Orange: A Search Ffor Answers” has
had to date and of the sizes of the audiences at

such showinga?

B. Will the VA keep statistics on future showings

and audiences?

c. Do all Vet Centers have the equipment needed to

show this Film?



11.A. QUESTION:

RESPFONSE :

11.B., QUESTION:

RESPONSE ;
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Is it posgible to develop some retrospective
estimates of the number of showings that the
film "Agent Orange: A Search for Answers” has
had to date and of the sizes of the audiences at
such showinga?

Field facilities were directed by a Chief
Medical Director's Letter, Il 1G-81-3, dated
February 5, 1981, to maintain a log describing
the dates and places of all showings and the
type and size of audiences viewing the film.
Although a retrospective study of the results
has not yet been conducted, such a study is
possible, Consideration is now being given to a

review of Che historvy of these showings at our

facilities,

Will the vA keep statistics on future showings
and audiencesa?

Yes.

11.¢. QUESTION: Do all Vet Centers have the equipment needed to

show this £ilm?

RESPONSE: Almost all of the Vet Centers currently have

egquipment for the showing of the film. Recently
established Vet Centers that lack the equipment
have been authorized to purchase essential video
equipment, 1In the interim, these facilities
have access to equipment Loaned from their

parent VA Medical Centers.
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12. OQUESTION: With reference to the reply teo gquestion 15:

12.h. QUESTION:

RESPONSE ¢

Az When will a report on the proceedings of the

International &Symposium on Disxin be available?

B. Will you provide me with a copy and submit a

copy of this report for the record of the
Committee's hearing once they become available?

Woen will a report on the proceedings of the
International Symposium on Cioxin be available?
Wa have been advised that the proceedings will
be published by Plenum Publishing Corporation as
part of their Environmental Science Series in
the third guarter of thiz year. The Veterans
Administration has reproduced copies of the
"hlue-ribbon* panel reports for distribution to
our environmental physicians. En¢losed are two.
copies of the panel reports provided to us by
ENVIRO CONTROL,

12.B. QUESTION: Will you provide me with a copy and submit a

copy of this report for the record of the
Committee's hearing once they become availahle?

RESPONSE:' The Veterans administration @id not sponsor

the symposium and therefore is not
responsible for the publication of the
proceedinga. We understand that copies of
the proceedings will be available from

Plenum Publishing Corporakion.
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13. QUESTION: In reply to questlon 16{B}, you noted that the
“study protocol [of the VA's Viektnam vekeran
wortality study] ie currently under review by
the Science Panel of the interagency Agent
oOrange Working Group”.

Az wWhen will the Science Panel receive the study
protogol?

B. Please provide a copy of the Science Panel's
evaluation of the protocol as soon as it is
submitted and advise us regarding any further

actions by the VA or others relating ko this
study.

13.4.

QUESTION: When did the Science Panel receive the atudy
- protocol?

RESPONSE: We provided a copy of the mortality study

protocol to the Science Fanel in November 1981,

13.B. QUESTION: Please provide a copy of the Science Panel's
evaluation of the protocol as soon as it ig
submitted and advise us regarding any further
action by the VA or others relating to this
study.

RESFONSE: Tha Science Panel has discussed the protocol in
considevable detail and is in the final phase of
the review processa. We will he happy to provide
the committee with a copy of the protocal when
completed, In addition, we will provide you
with an action plan for implementation of the
atudy when this is ready. We are prepared to
begin this project quickly, and are as anxzious
for the Sclience Panel ko instruck us to get on

with it as you are,



14. QUESTION:

RESPONSE 1

15. QUESTION:

L
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With reference to the reply to gquestion
16i{0){11, now that a draft protocol has bheen
received, please comment on the relationship
between the VA mortality study and that proposed
by the contractor and on whether consolidation
is desirable,

The mortality study proposed by UCLA in its
original submission was not suggested in the
segond, current draft of the protocel. The
study initially proposed was for the same
purpose and generally used the same methods as
those designed by the VA investigators. The VA
proposal ie being reviawed by the Science Panel
of the Agent Orange Working Group and its
suggestions are now beling considered, It is

unlikely that a second mortality study will be

conducted as part of the ebidemiological study

" being designed by UCLA,

With reference to the reply to Question
20(B)(i}s

On what date was the amended draft protocol
submitted to each of the Ffour listed entities
and what is the cimetable for each entity to
provide the VA with its comments on the draft
protocol?

Please provide copies of these reviews for the
record of this hearing with any excising that is
necessary and full copies for the Committee's
hackground use.
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15.A, QUESTION: On what date was the awmended draft proteocol
—  submitted to each of the four entities and what

ie the timetable for each entity te provide the
¥h with its comments on the draft protocol?

RESPONSE: The UCLA draft protocol was submitted to the
office of Technology Assessment on February 2,
The Science Panel of the Agent Orange Working
Group received its copies on February 4, the
VA's Advisory Committee on February 25. The VA
is currently planning to contract with the
Medical Follow-up Agency of the Natiopal Academy
of Sciences - National Research Council to

review the final protocol when completed,

The OTA and the Science Panel hope to submit
their written comments by March 16 and the
Advisory Committee's evaluations are expected by
March 23, The comments will be submitted to
UCLA to assist them in preparing the final
protocel which is due 30 days following receipt

of the peer review comments.
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16.

RESPONSE :

UESTION:

162

Please provide copies of these reviews for the
record of this hearing with any excising that is
necessary and full copies for the Committee's
background use,

The ¢comments have not yet been received from the
veviewing groups., We will be pleased to submit

copies to the committee at the time that they

arve forwarded to UCLA.

With reference to the reply to question 21{B):

A. What percentage of the 2.4 million veterans
who served in the Republic of Vietnam had
previoualy scught, or were seeking at the time
Public Law 97-T72 waa enacted, inpatient .and
cutpatient care from the VAP

B. W¥hat is the basis for the assumption that an
additiopal 15% of this populakion of veterans --

{i) has disabilities that would provide a
basis for care under the new eligibility; and

t{ii) would seek such care from the VA?

C, What assumptions were made regarding those
veterans exposed to radiation?



16,4,

QUESTION:

RESPONSE;
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What percentage of the 2.4 million veterans who
gerved In the Republiec of Vietnam had previously
sought, ©r were seeking at the time Public Law
97-72 was enacted, inpatient and outpatient care
from the VA?

We do not know the percentage prior to Public law
97-72, TImmediately following the passage of
Public Law 97-72 on Hovember 3, 1981, the VA
established an Ad Hoc committee to design a
"tracking system" to measure the impact of this
legislation. %Yhe committee is in the final stage
of developing a mechanism, utilizing an existing
reporting system, to capture relevant statistical
data which will include the identification of all
veterans applying for inpatient or outpatient care
under the provisions of Public Law 87-72. A
tentative targat date of October 1, 1982 has been
jidentified to make this system operational with a
rvepork to Congress during the 2nd guarter Fiscal

Year 1983.
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QUESTION:

RESPONSE:

1. C.
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What is the basis for the assumption that an
additional 15% of this population of veterans ~=

(i) bas disabilities that would provide a basis
for care under the new eligibility; and

(ii) would seek such care from the VA?

(i) Public Law 97-72 established eligibility for
care and treatment to a new population of veterans
for exposure to Agent Orange. The assumption is
based on the VA's experience to date that Viebtnam
veterans have disabilities requiring care or
treatment in approximately the same ratio as

veterans of other pericds of active military

service,

(it} 1t is again assumed that a percentage of
vietnam veterans will seek such care in
approximately the same ratio as their veteran
counterparts from other periods of active military

service.

DUESTION: What assumptions were made regarding those

veterans exposed to Radiation?

RESPONEE: The following assumptions wers made regarding

veterans exposed to radiation at Nagasaki or
Hiroshima, or the detonation of other nuclear
devices:

{See Attached)
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RESPONSE;: 1&C

Medical Care for Veterans Exposed to Radiation

1. It has been estimated that there were 250,000 veterans exposed to cadiation

during atmospheric muclear testing and 140,000 at Hivoshima and Nakasaki,

2, It is assumed that since time of exposure 20% of these veterans have died

from all causes,

3. There now remain 200,000 veterans who were exposed to radiation during
atmospheric nuclear besting and 112,000 at Hiroshima and Nakasaki.

4. 'The prevalence of cancer in veterans of this age group, 55 through 70, is
104,

5. Wo would expect 31,200 cases of cancer through the remaining life time of
these veterans which 18 assumed to be an aversge of 20 years, Thus, the average
incidence of these cases would be 5% per year and thevefore in any given year,
we would expact 31,200 £ .05 = 1,560 veterans to exhibit a malignant neoplasm.

6, We assume that SO% of these veterans (.5 x 1,560 = 780} would use the VA and
that they would geperate an average of three discharges In their first
year—also, that they would have an additional discharge in their third year,
The lemyth of stay is assumed to be 15,3 days. The number of cutpatient visits
per discharge is assumed to be an average of four.

7. First year experience:
780 veterans x 3 = 2,340 discharges

2,340 x & = 9,360 outpatient visits
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RESFONSE: 16C (Cont'd)

8. Sumary workload experience:

Year Discharges visits

1 2,340 9,360
2 2,340 9,360
3 3120 12,480
4 3120 12,480
5 3,120 12,480

9. The currvent used staffing ratios are: 2.1 FTEE per ADC and 1 FTEE per 500
cucpatient visits., On this basis, we would require 225 FTEE in the first tw
yvears and 300 FTEE in the following three years,

2.1 % 2,340 x 15.3 = 204

35

9,360 = 19
500 _

Total = 225

a

2.1 x 3,120 » 15.3 = 275

365
12,480 -
500 .
Total 0
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RESPONSE: 16C (Cont'd)

Cost for this proposal was computed as follows:

a. Inpatient Care - Number of discharges x §192.17
{coskt per day} x 15.3 days {average length of stay).

b, Outpatient Care -- Nurber of visi;:s X 361,60 [cost per
outpatient visit).

¢, Using the sbove, we would expect the ¢ost of impatient
care to be $6.9 million or 2,240 x $192.17 x 15.3.

d. We expect the cost of qutpatient care to total $.6 million
or 9,360 x $61.60.

ld. Theee are FY 1982 costs:

Year Qost FIEE

.7 Discharges vislts Totals -
TEeTe). (WKE)  (F000UE)

1 5,900 600 7,500 225

2 6,900 600 7500 225

3 9,200 800 10 000 300

4 9,200 809 10,000 300

3 9,200 800 10,000 200
Totals 11,400 3,600 45,000

11. The estimated five-year cost for bothl inpatient and cutpatient care is
$45 nillion with a requirement of an additional 225-300 FTEE.

91-212 O0—82—11
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In reply to guestion 22, you stated that the VA
"does not have legislative authority to provide
geneti¢ services to family members of veterans™.
Without disputing that assertion, it clearly
does not answer the guestion that 1 asked, which
was, whether the agency provides genetic
aounseling to a.veteran who comes ko the VA and
expressea concern about genetic harm to himself
or herself, I believe that, as to such
veterans, the agency has clear legiglative
authority to provide assistance, whether on an
in-house or, under certaln circumstances, a
contract basis, and I would like to know how the
agency respondsg to such veterans at present,
The VA may not provide genetic services which
reguire the examination of both members of a
married couple for purposes of family planning.
Rowever, the VA does provide a wide vange of
medical and diagnostic services to eligible
veterans including genetic counseling and
screening where the family history and/or
medical problems of the particular veteran

indicate the need for such services.

In the case of an individual veteran who
expreases a concern about possible genetic harm
resulting from exposure to Agent Orange, the VA
provides counseling to reassure the veteran that
at the present time there is no scientific
evidence to suggest that a male exposed to Agent
Orange in the past has a higher than normal risk
of having a child with a birth defect.



18, QUESTION!

18.A, QUESTION:

RESPONSE:

18.B. QUESTION:

RESPONSE:
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In reply to question 24(B), you noted that the
contractors on the epidemiological study "have
been attempting to develop an expesure index
which would establish documented exposure of
specific individuals.”

A. Is this approach reflected in the revised
draft protocel submitted by the contractor?

B. Do you have any baeis, other than the
contractor's proposal, for believing that an
individual-by-individual exposure index can be
developed or ia necessary for the conduct of the
epidemiolegical study?

I8 this approach reflected in the revised draft
protocol submitted by the contractor?

The current UCLA draft protocol recommends using
a method developed by the Department of Defense

which identifies cohorts of veterans most likely
and least likely to have been exposed to Agent

Orange.

Do you have any basis, other than the
contractor's proposal, for believing that an
individual«by-individval exposure index can be
developed or is necessary for the conduct of the
epidemiclogical study?

We believe that in order to atudy the possible
health effeckts of exposure to Agent Orange,

some method is needed to determipe whether
individual veterans had a greater or lesser
likelihood of exposure to Agent Orange, For the
past several months the Department of Petfense
has been developing a method for establishing

groups of veterans who had essentially the same

relacive risk of exposure,
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Chairman SimMpsoN. Senator Specter, I believe you have some
guestions.

Senator SrecTER. Yes, thank you very much, Mr. Chairman,

May I first ask that an opening statement be included in the
record at the appropriate point. I could not he here at the outset of
the hearing because of other commitments.

Chairman Sivpson. Indeed it will be accepted and I appreciate
your great interest in the Veterans’ Affairs Committee and in this
issue.

[The prepared statement of Hon. Arlen Specter, a U.S. Senator
from the State of Pennsylvania, follows:]
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PREPARED STATEMENT OF HOM. ARLEN SPECTER, A U.S. SENATOR FROM THE STATE OF
PENNSYLVANTA

During the last several months, I have conducted a series
of Senate Veterans' Affairs Committee fiald hearings through-
out Pennsylvania to consider the readjustment problems of
Vietnam veterans. The focus of thse hearings has been on the
physical guffering that has been allegedly afflicted due to the
exposure to Agent Orange during the War.

Until some resolution of these complaints of injuries
is reached, the human tol_l. of the Vietnam War will continue.

From testimony given by both veterans and Veterans
Administration officials, it is clear that frustration is
mounting on both sides. Injuries alleged by veterans range
from tumors to débilitating stomach ailments to genetic damage
to children., For these veterans, already a decade after the
War's end, there is little, if any, sclace in the impressive
array of interagency studies heinyg conducted on the effects
of exposure to dioxin and other toxic substances.

The Federal Government has imposed a impossible burden
on these veterans to establish service-connection for their
injuries and never receive compensation. It is a burden of
proof which far exceeds any imposed on litigants in civil trials
who must establish liability for their injuries. It is difficonlt
to understand why these veterans are subjected to such a
difficult legal barrier.

Clearly, progress has been made. Granting priority

medical treatment for these veterang will alleviate some
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suffering. However, until formal recogniticn is given to the
cause of their injuries, and compensation offered, Vietnam
veterans will understandably continue to feel that they have
been ignored by the government they served. For this reason,

I am seriously considering the introduction of legislation which
will alter the burden of proof so that Vietham veterans are
required only to establish reasonable grounds for liability

as is required civil litigants. A similar burden is applied

for claimeg of compensation for Black Lung disease,

I trust that the numercus studies on the effects of Agent
arange will be concluded expeditiocusly, However, there iz a
gerious question in my mind whether the human price imposed
by waiting for the results of these investigations should be
borne by Vietnam veterans.

I look forward to today's testimony.

Senator SPECTER. Yes, thank you, Mr, Chairman.

I am especially interested in this matter, arising out of a very
heavy incidence of mail and contacts which I have received from
veterans and veteransg’ organizations in the Commonwealth of
Pennsylvania, which have prompted me to hold a series of hearings
throughout the State; some four hearings, with the authorization of
the committee.

And I have found of all the issues which confront us, and there
are many, none is of greater importance in the minds of the very
large group than is the problem of agent orange.

The central concern I have is how long will the studies take to
determine whether there is a cause and effect relationship between
exposure to dioxin, agent orange and the rashes and tumors and
cancers and genetic defects which we have heard so much about.

Mr, Nmumo. Well, if I may, Senator, I would defer to Dr. Shep-
ard. But I would just say before doing 8o that I think it is impossi-
ble to provide a definitive answer to that until we have an accept-
able protocol.and it will be some days before we know that.

hgenator SeECTER. Dr. Shepard, perhaps you want to expand on
that.

Dr. SHEPARD. I don’t have very much more to add, Senator, other
than it is difficult to predict how long it will take until we have a
protocol that’s agreed upon.

Senator SPecTER. Well, I will say it’s difficult to predict. What is
the outer stretch of a protocol?

Dr. Suerarp. Well, as you know, the protocol has not been com-
pleted yet. I would suggest that, in keeping with other generally
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similar types of studies, there will not be a single point in time at
which we will have all the answers.

I think it's safe to assume that the study will be conducted in
phases. For example, we will probably see something relating to
the cause of death of Vietnam veterans who have died since serv-
ing in Vietnam. Then probably a phase which will address itself to
the current state of health of these veterans to see if there are any
patterns of illness emerging.

And third, probably a prospective, long range study to look at
possible delayed subtle effects that may develop over a longer
period of time.

Senator SPECTER. Well, you say there is not a single point in time
when we will have all the answers. Is it 25 vears?

Dr, Suerarp. Hopefully by then we should, ves.

Senator SpECTER. Well, that’s not acceptable, 10 to 15 years on
the hearings in Philadelphia, a series of people came from Wash-
ington, and the studies were in segments and one of the studies
was projected to be 10 to 15 years away.

Now, is that the realitiy, 10 to 15 years before we have some an-
swers on genetic defects for example?

Dr. SHEPARD. No, sir. The question of birth defects, which I pre-
sume you are addressing, will be answered in a study that is being
undertaken by the Center for Diseagse Control in Atlanta. I believe
among the witnesses this morning you will be hearing from people
who are involved in that study.

Senator SPECTER. Well, are you in a position to give me an esti-
mate as to how long we will—it will be before we know the answer
to causal connection between exposure to agent orange and birth
defects?

Dr. SHEPARD. It's my understandinﬁawe should have some of
those answers by the middle of 1983. That study is now just getting
underway.,

Senator SpECTER. And what studies,, some of the answers, what
do gou mean by “some of the answers'?

r. SHEPARD. Senator, I would prefer to defer that question to
Dr, David Erickson who is really more knowledgeable on the de-
tails of this study.

Senator SpECTER. Well, are some of the answers really going to
be as late as 10 or 15 years away as was suggested in the testimony
which was presented at the field hearing in Philadelphia?

Dr. SuepPARD. I think it’'s safe to assume, Senator, that we will
not have all the answers to these questions until several years
from now because part of that effort is to look at delayed subtle
effects which may take several years to develop. Many illnesses
have their precursors many years prior to their onset,

So, in order to detect whether a relationship exists between an
illness and a prior exposure often takes many years to determine.

Senator SPECTER. Well, it troubles me to have a conclusion that
it’s going to take many years, like 10 to 15 years, as being a matter
of basic and fairness to answering the question one way or another,

It may be that the Veterans’ Administration is going to say that
there is no compensation for exposure to agent orange. There is not
a cause and effect relationship, or it may be that the Congress will
ultimately say that.
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But it's my sense that there ought to be an answer to the ques-
tion which has been posed, and the U.S, Government has a pre-
ferred position in a litigation context because the sovereign cannot
be sued. But if this were an ordinary civil litigation matter and a
claimer was presenting a claim against a chemical manufacturer, it
would be necessary only to provide some expert testimony, prob-
ably a physician who would testify about cause and effect and then
the issue would be submitted to the jury and if the jury returned a
very substantial verdict of hundreds of thousands of dellars or
more, that would be sustainable, That is the way we answer ques-
tions in our society in the context of a dispute as to whether some
item caused some defect. :

It seems to me that it is just unacceptable with so many people
suffering from ailments, and I saw a long string of people who
came in with specific complaints about cancer and about genetic
defects, birth defects, and in my own lay mind it seemed o me
there was good reason to believe that the causal connection existed,
but I am not about to draw such a conclusion with finality because
it is too involved, /

But on the issue as to when it is to be decided, it seems to me
that you simply can’t say it's going to be decided at a point in time
where we can’t determine, or when pushed to say that some of the
tests may take 10 to 15 years.

Dr. Suerarp. If I may comment, sir.

Senator SpECTER. Please.

Dr. SHEPARD. We will have some of the answers much sooner
than that. I feel confident that we will have a good handle on the
genetic defects, or birth defects problem much sooner than that,

Senator SpecTErR. Well, when you say “much sooner” do you
really mean 19837

Dr. Sueparp. Well, that was my understanding, sir. But I suggest
that that question be directed to Dr. David Erickson who is here
and will be testifying on that point.

The mortality study from the Ranch Hand experience and the
details of that will be presented by General Myers, Surgeon Gener-
al of the Air Force, this morning. But it’s my understanding that
that data will be available within the next year.

Senator SpecTER. But what is going to take the longest time as
you understand it?

Dr. SHEPARD. It's my impresgion that the thing that will require
the longest time will be to determine the subtle effects of exposure,
which may take a long time to develop or effects which may occur
rarely. For example, there may a very subtle effect which develops
in only one-tenth of 1 percent population. In order to detect subtle
effects we will have to examine a large number of individuals over
a prolonged period of time,

Senator SPECTER. What is such a subtle effect, as you define it?

Dr. Sueparp. Well, if we may take an example of a tumor which
is known to be the result of asbestos for example. Mesothelioma is
a tumor which is known as to result from exposure to asbestos,

Senator SpecTER. OK; 15 years. Are you suggesting that some-
thing like that is present as a delayed reaction from exposure to
agent orange?
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Dr. SHeparD, We don’t know, sir. We don’t know. We are just be-
ginning to scratch the surface on that issue,

Senator SpecteR. There is lurking in the background of all of
these issues the question of cost, because the Government is always
cost conscious but never as cost conscious as in the year 1981 and
for good cause. We are dancing around the issue as to whether
agent orange has caused this chamber of horrors because if it is de-
cided that agent orange has caused it, there is going to be a very
heavy impact on cost.

What is the estimate of cost if agent orange is found to be the
cause of the factor of the chamber of horrors which we have heard
about from so many people in this country?

Mr, Nmmmo. 1 think it would be very difficult, if not impossible,
to isolate that cost., What we are doing, Senator, as you know, as a
consequence of recent legislation, is that we are treating all veter-
ans on a priority basis who claim a condition related to agent
orange.

So, we are and will continue to deliver whatever medical treat-
ment is indicated for those conditions.

Senator SpecTer. Mr. Nimmo, when you comment on that let me
digress for just 2 moment——

Chairman SmmPsoN. Not too far,

Senator SPECTER [continuing]. Notwithstanding the red light.
Well, T won't digress. I will just say that I have heard testimony
that the treatment is not on a priority basis, but T will take that on
El:ll%pext round and press while there is still some patience in the

ir.

On this issue of cost, what are we thinking about that seems to
be inhibiting us from coming to a conclusion? Maybe not a study
conclusion in the protocol and tests, but I sense as a major inhibit-
ing factor in the Congress in saying we want to change the burden
of proof or change the presumption or make it easier to collect in
these situations. Are we talking about hundreds of millions of dol-
lars? Are we talking about billions of dollars?

If the Congress were to say that there is a presumption between
anybody who is exposed to agent orange and birth defects, cancer,
tumors for compensation, what kind of a price tag would we be
looking at?

Mr. Nimmo. We would be looking at costs of hundreds of millions
gf dollars per year going probably into the middle of the next cen-

ury.

Senator SpecTER. Thank you very much.

Chairman SiMpgoN. Thank you, Senator Specter. I do know your
deep interest in this issue. You have conducted those hearings in
the field and knowing your skill as an attorney, and realizing that
we both used to do that line of work, this is the tough part of it all:
Cause and effect, and civil action in tort. If we were doing that liti-
gation, we would have to prove the ancient things you have to
prove in such action for damages, which are injury, approximate
cause, negligence, responsibility, and due care. Those are the to
issues. Those are the real “gut” issues and I think they are the
subject of another hearing in which we will direct ourselves only to
those issues. I will look forward to your participation in that.
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I apologize to my good colleague from Maine who has been sit-
ting patiently there while I skipped him. And, George, I do apolo-
gize. I believe you had an opening statement and some guegtions, I
am sorry, and please proceed.

Senator MircHELL, Thank you, Mr. Chairman. I will not read my
opening statement, but ask that it be inserted in the record at the
appropriate point. At this time, I would like to ask a few questions
of Mr, Nimmo and the other gentlemen.

[The prepared statement of Hon. George J. Mitchell, a U.S. Sena-
tor from the State of Maine, follows:]
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PrepaReD STaTEMENT OF HoN, Georek J. MITCHELL, A U.3. SENATOR FROM THE STATE OF
MaIne

MR, CHAIRMAN, THIS 1§ MY FIRST OPPORTUNITY TO PARTICIPATE
AS A MEMBER OF THIS COMMITTEE [N AN OVERSIGHT HEARING ON THE
AGENT ORANGE CONTROVERSY, | WANT TO COMMEND THE CHAIRMAN FOR
SCHEDULING THIS HEARING AND FOR HI$ RECOGNITION OF THIS CoMM)TTEE'S
RESPONSIBILITY TO CONTINUE 1TS EFFORTS TO ACHIEVE A RESOLUYIOM
OF THIS MOST DIFFICULT I5SVE. | LODK FORWARD FO THE TESTIMONY
OF THE WITMESSES.

THE STEPS THAT HAVE BEEN TAKEN BY THE VA, AND BY THIS
COMMITTEE, TO FIND ANSWERS TO THE COMPLEX MEDICAL QUESTIONS
SURROUNDING THE ISSUE HAVE BEEN PERCEIVED BY MANY AS TOO SLOW
AND DELIBERATE. [N SOME IMSTANCES, THIS CRITICISM HAS BEEN
JUSTIFIED) IN OTHER INSTANCES, IT HAS REFLECTED THE GROWING
FRUSTRATION AND SENSE OF HOPELESSNESS OF MILLIONS OF VIETNAM-ERA
VETERANS WHO HAVE EVERY RIGHT TQ DEMAND A PROMPT RESOLUTION OF
THE CONTROVERSY.

] SHARE THEIR FRUSTRATION. THERE IS A LARGE VQID OF
KNOWLEDGE OUT THERE WHICH HAS BECOME THE STUMBLING BLOCK ON
ALL ATTEMPTS TO MOVE FORWARD QUICKLY ON TH1S I1SSUE, THE AGENT
OrRGANGE REGISTRY, THE LITERATURE ANALYSIS, THE EPLDEMIOLOGLC
STUDY, THE MORTALITY STUDY - ALEL OF THESE EFFORTS ARE STEPS IN
THE RIGHT DIRECTION, | AM CONFIDENT THAT EVENTUALLY THEY WILL
BRING LIGHT AND UNDERSTANDING INTG THE DARK AND SHADY AREAS OF
SCIENTIFIC KNOWLEDGE OM THIS 1SSUE. BUT LIKE THE WHEELS OF
JUSTICE, THESE £FFORTS “GRIND EXCEEDINGLY sSLoW.” As T STATED,

[ SHARE THE FRUSTRATION OF THE MEN AND WOMEN WHO MUST AWAIT
THE RESULTS OF THIS TIME-COMSUMING SCIENTIFIC PROCESS,
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IT 1S SMALL SOLACE TO AN INDIVIDUAL WHO BELIEVES THAT HIS OR
HER EXPOSURE TO AGENT ORAMGE IS CAUSING OR MAY CAUSE SERIOUS
HEALTH PROBLEMS TO BE INFORMED THAT A STUDY 18 BEING DESIGNED,
WE MUST DO ALL THAT WE CAN TO SEE THAT PROGRESS OCCURS AS
RAPIDLY AS POSSIBLE AND, EQUALLY IMPORTANT, TO SEE THAT WHATEVER
PROGRESS IS MADE BE ACCURATELY AND PROMPTLY REPORTED TO THE
INDIVIDUALS DIRECTLY AFFECTED BY AGENT DRGANGE EXPOSURE,

MR, CHAIRMAN, [ AM PLEASED TO BRING T# THIS COMMITTEE’S
ATTENTION THE SUCCESSFUL EFFORTS OF SEVERAL CONCERNED VETERANS
AND VETERANS’ GROUPS IN MAINE TO MOVE FORWARD WITH THES ISSUE,
Thls YEAR, MAINE BECAME THE FOURTH STATE IN THE HATION TO
FORMALLY RECOGNIZE THE CONCERNS OF 178 VIETNAM VETERAN POPULATION
IN THIS AREA BY FORMING AN AGENT ORANGE INFORMATION COMMITTEE,

THIs COMMITTEE HAS HAD DRAMATIC SUCCESS [N RESOLVING AN
IMPORTANT ASPECT OF THE AGENT ORANGE PROBLEM; THAT IS, THE LACK
OF STATISTICALLY VALID HUMAN DATA, THE MAINE COMMITTEE HAS
PREPARED AMD CIRCULATED A SELF-HELP GUIDE ON AGENT ORANGE WHICH
PROVIDES RESPONSIBLE, FACTUAL INFORMATION TO THE CONCERNED
VETERAN, [ WOULD ASK THAT A COPY OF TH1S GUIDE BE INSERTED
IN THE HEARING RECORD,

MAINE'S VIETMAM COMBAT VETERAN POPULATION 13 ARQUND
16,000,  In Jury, wHeEn THE Maine Acent ORANGE InroRMATION COMMITTEE
WAS FORMED, THE TOTAL NUMBER OF VETERANS WHO HAD RECEIVED A
FREE SCREENING EXAMINATION AT THE Tocus VA FaciLiry was 375,
THROUGH THE EFFORTS OF THE COMMITYEE, THES NUMBER HAS ALMOST
DOUBLED, THE SELF-HELP GUIDE AND OTHER CONTINUED EFFORTS OF
THE MAINE COMMITTEE WILL UNDOUBTEDLY SUCCEED IN FURTHER DRAMATIC
INCREASES IN THE WUMBER OF EXAMINATIONS ENTERED INTO THE AGENT
OraNGE REGISTRY,
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] BELIEVE THAT THEIR SUCCESS CAN BE DIRECTLY ATTRIBUTED TO

THEIR EMPHASIS ON PROVIDING FACTUAL, RESPONSIBLE INFORMATION

TO VETERANS, | WHOLEMEATEDLY ENDORSE THEIR APPROACH AND HOPE
THAT THEiR EFFGRTS WILL BE EMULATED BY OTHERS ACROSS THE

COUNTRY, | MIGHT POINT OUT THAT ALTHOUGH THE PERCENTAGE OF

MAINE YETERANS WHO HAVE PARTICIPATED IN THE FREE SCREENING PROCESS
IS EXTREMELY SMALL, [T IS ALMOST DOUBLE THE NATIONAL AVERAGE.

[ wouLD aLsO NOTE, MR, CHAIRMAN, THAT THE PRIMARY
ARCHITECT AND FIRST CHAIRMAN OF THE MAINE AcEMT ORANGE INFORMATION
CommiTreE 1s THE NEW DEpuTY NaTronaL DIRECTOR FOR SERVICE AND
LEGISLATION OF THE AMVETS, PETER CurRIER. PETER HAS RECENTLY
SERVED MAINE'S VETERANS AS AN AMVETS MATIONAL SERVICE OFFicer. |
CONGRATULATE PETER ON HIS APPOINTMEMT BUT | KNOW THAT HLS ABSENCE
WILL BE SORELY FELT BY MAINE'S VETERANS,

I LOOK FORWARD TO THE TESTIMONY OF THE WITNESSES. [ HOPE
THAT WE CAN MAKE SIGNIFICANT PROGRESS TOWARD RESOLVING THIS COMPLEX
AND EMOTIONAL ISSUE IN THE MONTHS AHEAD,
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The State of Maine Agent Orange Information
Committee thanks the New Jersey Agent Orange
Commission for inspiration which has enhanced our
efforts to assist the Yiet Nam combat veteran of

Haine,

Chairman
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Agent Orange Information Committes
State House, Station 11
Augusta, Maine 04333

Dear Yiet Ham Veteran:

The Maine Agent Orange Information Committee is
comwitted to bring to you the best and most usable
information about Agent Drange available. DOur hope
jg that you will request a scheduied examination at
tha YA Center at Tagus and "help us help answer the
questions” about the issue.

The following page of this self-help guide is
designed so as to answer the firsi guestion you may
have, "Was 1 exposed to defpliant spray in Viet Ham?"
The map 15 not exact, as some information about the
war still remaing classified by the Defense Department.
It does, however, indicate known areas of heaviest spray
operations, and since the best infarmation available
indicates that 66% of Viet Mam was sprayed at least
once, we must conclude that due to the transient nature
of the war anyone who served in Southeast Asia could
have been expgsed.

With the above in mind, the members of {he Maine
Agent Orange Information Coomittee encourage you, the
veteran of Viet Ham (male or female}, fo hecome more
awere of the Agent Orange issue. We wrge you to request
your free screening examination at the VA Center at

Togus.,
T‘ncerelg yours,
Peter 8. Currier
Chaivman

FEC:B1b

Help Us Help Answer The Questions
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THE WMAP ABQWVE SHOWS THE LLOCA-
TION OF U.S. ARMY UNITS THAT
WERE STATIONED IN VIETNAM.

THE DARK AREAS INDICATE HEAV-
IEST AREAS OF SPRAYING.

THE LIGHTER AREAS INDICATE
AREAS OF LESS INTENSE SPRAY
OPERATIONS,
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A BRIEF BACKGROUND

Historical

During the period 1962-71, a number of chemical herbicides
were used extensively in South Viet Ham. These herbicides ox
defoliants, were designed primarily to deprive enemy forces of
ground cover and to restrict food supplies. The most common of
these defoliants was "Agent Orange®, so named because of the
orange stripes on the 55~gallon drums shipped to Southeast asia.
An estimated 18.85 million gallons of herblcide sprays were used
with two-thixds of that total being Agent Orange.

Briefly stated, Agent Orange is & 50/50 mixture of 2,4,5-
trichlorophenoxyacetic acid (2,4,5-T which contains TCDD or
dioxin in trace amounts} and 2,4-dichlorophenoxy-acetic acid
(2,4-D). In terms of toxiecity, dioxin is one of the most toxic
substances known to man. Dioxin or TCDD, is of special concern
because it has caused cancer in laboratory animals exposed to
it. In addition, birth defects have also been reported when
the female laboratory animal was exposed to TCDD during pregnancy.
Experiments using small numbers of laboratory animals {(too
limited to be statistically valid) exposed Lo low levels of TCDD
in their diets have shown reproductive problems including menstrual
irregularities, poor concepticon, and miscarriage. The exact effects
of Diloxin on humans is scientifically inconclusive at this time,
axcept for a gpecific skin condition known as chloracne.

Research

A number of scientific studies on dioxin related-groups have
been completed and others are underway. Some of the studies are
aimed specifically at trying to find answers to guestions about
Agent Orange as used in Viet Nam. BScientific studies take time
and there can not be any shortcute on so important an issue.

In addition, several other important efforts have been under=
taken at the federal level. In mid=197%, a Veteran's Administration
Advisory Committee on the Health-Related Effects of Herblcides was
formed. An Interagency Work Group to Study the Possible Long=Term
Bffects of Phepoxy HerEIcIdes and Contaminants TIAG), was esgaEIished
by the White House to oversee [ederal research it is conducting.

The U.5. Air Force will be doing a study on some 1160 airmen involved

directly in the spraying activity ip Viet Nam. These airmen were
part of a special alr unit known in Viet Nam as the "Ranch Hands".

State of Maine

At the state level, Maine was the fourth state in the nation
to organize an effort aimed at & resolution to the issues surrounding
Agent Orange.

-1~
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In July of 1961, the Agert Crange Information Committes met
for the first time, comprised of ten distinguished citizens
appointed to serwve on the panel. Five membera asaw ¢ombat in
Viet Wam, and all members are sincerely concerned with the issue.

The primary objectives of the committee are to increase
public awareness of the Agent Crange issue through an extensive
media effort, provide factual data, alert the medical community,
and mest importantly encourage the Viet Nam veteran to seek a
free Agent Orange Scieening Examination at the Veterans
Administration.

Although laboratory research into the long-term health effects
of dioxin expesure ig underway in both the Veterans Administration
and private sector, a key ingredient to the puzzle is szorely
missing. Due to the small number of Agent Orange examinations
performed to date, insufficient human data exists to prove a
relationship between exposure to herbicides and specific chronic
health effects. The Maine Agqent Orange Information Committee will
endeavor to see to it that all Maine's 16,000 combat veterans
participate in supplying this needed data by encouraging them to
seek an examination at the Veterans Administration.

Committee Members

Peter Currier, Chairman

Michael Carpenter, State Senator

Robert E, Comeaun, Veterans Center

Sterling Doughty, Viet Ham Fra Veterans of Maine

Frank Lawrence, M.D., Malne Poison Control Center

wWwiiliam Hersesian, M.D., Maine Department of Human Services

Gerald M. Roy, Maine Veterans Ceoordinating Committes

James H. Tukey, Veterans Center

John 6. Weaver, Maine BPureau <of Veterans Services

Robert I. Wise, M.D., Veterans Administration Medical
Canter, Togus

STEP 13 Medical Records

The committee wants you to be officially on record with the
Veterans Administration. The only way to do that, is to obtain
an hgent Orange Screening Examination. The exams are free and
normally take two hours including the varicus tests that are
performed. Being on record, (whether you are experiencing any
health problems or not}, protects you and your family in the
future; the data you provide on the VA Agent Orange questionnalre,
plus your exam results play an important part in determining health
patterns resulting from our service in RVN: and finally, your name
will be added to the VA Agent Orange Registry for possible follow-
up. As always, your records with the Veterans Administration are
confidentlal, and cannot be used without your permission.

2=
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Your medical records, whether they are from the military,
2 personal physician, or the Veterans Admipistration could be
an important part of your Screaening Examination. You can obtain
your military medical records by completing Standard Form 180
(Attachment. C}. The SF 180 will provide an address for mailing.
You can request your persconal physician to provide copies of any
illnesses related te the Screening Examination. If you have
used the Veterans Administration Medical care, ask for and
complete VA Form 07-3288.

In any case, ensure that the examining physician is aware
of any medical records that may be part of your claim. Please

ber that the medical history of you and your family s an
1mp0_Eant patt of the Scregning Examinaticn.

You may even want to write down some brief notes before going
in for the examination.

STEP 2: Get Your Facts Together

Before yeou actually file for an examination, gather up any
personal notes, records, or any other materials that will be
important to your case. Pill out Attachment "B" and ask that it
be made a part of your records. Many veterans will not remember
axact dates, units, or locations. If you just can't remember,
write that. The Veterans Administration may have access to some
of those records. Once again, by making some brief notes, you
may be able tc recall sowme important information. A&n important
rule of thumb when dealing with the Veterans Administration is:
MAKE A COPY FOR YOUR OWN RECORDS!)

STEP 3: Scheduling an Examination

It is not necessary for you to travel to the Togus Veterans
pdministration to schedule an examination, However, you must
schedule an Agent Orange examination. To schedule an examination,
you need only provide your name, address, and Social Security
number. Bring proof of Veterans Status to the exam, if possible.

Attachment "A" will give the telephone numbers of wvarious
Veterans Qffices that can assist you. Some colleges will have a
Veterans Affairs Office that can also assist you. Another source
of assistance is the Service Office of your local Bmerican Legion,
AMVETS, DAV, or VFW organizations. They want to help and will
help. If you wish, you may call the Maine Agent Orange Information
Committee direct at 623-B411 Bxt. 562, and we will be glad to help
in scheduling a Screeniny Exam date.

There are.many places where you can get asaistance = USE THEMI

COMMITTEE PHONE NUMBER
623-84]1) ext. 562

3=
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STEP 4: . ‘ Fillng Your Clalm

We all appreciate a minimum amount of hassle and paperwork.
Filing for a claim for Agent Orange need not be difficult.
Included as part of this Guide is a VA Form 4138 “Statement in
Support of Claim" (Attachment B), which can be used, Complete
all the necessary information. Specifically regquest an Agent
Orange Screening Examination, listing all medical problems you
feel are related and service-connected.

Special Hote: Always include your VA Pile number and Social
Security number, (they may be the same}.

After you complete Attachment "B* mail to:

Veterans Administration
Tagusz, Maine 04330

STEP 5: The Examination

While you have not been overwhelmed with forms to F£ill out,
there are some forms that will be required at the Examining Station.
one form to be completed will be the "Agent Orange Questicnnaire".
This form should be completed only with the assistance of gualified
medical personnel. In all cases, if you need help in filling out
any of the VA forms, ask for assistance. In all cases, you should
£ind Veterans Administration personnel to be courteous and pro-
fasaional.

Try to keep yvour scheduled appointment. (If you can't make
it, call the Veterans Administration). The examination is FREE
and every Veterans Administration Medical Facility has at least
one physician designated to give examinations. Tell your physician
everything., 0o not minimize any illness or medical problem you
have experienced since returning from Southeast Asia, The more
information you can provide, the more detailed the examination
will he.

SPECIAL NOTES: When you report to the examiring site, ask te
sea a Veterans Benefit Counselor.

IT MAY BE HELPFUL FOR YOU TO RECEIVE PRE-EXAMINATION COUNSELLING.
IF YOU REQUEST IT, THE VETERANS ADMINISTRATION WILL REFER YOU TO THE
SERVICE ORGANIZATION OF YQUR CHOICE (SEE ATTACHMENT A). TEE MAINE
AGENT OBANGE INFORMATION COMMITTEE RECOMMENDS THAT YOU RECEIVE FPRE-
EXAM COUNSELLING TO ANSWER ANY QUESTIOHS YOU MAY HAVE.

b

e
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one final note: Upon receiving a scheduled exam, you may
be eligible for travel veimbursement. BSee the travel clerk in
building 209, Togus WVeterans Administraticn. It should be
emphasized that travel pay is provided for those most in need,
to ensure that all veterans will be able to get to the Togus
Veterans Administration for an examination.

Personal Notes

~5-
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ATTACHMENT A

Where To Get Help

AMVETS s

Poter Currier - National Service Officer
YA & ROC )

Building 205, Room 121

Togus, Maine 04330

Telephone: &23-8411 Extension 562/863

FMERICAN LEGTON

Hark Andrews - Department Service Officer

P.0. Box 411
Togus, Maine 04330
Telephone: 623-8411 Extension 234/575

AMERICAM RED CROSS

Rita Tardiff - Field Director

P.0. Box 3364

Togus, Maine 04330

Telephone: 623-8411 Extension 334

DISABLED AMERICAM VETERANS

Gary Burns - Hational Service OFficer
James Wyatt - National Seyvice Officer
P.0. Box 3151

Togus, Maine 04330

Telephone: 623-8411 Extension 556/367

VETERANS OF FOREIGH WARS

Gerald Roy - Department Service Officer
P.0. Box 3311

Togus, Maine 04330

Telephone: 623-8411 Extension 2197263

VIET NAM ERA VETERANS OF MAIME
terTing Doughty - State President
P.0. Box 3574
Pertland, Maine 04104
Telephone: 780-3219

YET CENTER

Jumes Tukey - Team Leader
Robert Comesu - Counselor
175 Lancaster Street
Portland, Maine 04101
Telephone: 780-3584

BUREAU OF YETERANS SERYICES
STATE QF MAINE
LOCAL OFFICES

AUGUSTA

Leo J. Trahan - Yeterans Counselor
Camp Keyes

fugusta, Maine 04333

Telephone: 289-3441

BANGOR

Johr Weaver - Veterans Counselor
Philip McTigue - Veterans Counselor
fangor, Maine 04401

Telephone: 947-0548

CARIEOU

Ciement E. Lynch - Veterans Counselor
Kational Guard Armory

55 Riverview Avenue

Caribou, Maine 04736

Telephone: 496-2301

LEWISTON

arc A. Nadeau - Veteran:t Counselor
460 Main Street
Lewiston, Maine (4240
Telephona: 782-9692

MACHIAS

Jere Moynihan - Veterans Counselor
Sullivan B8lock, Box 114

Machias, Maine 04654

Telephone: 255-3136

PORTLAND

fiarold M. Sanborn - Veterans Counselor
987 Forest Avenue

Portland, Maine 04103

Telephone: 797-4697

ROCKLAND

Forrest Austin - Veterans Counselor
356 Main Street

Rockland, Maine 04841

Telephone: 594-8705

or
Call Veterans Administration
TOLL FREE 1-800-452-1935
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ATTARCHMENT E

YETERANS ADMENISTRATHON

Foim Appiored

Jcial SECURITY WO,

STATEMENT IN SUPPORY OF CLAIM
[FRIVRTY ACT (RFOPRATION:

¥ ACT INFO) 1 ToE InTomATIon Taretanad on BiE Loim R euthoniTed
feceskary o detemipe satillement 1o maximwm benefits applicd Tor undat the law. Thei
Jatrathon onky aa peanitted by law.

Wk LR NO.

Ca

. L)) #nd it Coas|
may be d
FIRET HARE - MIDDLE HAME =L AT WAME OF VETEMAN {fypr or PN

(NN Ho, wmar

red 1elevint and
oulside the Velorune Adain-

The fall

] 18 made in i

with a clalm for banetils in ke cose of ke above-damed vileisn

1 served in Viet Ham as follows, performed the indicated dutfes, and made the
fal lowing _observat'l ons :

LOCATICR GUTIES
Examnie: mfﬁa

COMENTS

Ashua Valley P_Ia_ toon Sgt.Medic |

ITEser\feEI overhead spraying

I currently suffer from, or have suffered the following medical symptoms or

conditions which did not exist prior to duty in SOUTHEAST ASTA
SYAPTM

DATE_FIRST WOUTED
Example: Hausea and vomiting

Hay 1968

I hereby request an Agent Orange Screening Fxam

i |CONTINUE OW REVERSE))
! CERTIFY THAT the forepoing statements am Ime and coprect Ic the bagt of my knowlodgs and belief,
OATE MGNED BIGHATLIFE

o

YA FORAN

wean 21-4138

Tel. £
PEHAL TY - The law provides scvere penallies which inclyda flne or imprisonment, or bath, for the willful submissica of ppy sialemedt or
ayidence of 8 molesial fact, kaovwing il to be falge,

LXI$TIHG ‘IOCKS AF WA FORM 20400, JUL 1877,
WILL BE Ll

LU




181

ATTACHMENT C

REQUEST PERTAINING TO MIUTARY RECORDS

Fleoie cogd inptycitione o the mviet i o aPace iy
e, wid plain pape:

IM‘I OF NEGUEST

IW“I‘ ALT oF 1HM ha Falkewing inl

poavided in mceardmacs wilh 3 U.5.C. 35TowN omd appliar be thiy farm. kathonty hr
eollecrion of the mlevmpton it 44 PB.C 2O 210, ong JLOZ, and ED PIRT of
Hatirhar 72, 1941, Dlulorure of the Inkomation # robuatay. The prlnclpdl gmpont of
thet fademadion b e pealsd e lpcikry rerriing e itosds s kcgheg and milying e
Ao oF ey gt ad it an Informalian fm dnres pour sainy. Aosting wees ol
Wb [1ibsthaienn a1 arinblithad and peblithed i ogtordowcs wih 3 LS.C SS2oMILD)

antludhn th hraarhis of relavomd foimation 1o oppeopnate Fadeal, SMM, oel, o lotegn
ancher lov wee in cml, ciimmed, o reuiotony ivarQETem o prostcyion, I GbitioN,
1hib b well ew el writh vt opprapelote milibary recards oed moy by onrered ity
weith the recoud I anodbar agency n acoorencs wik the rputing wier nutobbid by the
ngancy whith mos hy e meh prarilded, it moy wol
e posible o Mevice YoU iy,

SRETION I—IN HELOED TO LOCATE Pumish as truth @1 poaiibin}

T, MAME USED CAMING SEAVICE dtart, fwms, cond middiel 7. SOCIAL SECURTY N> T GATEOT MIRIH |4 FLACE OF oA

3 ACTIVE SEAVICE, PAST NG PRESENT  OFar on sfivciirs reped ek, i in fmpariont it ML Hirvics e shawn bebiw}

WaBCH OF SHVICE DaTIE 4 ATIVE JEVICH Chect om SNCE WRINAE
1ALk, thiw Kot cvpanipnan, f koo PAIT ENINRED BRTE ELGASED ¥ A Dlnkihi0 1} HOD
£ MESERVE SCAVICE, FAST O PRESENT ¥ mawe, " gheck fure 0= ||
Wt OF 3NICE . Cheek + MEVCE MR CING
- . DATES OF MEMIEESUS cm e[
[ ] P

1 HATHIHAL GUARD MERNERSHIF iChrck coup | ) » stmr [ ] woastomE L1 ¢ nowe

§SIAIE Jo GAGAHIARON Cheek EIWCE bumb B QUNING

A . 1 GAIES 631 MESIERS I v Gued o oot

FAEM Fﬂ TR uile

& 18 SERVICE PERTON OECEASED o 18 (UASLINDevIDuSL & WL ARY FETIEEE

O we # Vo™ enter diate of deoih: QN FLEET ReEseAviy Om Ow
SECTION IL—RBGAIEST

T OUFLAR WHAT 2 F YOU DY
WECRMATIOH O HILG &
DECUMENTS STATEIENT
YOU HELD, Ok, OF SEAVICE
CHECK IfEM 2.

Ok, COMMITE M D
n .

s o8t o lorom OF SAANON | ko m‘mmmwmuam.mmm »wuwmnm
ii,l'-o':l*— D vl Mk Hwiving exs oF Lin, e fp @ cepemsentaiive it ceteR’) Lignaeel ceieae (e 3 of W B,
[rOEUMENT R TEAR ALY thowy omly fhe wote and Chasrei: Wi drthaige. K it of Witke vale m detennineg sy for eanile. It
Febace O it HED | gy b fied? bty o MY Rikctiiond hosorably o wnder bonarebly candions; w, I deeoeed, e e

surviviag groon
RERUEST | Sariam wow VLFARATIOn GOTUMERT Wi WOTT
Congien
Lo
wed g
A (”ﬂl&:}rmﬂ;ﬂl WHICH INFORMATION O * Mo
3 ARE HEEDED & WENMIKANGIN  rhack oppvopriom dorf
[ somspurion sssbad w tacont [ dumiew mauss
] raus
[ o vt
b AGHAINEE et Siicione J ond 4 0 revead i)

3. PELEASE AUTHOREATION, IF REGUIRED T, Fuass spps o priat teark = COMPLUTE SETURN ADORESS
aind ipspeiion 3 on ravesss dadel M

! huisby quthorize ralears of 1k crquanted informsallon/docomants | momiber

ia v parion indicated ot Hght Gdem 7). il

Hoeat,
L
State
and

\gg‘nn T

HERE™ o

(W sigord By ashar thom wenrom,

o mkniion i & e TEEMIONE N fiwlics ares cocel ie

o

gl Reach )



182

INSTRUCTIONS

1. Infewmatian apaded 10 locera racarde. Cechan danblying akormeaban 11
mreseny bp debgiming he becation of an ndondual's recard of cublocy trvice.
Fleass give carehul convideratlon ko and amiwas #ach iem an Bus foom 1l you
% ot heren omd conngl obioin the informahon Tor an ilem, dhow THA"
maoning the [mlormanon i oot awoilabls " Inchede a1 much ot tha sequeited
Imdvreneriion o1 yau can, This will help on to give you the beil pasyhie semvice.
A Chsegnt For sevick A nominal e 11 chorged for cerlain lepas oF 1rvics

I whotl ingtonces jervece feal camnel be détenmaned in odvonce 1l pow snquest
Imvilves o srvice tag your will be noniled s 100 oa thal delermanation o
mode,

¥. Ruamicthons sa seleans of InformsNon. Informglian from rconds of
mkitary parvoneel i odecied swbitcl bo resticlions imposed by the militory
dupaniinants consigtent will ik pravidlans ol the Freedom o Inlormotion Ack of
1947 o1 cmended 1974 ond the Privocy Act ot 1974 & yarvice paron has
ooceis ko alman any alemnotian conkalned in kit awa secord The next ol kin
feae fiem & of pzructians) i€ the veteron 14 deceated and Fedaral olficers ta
oliitial purpnies cie owbarizad ko ircavee slonmancon hom o miiary wives
or madeol record only oo ipeciiiad 1a the obors copd Arrs Oiher requestart
mul hive the relvons duthoripalon, in tem 5 of the fom, wpaed by thi

veleran o, # duceatsd, by e nent ol kin. Emplayais and others naadimg proad
ol millary servicer are kapschid 18 occaph the Inlarmation thewn an dormanty
iund by tha Aoned Foicas al the ima 6 trvice parion i) wparated.

4. Fracudbnce of awird of bin. The seder of pracedence of the nent of bin 15:
unwemarried widow tr miowas, sldecl sam or daughisr, Tother or melhes, ¢lden
beathrr or ular.

5. Locetlan of miltary byl rhcords, The vosion cobagoist of naliigry
presanmel recards aié dateribad o the chart below. Foi gack calegory thare 5 @
cary apmber which imdicates the addeass an the bottom of the poga to whick
Thes inquosh theuld b sent Fou sach miligey sarvice thars o g agis xplaiming
wpproainchly bow kg dhe ipcards oior held by s selitary seence belors they
are hantferred to tha Moheaol Perionnal Records Cantes, St Lowis. Maois rend
thane notar carehully and saka twe you end your inguiny ko the dighd addrasi.
1 thie pivacis Pt Pt O arove pevso oF Aérvice wirbun Hry dame branch, dead
o raquest K fe oftca Bervimg e record tov e faid paiead of ieevice )

& Defndtisnt for sbbravistons visd helow:

NPRC-. Mgdigqal Provonnel Recards Conter  PERS—Parsonnel Regards
TORL— Fampgugry Disabikry Aatirgment Ly MEL—Madicgl Racordy

SERVICE NOTE CAIEGORY OF RECORDS --- WHERE TC WRITE ADDRESS CODE '
Air Farew caeondt o0 | &ctivg eenbites (< ludes Hateoon] Guard on actwe duly m the A Fargal, TORL, ond general oMizers retired with poy.] 1
A ramareaet Fo M e e ereh In opay Fhabs, surend Fhotagnal Guard officers wof on ochve duty W Aar Force, Sad] 2
HORCE ::"' Code ’;s:::rﬂ Hahonal Groaud rateased hom active duiy in Air Farce
USAP) | doys | et Mallonal Grond snfiied ot on actres duty an Air Fored 13
ofter spovation, Dirchorged, deceosnd, ond remad with poy lecopt geasiol ollicers eatived with poy] 14
Codet Guord oftices [ Actina, resnrve, and TORL mambers 3
COAST ond ealigted vecords
VUARD | o pomlbmed o | Distharged, drceawnd. ond selired rasmbers iies teat dem 4
USCe) MNPRC 3-8 monit
after eporoiion Crllicars seporated belors 10129 amd andisted parsonnal reporated befors 1207 b5, &
MARINE Movine Caipi so- Activa ond TORL mombers, resares offlcers, and Cloia I anlisred rovaer 4
CORPS corch arg fomifeired  CI0T N reservicts and Fleatl Morne Coipi Resares menbart, 5
(USIME) | fo MPRC 4 manthy Dichorgad, decoasnd, ond ratised memban, [rae asnt jiem). 4
ofter 1ep Officars and enkted perevinsl separaied befgee 1717194, B
[Rezarve. Toing Tomred mamtages, elired Qanteal Slanrs, and axies Jury Fecondn of current Fiamomal Cuard membars] 7
whe perlormed yasvica in Tha U5, hewy tfoee 770700
Army erioids ars At aificers Iinchading Motiong] Chard oo atiies duty 1 the LS. Armyl.
N wansfered o Aelive sakned Dnchding Motionol Cuard on octee duty o the U5, Army} and anlnied 1DRL. ¥
?l:":‘; MERE “‘J’”" L Current Notiootd Guord offlcers nol on ocllve duly s the 1.5, Ay, )
T” frye Afide Cutrant Htinol Chaard snkrted not on active duly [n the U5, Aimp. 13
awparoiical Dinchorged ond decestad membars (e sexf deml. 1L
Glivcars 1eparoted belore 771,17 ond anhsted veporavad bafore 1071712, &
CHlcory and waront efficer TORL. L]
A llivs ambars (meleding ie1ervhn on oc et durpl—PERS ond MEQ W
Hovy wecendi des - - - : L
troniterved Thtcharged, ducansed, rahirad [with ond withoul payh s o $iz stabh,
HAYY NFRC & manths TORL. driking and nondiling raservish 1
L] ot retiamant o Distharged. decansed, ratired [with and withoul poy) more than 1ik months {sae vext dtemi—PERS & MEO 14
complpie taporaiion  [mp vipatared befors 171703 and srinted soparatid batare 17171886 —PERS ond MED ]

* Code 12 appies 0 active duly reconds of swrent Mational Ouord officers who pasfarmnd rarvice n ihe US. Armp afver 8- 30472
Code 1T opglies te pctive duly swiords oF comend Nationol Guord snkahd marobers who performrd 18ive in the LS. dsmy ofier 630,73,

ADDRESS LT OF CUSTODIANS (0Y CODE NUMBERS SHOWN

MBOIVEL="Wheia 1o wril / tond 1Al dorm Jor voth talegory of rrords

USAF Milimary Parjornsl Conter Mymng Corps Rererve Fovces

1 Military Parsonnel RBeconds § | Adminiiotan Conbar
Disibion 1500 €. Noamuer Nood
AFR 1K 7EV4E Kanios City, MO 64101

:IS':: MILPE“P:: . Army Matienal Guard Factonnsl
DAPC-P5R- Cantar
B {200 Seovall Stae) 12 | coumblo Pike itice uting

Aezondrip, VA 22333 5600 Columbla P Boulsvord

#ir Beierve Paivonand Centar
2300 Eaut 11 Avenv
Canvie, (O BOZED

Mditary Archives Divisioh

Hotisnol Archives & Récords
Sarvica

Ganeral Snrvices Adminihiollon

Wathinglon, 0 20408

Falls Chusch, YA 72041

Commands:
Vg, Anny Enksted Recordr
9 ond Ewolugton Center The Adjirtont Gensral
P Benjimin Horivo, V3 | tor e agpropriota Stome OC. o
1IN #3747 Puoaita Ricot

Chied of Mgval Personnet

— : - Commoader
f——————————. Daparimant of ihe Ko, Mailamol Fritomnsl Records
Cm'cmmm of tha Marin ::»‘;:n::mr" Compomaaty 0 Waenhingion, BC mv:l Canbar
o ilitony Pl Retonk]
4 Hendquartas, U5, Morine 7 Conrar Mol Reskiva ]4 g;w Poge swruuu !

FT0D Poge Bendavimd
&t Lowin, MY 83132

Coignt
Washlagion, 0C  T0JE0

n

Parsonndl Carler

. 1
o Dilvans, L 70144 5t Lowet, WD 82122

AULE, P

HANOAID FORM 1M BACH prey 37
rapf=dtT gansrznd



183

Senator MITcHELL. Bob, in your statement you indicated regard-
ing the agent orange registry that since 1978 over 67,000 veterans
have participated in the pro%ram. What percentage of the total eli-
gible persons, or total possible number who could participate, does
that represent?

Mr. Nimmo. If I may, I would defer to Dr. Shepard.

Dr. Sueparp. We Impose no restriction on Vietnam veterans'
participation in the agent orange registr{l. Any Vietnam veteran
who is worried about the possible health effects of exposure to
agent orange, or who is just curious about the problem, may come
to a VA medical facility for physical examination, laberatory stud-
ies and be entered into the registry.

Senator MrrcHELL. Well, do you know what number of persons
could be defined as any Vietnam veteran?

Dr. Sueparp. Well, the Department of Defense has given us a
figure of 2.4 million who served in Vietnam during the period of
time when agent orange was used.

Senator MrrcHELL. 2.4 million. So, 67,000 represents a rather
small Eercentage of that total; would you agree?

Dr. SuerarD. Yes, sir, On the other hand, I would like to point
out that I don’t think anybody has claimed that 2.4 million were
potentially exposed.

Senator MrrcHELL. Right.

Dr. SneparD. That's the total universe of individuals who served
in that period.

Senator MitcHELL. Right. So, it's somewhere between 67,000 and
2.4 million and no one knows for sure.

Are you enga‘ging in any outreach efforts, any informational ef-
forts to inform Vietnam veterans of this optilortunity?

Dr. SHEPARD. Yes, sir. We have produced a pamphlet which out-
lines the VA’s activities in this regard and we will soon hopefully
be updating that pamphlet, We have prepared a 30 minute audio-
visual film which goes into the whole issue of agent orange in some
detail. This was designed for the veteran in order to provide him
with such information as what he should do and where he should
go for the VA to assist him.

Senator MrrcHELL. I would like to call your attention to what has
occurred in four States, including my own State of Maine, where a
Maine Agent Orange Information Committee has been established.
I'll tell you what they have done and indicate what the results
have been.

In July of this year the§ began their program of information,
trying to reach as many Vietnam veterans as possible and the
number whoe have now registered has doubled just in the few
months over the previous couple of years.

Among the eﬂlz)rts, and this is the fourth State as I indicate,
Maine was not the first State. Among the efforts they did was to
produce this pamphlet, which is really very, very useful. They also
have produced this poster which is being placed in public facilities
throughout the State. They have engaged in a media campaign,
which has produced positive results.

And I want to ask if you would not, Bob, have someone take a
look at those State efforts and perhaps develop a method by which
you can, either directly or in coordination with state organizations,
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because I tend to think that they probably could do it better in in-
dividual cases, try to develop some mechanism. Because there was
a lot of discussion about the importance and value of the registry,
and certainly at the point at which the studies are completed and
conclusions are drawn, the registry will take on an increased sig-
nificance because it will then indicate, at least as to those persons,
the numbers, the numbers of persons and the individuals who are
Egtentially eligible for whatever assistance or compensation may
determined.

Do you agree with that.

Mr. NimmMmo. I do and I would be pleased to follow your sugges-
tion.

Senator MiTcHELL. I wish you would do that because I think it is
significant. This is an uncharted area, and it is an area in which
science doesn’t have an answer and it might well be that a screen-
ing now prior to a final decision on the study would indicate some-
thing that might not be indicated 2, 3, 4, 5, 10 years down the road
when the study is completed. And I think, therefore, we have an
obligation, the U.S. Government has an obligation to all of those
who are potentially exposed to make them aware of this, to make
them aware of the significance of the registry, and to encourage
them to participate in the sense that it is very much in their self-
interest to do go and it is very much in the interest of our Nation
to do so as a means of honoring whatever commitment we have, or
the studies that have been discussed here find that we have.

Mr. Nmmmo. I agree with you, Senator, and we will follow your
suggestions and see what we can do in that regard.

o ?nator MrroaeLL. Did you want to say something more about
this

Dr. SuepARD. I just wanted to add that we have cooperated exten-
gively with other State initiatives. I am delighted te learn that
Maine is also involved. I am a native of Maine. 1 am pleased to
hear that.

Senator MircHELL, Are you? Where are you from?

Dr. SueparD. Boothbay Harbor.

Senator MitcHELL. Are you still a registered voter up there?
[Laughter.]

Dr. SHEPARD. I wag until I retired from the Navy in 1978.
[Lghaﬁrmat]n SiMrson. His permanent address is still there though.

ughter.

Senator MircheLL. If you are from Boothbay Harbor, the odds
aren’t very good on my side anyway. [Laughter.]

That’s alright.

I would also like to ask that in addition te looking at this that
you provide myself and the chairman and the other members of
the committee with a report at some appropriate fpoini;, rhaps 60
or 90 days from now, on what your analysis is of it and what you
feel you can do to encourage this kind of activity that I believe to
be vitally important in terms of meeting our obligation to our Viet-
nam veterans.

Thank you very much. Thank you, Mr. Chairman.

Chairman SiMrsoN. Thank you, Senator Mitchell,

[Subsequently, the Veterans' Administration submitted the fol-
lowing information:]
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In response to your request for a report on our monitoring of agent orange-related
activities by various States, the following is provided:

During the past 2 years, the Veterans' Administration has maintained a continu-
ing exchange of information and asgistance with various States involved in agent
orange-related activities, We have particularly been involved with the States of
Texas, California, Wisconsin, Minnesota, New Jarsey, Ohio, and Pennsylvania where
legislation related to agent orange has heen introduced or enacted. Representatives
of several of these States have been visited by VA Central Office program staff to
discuss issues of mutual interest on agent orange. In turn, these representatives
have visited VA Central Office for special meetings on this subject, particularly, the
quarterly meeting of the VA Advisory Committee on Health-Related Effects of Her-
bicides, where they provided an update on progress in their respective States and
addressed comments of concern to members of that committee.

Wae are currently kept advised of general agent orange activities by our field staff.
In this regard, we are frequently informed by VA Medical Center Station Directors,
environmental physicians and other VA staff of developments in these States. Our.
District Counsel offices also provide reports to our General Counsel of pending or
enacted legislation on agent orange. Every effort is made by the VA to advice or
assist these States whenever possible.

Many States have produced excellent informational programs to inform their vet-
erans of agsistance which can be provided by their State governments or by the Vet-
erans’ Administration. We applaud their efforts, in particular their role in making
known the examination provided through the auspice of the VA’s Agent Orange
Registry. The VA’s Office of Consumer and Public Affairs is currently reviewing the
development of a more aggressive information outreach program which will make
not 01i|lly the significance of the registry known, but other sources of VA assistance
as well.

Chairman Smapson. We are running significantly behind ached-
ule with a very heavy agenda. I am going to submit the balance of
my questions in writing. Senator Cranston has some further ques-
tions that he will alse submit in writing. I regret having to close off
the questioning now, but we must move on with the next witness,
which is Dr. Detels.

Thank you so much, Bob, and your staff. We appreciate your
being here and we look forward to a very cooperative union be-
tween l}jlongress and the VA to resolve this vexing issue. Thank you
so much. :

Mr. Nimmo. Thank you, Mr. Chairman.

[The Veterans’ Administration’s response to written questions
submitted by Hon. Alan K. Simpson, chairman of the Senate Com-
mittee on Veterans' Affairs, follows:]
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RESPONSE OF THE VETERANS' ADMINISTRATION TO WRITIEN QUESTIONS SUBMITTED BY
HON. ALAN K. SIMPSON, CHATRMAN OF THE SENATE COMMITTEE (N VETERANS'

AFFATIRS

Question No. 1:

AnSwer:

I would like to understand fully the timetable
that will be invelved in reacting to the peer
aroups' comments on Dr, Spivey’s and

Dr. Detels' protocol.

On November 25, 1981, UCLA was granted a time
extension of 35 calendar days to submit a stody
design to the VA, A determination will be made
by the VA as to whether the design conforms to
the requirements cutlined in the contract.
Following this submission, the design will
again be submitted to the peer groups for
critical review to determine whether or not it
can serve a3 an effective and reliable
mechanism for the conduct of an epidemiology
study. The review will indicate whether the
study can be initiated and completed with a
reasonable expectation that it will meet the
scientific and wedical goals originally
envisioned to resolve the health care issues

surrounding Agent Orange.



Question No. 2:

Answer:
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Are there guidelines that the VA has adopted by
which to determine whether the protocol is
aceeptable?

Yes. The terms of the contract with UCLA
outlined specific requirements for the design
of a protocol, A review of the protocol
submitted by UCLA to the VA on August 6, 1981,
indicated that certain vital research elements
were not built into the design. These
deficiencies were outlined in a Wovember 25,
1981, letter which granted OCLA a 35~calendar-
day extension to submit a design which would be
adequate for a critical review by the peer

groups.



Question No.

Answer:

3:
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Would you please give us a detailed definition
of a protocol and a reguest for proposal {RFP)?

*Protocol®™ as used by sclentists designates a
preliminary plan or design for a scientific
study. It differs as to the detail specified
depending upon the nature, complexity, and

magnitnde of the undertaking.

An RFP is used in procurement when it is
determined that it is impractical to secure bids
by formal adverkisement. An RFP provides leeway
in drafting specifications and permitting
offerors to propose methods of approach in
accomplishing the tasks cutlined in the

statement of work,



Question No. 4:

Answer:

91-212 0—§2—18
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At what point did VA realize submission would
not be full protocol?

The UCLA contract provides for the development
of a protocol by a two-step process, The first
step requires submission of an initial draft
study design adequate for critical review by
experts, The August & submis£1on wag to be an
initial draft study design. Following a
detailed review by peer groups, the VA formally
notified the UCLA Contracts and Grants Office on
Hovember 25 that the August submisgion did not
meet the terms of the contract and ovtlined the
reasons for this decision. UCLA wag given a
15-day period in which to complete and submit
such a design. This submission is due by

Decembery 31, 1981,



Question No.

Anawer:

Questicn No.,

Answar:

5:

6
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Will OUCLA have to do more than revise the draft
protocol in 35 days to receive full payment? If
s0, what?

UCLA will not receive full payment until cthey
have submitted a product which complies with the
requirements of the contract, that is, a final

protocol,

what weight will be given te recommendations by
OTA, the Working Group and others for changes in
the protocol or VA's contract with UCLa?

It i3 the goal of the VA that the final design
of the protocoel for the epidemiology study be
one which will ensure some reasonable
expectation of auccess. Every'consideration
will be given to substantive comments or
recommendatjons by the peer dgroups and others
which will agaist us in meating the objectives
originally identified for the conduct of this

study.
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Answer:
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The document submitted by UCLA does not explain
how an exposure index will be established, The
Law Center hag stated that this effort is not a
protocol because the cohort study, a major Eocus
of the design is based on an exposure index and
exposure is hard to estimate, This fact has
been known since 1979 and discussed repeatedly
by the Agent Orange Working Group.

A. Did VA anticipate that UCLA's subnmission
would run into these difficulties because of the
exposure problems? If so, why? If not, why
not?

B. What 4id the VA do in the period between
1979-1981 to get its data and DoD data in the
form that wowld enable UCLA to proceed with the
protocol in as efficient manner as possible?
What role does Col. Young have in these
efforts?

C. what are the relevant gqualifications of the

VA staff members who are involved in these
efforts?

A, -The Veterans Administration anticipakted
that selection of the epidemiclogical groups
of vaterans would be difficult because of the
nature of records on the use of Agent Orange
and on the location in space and time of
Smerican servicemen. During the entire
period from early 1979 to the present,
Department of Defense records personnel have
been expanding our knowledge of the use of

the agent and the location of personnel.



Anawer to He, 7:

{Continued)
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Development of an exposure index would be the
best outcome of information search but not
necessarily the only workable one, An
exposure index requires the identification
gnd characterization of groups with three or
more levels of exposure, e.9., those with a
high likelihood, those with a good
tikelihood, thoge with a slight likelilhood,
and those with no opportunity of exposure. A
simple, two-part division of exposed and
unexposed individuals couwld also be used but
lesg satisfactorily. It would divide the
yietnam veteran population into two groups,
those with a good likelihood of exposure and
those with little or no likelihood, The VA
continues to expect that the two-part
division will be possible while encouraging
the hunt for data allowing establishment of

an index of exposure.

B. The VA has had an on-going effort to
arrange and examine the data from the Agent
Orange Register and the claims files in order
to extract such helpful information as they
contain. DoD has also arranged the

information they have cbtained from the files
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{Continued)
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as judged by their several presentations of
it. Detalls of their procedures should be
obtained from the DoD personnel conducting
the records review, w#ajor Alvin L. ¥Younyg has
played no direct role in the extraction and
arcrangement of the data from the records of
the VA or the DoD although he has frequently

consulted with both groups.

C. The VA records review is under the
direction of a Registered Medical Records
Administrator with six years experience in
the field. In addition two physicians, each
with at least two years experience in Agent
grange matters, have supervisory and
consulting rwesponsibilities. Two Ph.D.
gtatisticians have more recently heen
participating in data interpretation. The
entire effort is monitoved by a Data Analysis
Task Force whose members include data
processing expertise as well as the gkills

mentioned above.
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What level of cooperation and coordination is
there between VA and DoD in establishing data
for the study? Please be specifiec.

There is a high level of cooperation and
coordination. The VA and DoD are members of and
active participants in the Agent Orange Working
Group (AOWG} as well as the Science Panel of the
MOWG., rThe agenda of these meetings have in
almost every instance included presentations and
discussions relating te military records and
data concerning herbicide use and possible
exposure of ground ktroops and others to the
herbicides. 1In addition VA staff personnel have
held several meetings with the Army records
staff to share information on various aspects of
the records relating to the content guality,
level of detail and usefulness to the VA's

epidemiclogical study.
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Question No. 9: What could be done differently by VA and DoD to
improve these efforts?

Answer: I believe that it would be helpful to augment
the Army records staff so as to permit the
establishment of an adequate full-time Agent
Orange records research team, In addition it
might be helpful to form a subcommittee of the
AOWG Science Pansl with particular expertise in
epidemiology and data ccllectjion and analysis to

work closely with the Army records personnel.

Question No. 10: Is there an established communication channel
between VA scientists and scientistsz who do
rasearch on a contract basis for the VA?

Answer: As a general rule, the VA does not conduct
research by way of contract, The VA, however,
has engaged the services of the OUCLA School of
Public Health to dewvelop a protoccl to conduct
an epidemiclogy study relevant to Agent Orange.
In this connection the contractor has access to
any VA scientists who can assist in fulfilling

the contract,



Quegtion No, 11:

Answer:

196

Do both parties generally share findings? For
example, Dr. Spivey's proposed mortality study
demonatrates no knowledge of the VA mortality
study that was presented recently to the Agent
Orange Working Group, originally prepared for
the American Public HRealth Assoclation meeting.
A. Would these two studies overlap?

B. Why wasn't the Working Group made aware of
this sktudy at an earlier gdate?

A. It is not neceasarily the case that the two
moxtality studies will overlap. A definite
angwer to that question will have to wait until
VA can review Dr. Spivay's mortality study

plan.

B. The original members of the Agent Orange
Working Group were aware of the VA's mortality
study at the time VA first started planning it.
The VA mortality study was mentioned to

Dr. Spivey in a telephone conversation prior to

August.
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Did the VA inform Dr. Spivey of the problems it
had experienced earlier with interpreting the
Agent Orange Registry?

The Veterans Administration discussed with

Dr. Spivey the limitations of the data in the
Agent Orange Registry and their use for formal
epidemiological studies, namely the
self-gselected population and the limited

information included in the coding sheets,

What steps did the VA take to ensure that UCLA
and Dr. Spivey were not biased and did not have
opinions on Agent Orange before entering the
contract?

The Raguest for Proposal stipulated that the
investigator should not have a publicized
position on the health effects of the
dioxin-containing herbicides. The VA was aware
of the public reports of statements made by
various epidemiologists and know of none by the
individuals listed as investigators in the UCLA
proposal. ‘The epidemiclogists on the selection
panel specifically considered the investigators
and consultants in each proposal, including that
of UCLA, ag to any publicized position they may

have taken.
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198

Was Dr. Spivey informed of all available va
Rgent Orange information before he started the
protocal?

All information and all sources of information

on Agent Orange known to Lhe VA were made known

te Dr. Spivey.

What efforts were made by the VA to assist
pr. Spivey once the contract was awarded?

Dr. Spivey's requests for assistance were
responded to insofar as the VA was able to do
so. Care was taken that the VA did not direct,
instruct or attempt to Influence Dr. Spivey in

the development of an epidemiological design.
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Time iz a major consideration in making
decisions which effect the study process, Do
you agree that if the VA and poD cooperated with
an outside entity appointed to direct the study
that no time at all would be lost?

Appointment of an cutside entity to direct the
VA's epidemiology study would predictably
lengthen the time required to complete the
study. 1In all likelihood the examination of
veterans will be performed in VA hospitals or
with closely assoclated units, BAny outside
supervisory body would need time to familiavige
itself with the relevant VA facilities,
procedures, ete, It is likely that portions of
the atudy should and will he accomplished by
contract to an outside group. However, if past
experience is any indicator, this often prolongs
the process. Oversight of the study by an
outside advisory body, on the other hand, would

not delay and should benefit the study.
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It has been said by the Veterans' Law Center
that the VA's Request for Proposal (RFP) was
lacking in specifics which in turn made it
harder for Dr. Spivey to structure his protocol
in a way which would have been more detailed and
more specific., Will yoo comment on that?

The UCLA response to the Reguest for Proposal
reflected an understanding of the reguirements
for a protocol, UCLA and any other potential
bidders were afforded an opportunity to request
explanation and expansion of the RPP
requirements at a bidder's conference prior to
preparing their proposals. So far as the VA
knows, all requests for such additional

information were answered at that conference.
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If Dr. Spivey and Dr, Detels insist on retaining
the aspect of secrecy as a major part of their
study design, what are the views of the VA with
respect to the impact of this decision? I ask
this in light of the strong recommendations from
the peer review groups, that secrecy is
impossible if the protocol iz to be adequately
reviewed and that a scientific community is used
to dealing with isswes like this and there are
astablished methods to compensate for any
problems which might come up as a result of
posgible bias of the group being studied.

The veterans' groups, as well as the scienktists,
have expressed concern that any epidemiology
study be free of bias. We are assured that most
epidemiologists believe that advance publication
of questions and certain aspects of the protocol
prejudices the responses of aubjects.\ This is
especially likely when subjects are emotionally
involved with the matter under investiyation, as

veterans are with Agent Orange,

On the other hand, veterans and sclentists alike
desire a well constructed and reviewed protocol
including all its aspects., Peer review groups
commonly have access to an entire protocol which
is considered a confidential document until it is

put to use, The fact that the UCLA submission
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has been exposed to public scrutiny, does pose

gome problems.,

The VA égrees with recommendations that there
be a peer review of all guestions and
procedures in the protocol, but we alac agree
with UCLA and those epidemiologists who want to
avoid premature public disclosure of the
details. We intend, therefore, to make the
entire protocol available to a qualified group
of se¢ientists for a thorough review and
comment. It is our desire that the peer review
be performed on a confidential basis. Once
each component of the protocol has served its.

purpose, it will be made public,
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Please comment on the view, which is expressed
by many veterans as well as some others, that
the study would be better off in the hands of a
government agency other than the VA, such as
NIH or CDC, so that there would not be any
possiblity of an accusation of bias. Can you
welgh this fear with the need for the VA to
have some control of the study process,
especially in light of the fact that the VA
would be responsible for providing compensation
ghould any health effects be service-connected
to Rgent Orange and is currently responsible
for providing interim health care to veterans
who may have bheen axposed to Agent Orange?

The critical review of the protocol by the peer
groups is to ensure not only that the design is
a reliable structure for the conduct of such a
study, but also that any inherent blas which
might be present will be recognized and, if
posalble, eliminated as a result of this review
process. The introduction of a third party to
direct suach a study might, in fact, complicate
the research process, The VA, as the largest
health care szystem in the United States, iz the
logical and perhaps, only system capable of
providing adeguate facilities and other .
resources for the conduct of the study if it
involved the examination of a large number of

veterans.
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The issue of poasible compensation Ifor effects
of exposure to Agent Orange is not a gritical
factor in this regard. The need to provide
regources which assist in achieving research
objectives is a critical factor., Such
resources should not only be accessible on a
nationwide basis to the Vietnam veteran
population, but should be research rescurces
which are uniformly administered and monitored
by the agency best able to direct, monitor and
coordinate both resources and research

objeckives,
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Can you tell us the qualifications of VA eplde-
miologists who might be involved in the study
if the contract be awarded to the VA versus
epidemiologists in other government agencies?

A, In other words, are VA scientists qualified
to do the actual study?

B. If there are no in-house scientists who
could do the atudy, how would the YA go about

receuiting such persons and would other
agencies' resources be tapped?

That portion of the study which involves the
collection of such data as medical and occupa-
tional history, physical examination results,
and laboratory and other diagnostic studies
would not require the skills of epidemiolo-~
gists, This type of data can be gathered by
medical personnel with general and specific
expertise. Epidemiologic expertise is needed
for the design of the study for analysis of the

data, and in part, for drawing conclusions.

&. Design of the epidemiclogy study is being
done under contract with the VA; execution of
the study does not require active participation
of epidemiologists. A questionnaire to elicit
reports of exposure and medical histories
generally is administered by clerical personnel

and ¢liniclans, Physical examinations are also
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performed by clinical personnel. The VA
medical staff iz capable of performing these

functionsa.

B. The VA would look to other Federal agencies
through the Agent Orange Working Group should
it be necessary to augment the VA's own
expertise in conducting, supervising and
interpreting the epidemiological study. Should
it not prove feasible to obtaln adequate
assiatance in this fashion, it would be
neceasary to contract for outside awgmentation

of the VA's facilities.
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Please comment on the proposal recently
gubmitted by the State of Wisconzin, which
would develop a series of detailed maps of
Vietnam based on HERBS tape and guestionnaire
data. I would like to know if you have been
advigsed of this effort and if there are other
such efforts being made of which you are aware,
and if so, if there has been any attempt at
coordination.,

The VA is aware of the proposal by the State of
Wiscoqsin to develop a series of detailed maps
of Vietnam based on the HERBS tape and
quastionnalre data. A copy of this proposal
has heen submitted by the VA to the Scilence
Panel of the Agent Orange Working Group for
teview and comment, We are also aware that a
somewhat related project is underway in
California by a local veterans' group, but we
do not have the full details of their efforts
in this regard. BEvery attempt is being made to
monitor such state activities as they develop.
Visits by VA officials with cepresentatives of
several states involved in Agent Orange
activities, ineluding Wisconsin and California,
have occurred on numerous ogcasions. State
representatives, im turn, have visited vA
Central Office to meet with program officials

on Agent Orange-related matters and have
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presentad an update on their own Agent Orange
activities during quarterly meetings of the
VA's hdvisory Committee on Health-Related

Effects of Herbicidesz.

What hag the VA done regarding locating Vietnam
veterans?

A. Will it be possible to find these
veterang--cahorts~~sc that a study can take
place?

B. What haa been the success of the VA in
locating such veterans--for its other studies?

The VA has a registry at each VA medical center
which contains the names and addresses of all |

those Vietnam veterans who have had a VA "Agent
Orange" examination, We are in the process of

cenktrally computarizing these names and

addresses.

A, whethe; veterans in a given study can be
located deéends, in part, on how the study
cohort ig defined., It will probably be
posaible to use the IRS system to Ffind

addresses for the veterans.

B. We are not aware of any other studies
currently in progress and so have not needed to

locate Vietnam veterans for such.
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Spivey cites usings:

Social Security Records

The IRS

State Property Tax and Motor Yehicle Records

Use of Vets Groups and Vets Associations
Related to Military Units

VA Veterans Beneficiary Identification and
Recorde Locator System (BIRLS) Files, for
the Morbidity Studies

[ S I I |

Are these systems feasible? Are there any
Privacy Act problems?

These adminiatrative record systems contain
information which may be of use to the
epidemiology study. However, we cannot
determine the feasibility of usging these
systems until we sese a detailed description of
the plang for their use, There could be

Privacy Act problems with their use.

Do you believe that by, Spivey has retained
total credibility as an unbiased investigator?
After all, UCLA's product will reflect on the
VA as the contractor. I assume that you are
very concerned that Dr. Spivey not be accused
of bias--~especially if his protocel is
ultimately accepted as the basis For the Agent
Orange study.

The peer review of the protocol is, in part,
directed towards insuring that the protocel and
the study are as free from bias as possible.
Further, the VA believes that Dr. Spivey's
statement before the California committee 4id
not reflect bias that would impair his ability

to design an impartial epidemiological study.
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Do you agree with Ms, Bernstein that the issue
of bias can and should be resolved by oversight
of the protocol and study by an independent
peer raview committee such as wag done for the
Ranch Hand study?

1t has always been the intention of the
Veterans Administration to have a peer review
of the protocol and monitoring of the study's

progress by qualified scientists.

once the protocol iz completed, is it generally
assumed that the UCLA School of Public Health
will alzo get the contract to complete the

. study?

It cannot be assumed that UCLA will get the
contract to complete the epidemiclogical

study.
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If the protocol i3 not broadened to include
study of adverse health effects resulting from
other herbicides and chemicals in vietnam, are
there plana to contract for another
epidemiological protocql to study them?

To compare the health atatus of veterans who
gserved in Vietnam with that of veterans who
served at the same time, but in other locations
seems feasible. It would not determine the
role of specific experiencaes, however. To
determine the precise role of individual
factors such as Agent Orange, drug abuse,
certain combat experlences, or dapsone is
considerably more difficult. In each inatance
we must somehow ldentify groups of individuvals
with a high probability of exposure to whatever
it is we are studying, as well as those with a
low probability of exposure. We are finding in
the case of Agent Orange, that exposure is very
hard to document, This is an area that both
the VA and the Interagency Sclence Panel needs
to look at more carefully. It is unlikely that
a succeasful atudy of each factor could be

conducted under present c¢lroumstances, -

It has pot been decided precisely how ths
Veterans Adminiatration would incorporate a

astudy of the Vietnam experience as contrasted
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to Agent Orange exposure only, It could be
done either by expanding the epidemiological
study of diloxin or under a separate protogol.
If the latter course is taken, the VA would not

design the second study intramurally,

Is it possible for a study that examines
adverse health effects resulting from general
getvice in Vietnam to be initiated by the VA?

&. Could this study be implemented while the
JcLA protocol iz being revised?

B. What are your thoughts on this idea?

The veterans Administration could initiate a
study of the health effects of service in
Vietnam by one of several methods. Any study
to be undertaken would regquire a protocol,
carefully designed and thoroughly reviewed. If
the VA were to solicit a contract with another
group for this deslign, it would take several
months to award sach a contract, Should we
modify the present UCLA contract to include the
expanded protocol, somewhat less time would be
needed, but it would delay the delivery of the
protocol now being prepared. Another option
might be to request the Science Panel of the
Adgent Orange Working Group to design a protocol
for a study to examine the health effects of

Vietnam service,
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Question Ho. 29: Will you outline the problems the VA has
encountered in retrleving information from the
Agent Orange Registry and explain what the VA
is doing to solve these problems so that the
information ¢an be utilized for the protocol or
any other study?

Angwer: The Agent Orange Registry waz designed
primarily to identify and gather certain
specific information on any Vietnam veteran
concerned about thae possible adverse health
effects from expogurea to Agent Orange. The
registry will also be used as a mechanism for
contacting these veterans for further follow-up
medical carxe if evidence 1= established that
exposure causes health problems, Several
pProblems have occurred in gathering and
retrieving information., EPEncoding errors and
the inability to retrieve specific medical
diagnoses on a vetsran are among the problems.
We are currently working on a registry revision
which it is hoped will éeduce the encoding
errors and will enable us to rektrieve a
veteran's specific medical diagnosis., The new
information gathered from this revision will be
entered into the existing Agent Orange

Registrey.



214

guestion Na, 30: I3 there a limit on the number of revisiona
UCLA may do?

Answers: The intent of the VA is to obtain a
satisfactory protocol for a meaningful
epidemiology study of the health effects of
phenoxy herbicides. It is hoped that the next
gubmission will meet most, if not all, of the
reviewers' cobjections and incorporate their
suggestions, If necessary, another revision
will be made to satisfy the results of the next

review,
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What actions will the VA take if a satisfactory
protocol is not produced within the next five
montha?

A. Will payment be withheld?

B, Will another investigator be found?

C. What is the bottom line that would result
in an unacceptable protocol?

The determination as to whether Lo withhold
payment will be made by our legal and
contractual experts within the VA by judging

the protocol against the contract terms.

It is impossible to sgay at this time if another
investigator will be found. We would probably
only pursue that route if, after reviewing
UCLA's submission, we are convinced that the
problemg encountered by UCLA could be overcome,
that the protocol is indeed capable of
development by another contractor, and that
other capable contractors are willing to

perform the c¢ontract,

It is possible that a protocol which meeks the
termz of the contract might be developed which

our scientific experts determine to be
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technically unacceptable. A protocol which
does not meet the contract terms would be
clearly unacceptable. A protocol which is
contractually acceptable might, nevertheless,
be judged to be scientifically unacceptable,
This determination can only be made after all

the peer reviews are completed.

Will the cost of the protocol change because of
the extensions?

No. The only increase in costs that would be
allowed would be due to the issuance of a )
change order by the VA requiring additilonal
work not contracted for on the basis of the

original RFP and proposal submitted by UCLA.

Has the VA set a maximum cost figure for the
protocol and the study?

The VA has not set any limitations on the
resources which will be required for the design
of a protocol, or for the actual conduct of the

epidemiology study. Until a final protocol has

"been submitted to the VA by UCLA, outlining the

requirements for the conduct of the study, it
is not possible to ascertain the total

resources which will be required.
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Several witnesses, including GAO, Wational
Veterans Law Center and the Vietnam Veterans of
mmerica suggesated expanding the present
epidemiclogical protocol to {nclude the study
of adverse health effects, resulting from
axposure to other herbicides and environmental
agents, of those veterans who served in
vietnanm,

To compare the health status of veterans who
sorved in Vietnam with that of veterans who
sexrved at the same time, but in other locations
seemsg feaaible, It would not determine the
role of specific experiences, however, To
determine the precise role of individual
factors such as Agent Orange, drug abuse,
certain combat experlences, or daspsone is
coneiderably more difficult, In each instance
we must somehow identify groups of individuals
with a high probhability of exposure to whatever
it iz we are studying, as well as those with &
low probabllity of exposure. We are finding in
the case of Agent OQrange, that exposure is very
hard to document, ‘This 18 an area that both
the VA and the Interagency Sclence Panel needa
to look at more carefully, Tt is unlikely that
a successful study of esach factor could be

conducted undex pregent clrcumstances.,

It has not bden decided precisely how the
Veterans Administration would incorporate a

study of the Vietnam experisnce as contrasted

-
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to Agent Orange exposure only., It ¢ould be
done either by expandinq the epidemiological

study of dioxin or under a separate protoccl.

Ron Simon, of the Law Center has promoted the
idea of undertaking another more general study,
while the protocol iz being revised, of
possible adverse health effects resulting from
general service in vietnam.

The veterans Aﬂministéatlon could initiate a
study of the health effects of service in
Vietnam by one of several methods. Any scudy
to he undertaken would require a proteocol,
carefully designed and thoroughly reviewed. If
the VA were to solicit a contract with another
group for this design, it would take geveral
months to award such a contract. Should we
modify the preaent UCLA contfact to include the
expanded protocol, somewhst less time would be
needed, but it would delay the delivery of the
protocol now being prepared. Another option
might be to reguest the Science Panel of the
Agent Orange Working Group to design a protocol
for a study to examine the health effects of

Vietnam service,



Question Wo.

Response:

36:

219

This process could be made more efficient by
improving the general communication between
UCLA, the VA, and the Agent Orange Working
Group by holding open general meetings
periodically.

It is not clear exactly what is meant by "open
general meetings." The VA meets with the Agent
Orange Working Group and its Science Panel
regularly participating as members in both.

The Working Group is not primarily invelved in
research matters, the Science Panel is. To
have the UCLA as a member meet regularly with the
latter would require recénstituting it ag an
advisory committee bringing_it under the legal
requirements for such a committee. The UCLA
investigators might meet with the Scilence Panel
as an observer or ihformation sourca without

changing its character and could improve the

efficiency of the process at an appropriate time,
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The fear of bias would be removed by
satablishing an advisory committee to oversese
the proceedings of the protocel and the study.

The sgtablishment of an advisory committee to
monitoer, rather than direct, the conduct of an
epidemiclogy study based upon the protocol
being developed by UCLA has some merit.
Although we beliave that any inherent bias in
the protocol would be recognized and, if
possible, minimized or eliminated by the peer
review proéess, the creation of such a
committee to oversee the VA epidemioclogy
process would provide some additional measure
of research objectivity. It should be
emphasized however, that the committee would
function primarily as an "advisoxry hody*
without administrative control over the actusl

conduct of the apidemiology study.
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It would save time and Improve results by
rvevising the contract with Dr. Spivey to
direct a UCLA scaff epldemiologist to
work with DOD as it retrieves necessary
documents for the protocol.

We believe it would be unwise to interfere
with UCLA's performance of the eontract.
Directing any specific mamner of performance,
including the requirement of a UCLA staff
epldemliologist to work with DOD, would not
necesgarily save time or improve results

and may be counterproductive.

Dr, Vernon Houk suggested that the process of
finishing the protocol would be greatly helped
by another group, such as the Science Panel,
defining "exposure®. This would save time and
money for DOD as it vetrieves the records for
the various studlez and For UCLA as it develops
an exposure index,

The YA is aware of Dr, Houk's suggestion that

the Science Panel itself establish an exposure

index and then provide this to the Army records
office for the purpose of identifying military
units with high and low probabllities of
exposure. It should be examined in greatec
detail for feasibility. But, as we have

indicated, thiz approach would require whoever

-gonducts the study to examine many more

individuals than would be regquired in a atudy
in which individual exposure levels were known.
It may be that we will want to pursue hoth

anawers,
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Chairman SmmpsoN. Dr. Roger Detels, dean of the School of
Public Health of the University of California at Los Angeles, is our
next witness. We appreciate hearing your remarks, sir. It is nice to
see you this morning.

Dr. DeteLs. Thank you.

TESTIMONY OF DR. ROGER DETELS, DEAN, SCHOOL OF PUBLIC
HEALTH, UNIVERSITY OF CALIFORNIA, LOS ANGELES, CALIF.

Dr. DETELS. Senator Simpson, Senator Specter, Senator Mitchell,
thank you for the opportunity to appear before you to discuss the
development of the protocol for the study of the possible adverse
health effects of exposure to agent orange.

My coinvestigator, Gary Spivey, regrets that he was unable to
join you today, but he and I have worked together to develop this
testimony for your commitiee.

The question of possible health effects of exposure to agent
orange is an important issue of major conecern, not only to the vet-
erans of the Vietnam war, but to all Americans.

We, at UCLA, recognize the responsibility of the public health
professionals to assist the Veterans’ Administration in attempting
to resolve the question of the health effects of exposure to agent
orange.

I would like to review with you the history of the protocol, which
we have developed, and are continuing to refine. On May 8, 1980,
we submitted a proposal in response to a request for proposal from
the Veterans’ Administration.

In March 1981 we revised that statement at the request of the
Veterans' Adminigtration.

On May 1, 1981, we were awarded the contract. Between May 1,
1981, and August 6, 1981, when we submitted the draft protocol, we
hired staff, reviewed the previous studies and literature, and devel-
oped the protocol.

I would like to emphasize that what was called for was a draft
protocol and that is indeed what we have submitted and we expect
to refine that draft protocol per the contract with the Veterans'
Administration.

I would also like to point out that although we have handed in
the protocol on the date of August 6, as required by the contract,
we did not receive security clearance for viewing documents crucial
to developing an exposure index until October 30; some 8 months
after submission of the proposal.

We are proposing in the protocol to study two cohorts. One
cohort would have a high probability of having had a high expo-
sure to agent orange. The comparison cohort would have a high
probability of having had a low exposure to agent orange.

We would complete a history and physical on members of the
two cohorts which was designed to uncover anything suspected
from previous work on humans and from animal studies.

We would then compare the health status of the two cohorts; the
cohort with the probability of high exposure and the cohort with
the probability of low exposure.

There are three major problems facing the development and ex-
ecition of a protocol for the study of health effects of agent orange.
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We have noted these in our draft protocol and they have been
noted, rightly, by the three review committees, These are: First,
the difficulty of developing an index of exposure; second, the prob-
lem of developing a screening technique which will be of sufficient
sensitivity to identify unexpected outcomes of exposure to agent
orange. The third problem is the problem of bias if respondents
know their exposure status and know the expected outcomes of
that exposure.

There have been numerous studies which have suggested prob-
lems of bias when the respondents both know what is expected of
them and what their exposure category is.

So, the question is can we distinguish a true outcome from a
false outcome. '

Let me discuss the problems of the exposure index. First, we
have discovered and, in fact, anticipated that in order to develop
an exposure index we would have to review documents about
spraying missions, both fixed wing and nonfixed wing, and we
would have to review records of troop movements concurrent with
the spraying operation.

The records which are kept were handwritten records which
were not intended for the type of scrutiny which is necessary for
the development of an exposure index. There were thousands of
missions, in addition to the fixed wing missions, and there were 2.5
million troops in Vietnam during this period. Neither we, nor for
that matter the Veterans’ Administration, anticipated the magni-
tude of the problem of trying to review these records for the devel-
opment of an exposure index when the RFP was developed and the
timetable established.

Even if we had had access to the records, which we did not, 3
months is simply not enough time to do an adequate job of review-
ing the exposure records.

The second problem, as I noted, was the development of the
screening technique and we are in the process of reviewing the pre-
vious scientific reports and the reports to the agent orange regis-
try. We have been pleased for the most part with the cooperation
of the Veterans’ Administration and the Department of Defense. It
takes time to develop a mutual language between the epidemiolo-
gists and the administrators.

I know that you would like to have a timetable as we see it. We
have estimated that the development of an exposure index, which
we think is a crucial question for the implementation of a protocol
may take up to 14 months to develop.

Ongce that exposure index has been developed, we anticipate that
it might, unfortunately, take as long as 3 years before that protocol
can be implemented and the results analyzed thoroughly.

Finally, I would like to restate that we at UCLA are committed
to develop as good a protocol as possible and we will look forward
to submitting that protocol within the 35 days from submission of
the comments from the Veterans’ Administration.

Thank you.

Chairman SmapsoN. Thank you, Doctor. I do regret that Dr,
Spivey is not here 1o join with you in presenting this testimony and
responding to questions about the protocol that you have both sub-



224

mitted to the peer review process. But I appreciate your willingness
to be here and field the questions that we do have for UCLA.

[The prepared statement of Dr. Roger Detels, dean, School of
Public Health, University of California, follows:]
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PREPARED STATEMENT OF DR. ROGER DETELS, DEAN, SCHOOL OF PUBLIC HEALTH, UNIVERSITY
OF CALIFORNIA, LOS ANGELES, CALIF,

Senator Simpson, members of the Committee. Thank you for this opportunity
to appear before you to dfscuss the development of a protocol for a

study of the possible adverse health effects of exposure to Agent Orange.
My co-investigator, Professor Gary Spivey, regrets that he was unable

to join you today. He and ! have worked together to dewvelop this
testimony far your Committee.

The question of the possible health effects of exposure to Agemt Orange
is an important issue of major coencern not only to the veterans of the
Vietnam War but to 311 Americans., We at UCLA recognize the responsibility
of public health professionals to assist the Veterans Administration

in attempting to resolve the question of the health effects of expesure
to Agent Orange.

I would like to review with you the history of the protocol which we
are In the process of developing. On May 8, 1980, we submitted a
praposal to design a study on Agent Orange to the Veterans Administration.
Ten months later we submitted a revised statement of our resources for
such a study at the request of the Veterans Admintstration. Two months
Tater on May 1, 1981, we were informed that we had been selected 1o
develop the protocol for an Agent Orange study. Between May 1, 1981

and August &, 1981, we had to hire staff, review the previous studies
and experiments 1n this area, and develop a working protocol. HWe were
rot able to examine the documents on spraying missions, troop movements,
or much of the Depariment of Defense Titerature prior to submission

of the protocol.because securityclarance for any of the investigators
was not obtained until three months after the protocol was submitted,

The protocel proposes that two cohorts of Vietnam veterans be identified:
one cohort which would have a high probability of having received heavy
exposure to Agent Orange, and a second cobort which would have a high
probability of having received minimal exposure to Agent Orange. The
cohorts would be given a complete health examination. The health of
these two groups in the interval between the time of departure from
Vietnam and now would then be compared.

In the protocot which we submitted we underscored the three major
questians that must be answered before a completed protocol could be
implemented. These threa questions are:

(1) Is it possible to develop a reasonadble index of exposure to
Agent Orange using the data available on spraying missions,
troop movements,, et¢.?

(2) Can we select appropriate techniques which will identify
possible adverse health outcomes due to exposure to Agent
Orange?
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(3} Will it he possible to ascertain a frue difference in the
frequency of adverse health outcomes between the cohort with
suspected high exposure and the cochort with suspected low
exposure if members of the two cohorts know if they were or
were ot exposed amd if théy know, what outcomes are expected
in them because of their exposure status. There are numerous
studfes which demonstrate the bjases which affect the findings
when the subjects know the purpose of the study and of the
study and their classiffcation.

He ajree with the Findings of the three review groups that these three
factors which we also pointed out in the preliminary protoce]l must be
resolved befare a final protoco) can be completed and evaluated.

Let me reyiew with you briefly the problems in developing an exposure
index which may in part explain why we have mot yet complated that
index. First, we received clearance to review many of the documents
regarding troop movements and spraying missions three months after the
deadline for submission of the protocol. Second, the records of troop
movements and of non-ranchhand spraying are not on computer records
but are on handwritten sheets of paper which must be hand-searched and
entered into computer Tapguage. These .reports were never intended for
this type of scrutiny and were often prepared by clerks who were not
aware of the importance of record-keeping of this type and of the
potential demand for these records severa) decades later. Third, not
only are these records difficuTt to review and interpret, the sheer
volume of them will require considerable work. There were probably
thousands of smaller spraying operations in agdition to the known fixed
wing spraying missions, and,approximately two and one-half milTion
saldiers who could have been exposed te Agent Orange. This sheer
volume makes the matching of spraying records to records of troop
movements a monumental task. This does not mean that this task canmot
be performed but that a major effort must be made.

Problems also exist over the development of screening techniques which
are adequate to fdentify possible adverse health effects due to exposure
to Agent Orange. We can and have reviesed the animal experiments and
what is known from past human exposures. The current scientific knowledge
provide 1{ttle direction. The VYeterans Administration is curvently
reviewing 30,000 of the claims made through the Agent Orange Registry.

We need to consider these claims and the current scientific knowledge
carafully in developing a broad series of screening procedures and tests
which can identify outcomes.

Finally, 1 would 1ike to review with you the cooperation which we have
received from the various federal agencies. We have found the Veterans
Adm{nistration to be supportive of this study and the Department of
Defense to be very responsive to our requests. In the future we will
need to count on the cooperatiom of the General Services Administration
as well., We have found that 1t takes time to davelop a mutual language
between the various federal agencies and ourselves which conveys to
them the special needs of the epidemiologist amd far us, 1n turn, to
know what to ask for and how to ask for information which will be of
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service to us, The Veterans Administration and the Department of Defense
have made an earnest effort to communicate with us, and we anticipate
that this communication will improve as we become more familiar with
each gther,

1 know that you would 1ike to recefve & timetable for the development
and implementation of a protocol and for completion of the study. I
regret that we cannot at this point give you a firm timetable for
completion of this study because the development of the protocol is
dependent upon the quality and completeness of records on spraying
operations and troop movements. It is clear that the development of
an exposure index is going to be wore complicated than either we or
the Veterans Adwinistration had originally anticipated. He have estimated
fourteen manths to develop an exposure fndex. OF equal jmportance,
the resources originally allocated for the development of a final
protocol which 1ncludes development of the exposure index are clearly
insufficient, given the current condition of the records.

Professor Spivey and I would estimate that it would be possible to deliver
a final report on this study within three years after development of

an exposure index. Howaver, we wowld Yike it 1o be well understood

that it is possible we will be unable to develgp an exposure index because
the records are simply inadequate in scope and detail.

Finally, I would like to reaffirm the commitment of UCLA to this study.
We recognize that Agent Orange 1s an important public health problem,

and that we as a school of public health have an obligation to contribute
our expertise to the resolution of this signfficant health problem.

Chairman SmMpsoN. There seems to be an incompleteness and
vagueness throughout the protocol that does not appear to allow
for adequate peer review by the OTA and by the agent orange
working group.

How long do you think it will take to prepare the more detailed
protocol again for the record?

Dr. DeTELS. Let me take that question, if I may, in parts. I am
afraid that we were concerned about the problem of programing re-
sponses from potential participants and I think we were overly
conservative in the development of the draft protocol.

I think that we will be able to exFand the sections on the devel-
opment of the screening technique looking for possible health out-
comes of exposure to agent orange. We will be able to address fur-
ther the problems of administering a history and physical and
more about the nature of the laboratory tests and the examinations
which we think should be administered as part of a good protocol.

I think the major area which will be a problem is the develop-
ment of an exposure index, We can go into further discussion about
what we feel must be present in those records and the complete-
ness of the records that will be necessary in order to develop that
e ure index.

ut I don’t think, given the amount of time we have left and the
resources left under that contract, that we will be able to develop a
final resolution of the question of an exposure index.

If I may just add one thing however? I do feel that it is impor-
tant that the development of a final exposure index be done col-
laboratively between epidemiologists and people with expertise in
the record. It is the epidemiologists, whether 1t be people at UCLA
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or some other institution, that will need to know the quality of the
records in order to be able to judge whether the resultant exposure
index is sound.

Chairman SimpsoN. Yes. I am concerned that the issue of secrecy
seems to present itself throughout the protocol. Is the protocol writ-
ten so that no one else will be able to perform the study? Is there
any reason for the references to secrecy? 1 would like your re-
sponse to that.

Dr, DETELS. I would say that we erred on the side of conservative-
ness in developing the protocol, I think that we can and should pro-
vide more information. I think our major concern, if I may just
give you an example, is that we will program the results.

When I first began as an epidemiologist, I did a study of a2 neuro-
loiic disease that unfortunately killed children within 1 year. I
asked the parents about a history of neurologic disease in their
families. If I asked the mother the neurologic disease was inevita-
bly in the hushand’s family. If I asked the husband the neurologic
disease was inevitably in the wife's family.

This experience has made us somewhat wary of viewing results
when we know that the respondents both know their exposure cat-
egory and the type of response that is expected. Therefore, we are
concerned that this not occur.

On the other hand, we are very concerned, too, that this protocol
be carried out as publicly and with as much review as possible,

Chairman SimpsoN. You mention in your testimony that current
scientific knowledge provides little direction for determining possi-
ble adverse health effects due to exposure to agent orange. You
then state in the protocol that chloracne is the only established
health outcome associated with dioxin exposure.

Is it not true that some special concerns can already be identi-
fied? We have the animal studies indicating some dioxin carcino-
genic potential. We have several studies that link the develogment
of soft tissue sarcomas to exposure t{o herbicides. After the industri-
al incident in Italy there were reports of liver effects and delays in
nerve impulses, and there have been numerous concerns expressed
by Vietnam veterans that exposure to agent orange, will result in
birth defects in their offspring.

It would seem that some of these significant effects would be tar-
geted for special attention in the section of the protocol which pro-
vides for a physical examination. Why does the protocol fail to ad-
dress or mention these issues? Do you feel that they are not rele-
vant? What was the reasoning that went into that decision, please?

Dr. DeTELs. 1 think the statement originally was made on the
basis of the information which we really have that is extremely
firm. We are aware of the studies that have been done on animal
experimentation. There are problems with extrapolation of results
in animals to humans.

Nonetheless, we feel strongly that the effects that have been re-
ported in animals ghould alsoe be looked for in this protocol, and we
will include in the effects to be loocked at all those that have been
noted from animal experiments and from the previous literature.

We are aware of them and I am sorry that that statement was
misleading.
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Chairman SiMpson. I noticed that special examinations for indi-
viduals with recognized diseases unrelated to agent orange are in-
cluded in the protocol, while a neurological examination, which
both the animal and the human data suggest to be of some impor-
tance, is not,

What physical outcomes do you expect to find with the use of the
general examination that you describe in the protocol? It would
seem to me that the protocol for the veterans’ physical exam is one
of the most important aspects of the study. And yet it is stated in
the protocol that the physical examination is included only because
the veteran expects it.

Could you share your comments on that, please?

Dr. DEtELs. OK. I think that it’s important that the examination
which we propose in this protocol cover two points. One is that we
have some suspicion of what might possibly be outcomes based on
previous work and on animal experiments.

Therefore, things such as the neurologic examination, which we
certainly feel should be included as part of this protocol, and tests
for, among other things, liver function, the status of the kidneys,
the status of the cardiovascular system, should all be included.

The other aspect of this is that there maflr be things that occur as
a result of exposure to agent orange which we do not know about
from the previous studies and previous experimentation in ani-
mals. We must, as well, look for those. And I believe that is our
objective of doing as thorough as possible a standardized physical
examination and history to find possibly unexpected outcomes.

Chairman SiMpsoN. You hea:rc:EJ the question earlier this morning
about the expansion of the study. That interests me as a possibility.
Do you recommend any type of expansion of the development of
the exposure index to include all those veterans who served in
Vietnam, rather than just those exlposed to agent orange? If it is
expanded, perhaps we then can deal with those who have been ex-
posed to agent blue or agent white, if down the road there is no
satisfaction with the findings of this study. If the study is expand-
ed, would the protocol be completed more quickly and at less cost?

Dr. DeETELS. Let me answer the last qluestion first if I may, If the
study is expanded to include other defoliants, then I think that the
complexity of the studir‘-ia considerably increased. It may be possi-
ble to do it, but I think it will be a more difficult study since one
will also have to develop exposure indexes for the other defoliants
as well. And that will increase the magnitude of the problem and
make it a more difficult study to do.

Sol,{ it will not, as I see it, make the outcome of the study any
quicker.

Chairman SivpsoN. Well, I have more questions, but my time
has expired,

Senator Specter.

Senator SpEcTER. Thank you very much, Mr. Chairman.

You have estimated that it will take 14 months to develop an ex-
posure index. When does that time period begin to run?

Dr. DereLs. That time period would begin at the time that a
group was selected to develop a r?Feciﬁc exposure index and was
guaranteed access to all the records that it needed in order to de-
velop that exposure index.
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Senator SpEcTER. Well, you talk about 14 months for an exposure
index and then 3 years beyond that. That’s a total of 4 years and 2
months, and when do we get to the beginning of the exposure
index? What is the time parameter to accomplish whatever prereq-
uisites are necessary for the firat 14 months to begin to toll?

Dr. Dergts. I think the question of when that would begin is one
that would be better directed to the Veterans’ Administration. 1
think our——

Senator SpecTER. Well, have you directed that question to them?

Dr. DeTELs. We have suggested to them that we think it would
take approximately 14 months from the time of the initiation of a
contract to that effect and clearance for review of documents.

Senator SpecTER. Well, you are saying that all you need is a con-
tract and clearance in order for that 14 months to for completion of
the exposure index?

Dr. DerkLs. That was our estimate. I would like to stress,
however——

Senator SpecTER. There’s nothing that they have to do in ad-
vance, because I notice a comment that you make in your prepared
text that you received clearance to review many of the documents
regarding troop movements and spraying missions 8 months after
the deadline for submission of the protocol.

Dr. DetELS. That's corrsct.

Senator SpEcTER. What import does that have on the issue of po-
tential delay?

Dr, DETELS. It has, in terms of developing a final protocol that
will be immediately implementable. It is very crucial. We can’t
judge the quality of the records about troop movements, about the
spraying activities, unless we have access to those records and can
gee the form in which they are, the completeness in which they are
done and things of that nature,

Senator SPECTER. And you say in the next to the final paragraph
in your prepared text that you would like it well understood that if
it’s possible that we would be unable to develop an exposure index
because the records are simply inadequate in scope and detail. So,
that in beginning this 4-year, 2-month process, you have substan-
tial reservations that you can even accomplish it unless there are
adequate records that you don’t really know about,

Dr. DereLs. I feel strongly, as do Dr. Spivey and our coinvestiga-
tors, that we must be up front with the possibility that these re-
cords, which were never intended for this kind of scrutiny, simply
may not be adequate to develop an exposure index so that we can
establish cohorts with a high Frobabihty of high exposure and co-
horts with a high probability of low exposure.

Senator SrEcTER. Well, then the concern that I had while listen-
ing to your testimony and reading your text is that we may well
find—you are giving us ﬁood warning we may well find a dead end
a couple of years down the road.

Dr. DereLs. That is possible.

Senator SpecTER. How likely?

Dr. Derges. I would prefer to reserve judgment on that. I think
more and more information is coming to light. Information came to
light within a week after we had submitted the protocol which sug-
gested that there were accidents which occurred, which exposed
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considerable numbers of people to agent orange. We didn’t know
that at the time,

Senator SpecTer. Well, you want to reserve judgment. When will
you be in a position to give us a judgment on that?

Dr. DezELs. I would hope, certainly I would hope by the end of
that 14 months if, in fact, we were the ones that were selected to
develop that exposure index. I would hope——

Senator SpeEcTEr. Well, now, wait a minute, I would expect you to
know if you can have an exposure index by the time that the expo-
sure index is supposed to be prepared, which is what you are
saying. But that's hardly adequate. If we are going to make an in-
vestment of 14 months and a substantial amount of money, I, for
one, would like to know what the chances are that it's going to be
successful, because you have got a lot of red flags in the middle of
our—in the middle of your approach here. And I appreciate that,
but I think we ought to know what the chances are you are going
to get somewhere.

Dr. DeteLS. I would like to be able to give you an answer to that.
If I gave you a probability statement, it would not be a well-found-
ed Erobability statement. I would hope that several months after
we had access to these records that we would begin to get a distinct
feeling as to whether it's going to be possible to develop this kind
of an index. But I regret that I can’t give you a more firm state-
ment since I haven’t reviewed the records.

Senator SpEcTER. Well, can you—what you are saying is it's im-
possible for you to review the records in any short order, but it's
necessary to have a very extensive review of the records which in
itself may take 14 months before you know whether the index will
be valid at all.

Dr. DergLs. I regret that that is what we are saying. I would
much prefer to be able to do it much quicker, but I have to be
honest with you,

Senator SpecTER. And how much is it going to cost to develop
this exposure index?

Dr, DeTELS. I'm sorry, I don’t have the figures at hand. I am sure
that the Veterans’ Adminigtration can give you that.

Senator SPECTER. You don’t have the figures at hand?

Dr. DerELS. I don’t have them at hand; I'm sorry.

Senator SpeCTER. Can you give me an estimate?

Dr. DeTELS. I'm sorry, I just don't have those.

Sg?nator SpecTER. Why is it, Dean Detels, that you don’t know the
cost

Dr. DeTELS. I'm sorry, I didn't review the cost for that.

Senator SpeCcTER. Do you know——

Dr. DetELS. I'll be glad to get it for you. .

Senator SPECTER. Fine. Do you know what the final 3-year study
is going to cost?

Dr. DeTELS. I'm sorry, I don’t have those figures at my fingertip.
I will get it to you,

[At the time of printing, the requested information had not yet
been submitted.]

Senator SpecTER. After you complete the study, what will we
then know as you now project the study?
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Dr. DeTELS. I would hope that if we are able to develop the expo-
sure index and an acceptable protocol that we would be able to tell
you with some degree of probability what the likelihood is that
there were adverse health outcomes as a result of exposure to
agent orange.

Senator SPECTER. Adverse health outcomes?

Dr. DerELs. Yes, adverse health outcomes.

Senator SpEcTER. What do you include within a health outcome
category?

Dr, DereLs. I would include things like neurologic disease, can-
cers, some diseases-~disorders of some of the systems which may
have been incriminated from experimental studies, including liver,
perhaps heart disease,

Senator SeectErR. Would that include all the ranges of cancer?
Woul}?d there be some facets of cancer not included within your pro-
toco!

Dr. DeteLs. This is a question of sample size. It depends on the
incidence of the cancer that you are talking about. If you are
taking a very rare cancer and seeing a two- or three-fold increase,
we may not have large enough numbers to be able to detect that
specific cancer,

Senator SpECTER. Well, what larger number of numbers would
you need to answer that question?

i D? DeTELS. It depends on the gpecific outcome that you are look-
ing for,

%enator SpecTER. And how about the issue of birth defects?
Would your study comprehend that answer?

Dr. Deters. Well, as you know, the CDC is doing a study of birth
defects. We would, of course, include this as part of our study, look-
ing at individuals in the low exposure and high exposure cohorts.
We would look at the outcomes of their children.

Senator SpecTER. So, birth defects would then be included in
your study?

Dr. DeTBLS. Yes, it would, yes.

Senator SpecTER. Is there any range of health hazards which
wouid be excluded from 1:‘:cmr study?

Dr. Derris. I think that it is possible that there may be some
health outcomes with a long latent period, on a slow development,
which we would not see within the period covered since the time
that the exposure incidence occurred.

In other words, we are talking about a period of 1965 to say 1985;
that would be 20 years. There are some diseases that may have a
latency of greater than 20 yvears. We would not, in all likelihood, be
able to provide the information about those.

Senator SPECTER. Is it necessary to have the CDC study on birth
defects if your study is going to encompass that?

Dr, DeteLs. I would think that indeed it was.

Senator SPECTER. Why?

Dr. DetELs. They are taking a somewhat different approach than
we are. We are using different methodologies. If they find a rela-
tionship and we find a relationship, then that would be very
stron.i, consistent evidence that there is a relationship.

If they find a relationship and we don’t, or vice versa, then the
question arises of methodology, a chance finding, and other prob-
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lems. So, I think it is very important that we both look for it. It is
not a significant increased cost in our study.

Senator SeecTeErR. When you conclude your study, what kinds of
siﬁgtisgics will you have available to basic conclusion on cause and
effect?

Dr. DeTELS. Because of the nature of the study, it is a higtorical
cohort study, we should be able to tell you what the incidence of
sgecific diseases or adverse health outcomes are in the group with
the high probability of high exposure and the group with the high
probability of low exposure and to provide you with an estimate of
what we call relative rigk. That is to say, how many more times
digsease occurred in the high exposure cohort than in the low expo-
sure cohort.

Senator SpecteER. Can you give me a gpecific example as to how
that would play out statistically say on birth defects? The question
that would be posed to you is does exposure to agent orange cause
birth defects. How would you respond to that hypothetically at the
conclusion of your study?

Dr. DeTELS. We would expect to be able to say that the risk of
birth defects in offspring of veterans in a high exposure category
would be three or four or five or whatever times as frequent ag the
risk in the low exposure cohort.

We may, of course, find the reverse. That it is half as frequent.
But that would be the kind of statement we would be able to tell

you.

We will tell you the ratio in the high exposure category to the
frequency in the lower exposure category.

Senator SpEcTER. If I may ask just one more question, Mr. Chair-
man. Would you have then any guidance for the Veterans' Admin-
istration or the Congress as to what should be the conclusion as to
cause and effect for compensation?

Dr. DereELs. We can tell you the statistical probability that the
higher freguency, if that is found, in the high exposure group oc-
curred, is due to exposure to agent orange.

Senator SpECTER. Thank you very much, Mr. Chairman.

Chairman SiMpsoN. Let me ask for the record if you would please
define the term “historical cohort study”?

Dr. DereLs. Yes. A cohort study is when you take two cohorts of
people which you define on the basis of their exposure, and then
you follow them for the occurrence of disease or adverse health
outcomes. That's a straight cohort study.

The historical cohort study is when you have the opportunity to
be able to establish a cohort which actually occurred some years
prior to the time that you are doing the study. And example of this
would be the studies of leukemia in the survivors of Hiroshima and
Nagasaki. Those studies were not initiated until 10 or 20 years
after the time of the atomic bomb explosions in those two cities.
But those cohorts are reconstituted by identifying survivors and
the incidence of leukemia determined in those groups. That is an
historical cohort.

Chairman Smmpson. Thank you. That will be all, unless there are
further questions by any members of the panel.

[The responses of the University of California to written ques-
tions submitted by Hon. Alan K. Simpson, chairman of the Senate
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Committee on Veterans’ Affairs and Hon. Alan Cranston, ranking
t{111;101‘11:y member of the Senate Committee on Veterans' Affairs,
ollow:]
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RESPONSE OF YHE UNIVERSITY OF CALIFORNIA TO WRITTEM QUESTIONS SUBMITTED BY HON.
ALAN K. SIMPSON, CHAIRMAN OF THE SEWATE COMMITTEE ON VETERANS' AFFAIRS

Question 1. ‘Isn’t 1t true that you were already given a onz month extension to
¢complete this version of the protocol. How long do you estimate it will take
to prepare a revised and completed protocotf

Response: It s correct that we recelved & one-month extension to complete
this initial draft of the protocol. The original RFP had an expacted start-up
date which was almost one year prior to the time when the contract was
actually awarded, This sudden contract award after one year delay meant that
we had to hire staff and reorder our concurrent commitments 1n order to meet
this demand, Two major issues were not clarified prior to initiation of the
contract--access to records requirtng security clearance and whether the
detailed protoce] would be subject to the Freedom of Information Act. Three
months % a very brief time to develop a complex protocoel which will be
reviawed by sclentific experts and the Senate Commitiee on Veterans'

Affairs, Very few, if any sclentifically sound protocols for studles as
complex as this are completed within this short a time. We agree with the
statement of Dr. Vernon Houk, the Chaiyman of the Agent Orange Working Group
that it would have been impossible for any group to have come up with a
datailed protocol given the time constraints of the original RFP,

Secause of the thoughtful 1nput of the review canmittees and our opportunity
£o discuss the protocol amongst surselves we halieve that it will be possible
to prepare a more detailed protocol which incorporates the appropriate
suggestions of the review camittees by early 1962. As I indicated in my
testimony, this will {nclude a list of the mintmum {nformation on the use of
Agent Orange and of troop movements which we feel will be necessary 1n order
to devalop an exposure likalihood index, It will not, however, 1dentify
cohorts of soldiers with a maximum or a minimum 11kelihood of exposure to
Agent Orange. Ne wil1 be able to provide 2 suggested screening procedure fo
ident1fy those health outcomes which are predicted from animal experiments,
aceldents 1nvolving dloxin and accupational studies., It will not include

a detailed questionnaire for several reasons: selection of a TTnal
questionnaire will be dependent upon a pllot testing (which 1s not called for
in the contract); inclusion of a questionnaire 1n a public document would
decrease the probability of getting unbiased answers to specific questions
{the Ranch~hand questfonnaire 15 st1ll strictly confidential}; and the
characteristics of the cohorts to which the questionnaire will be administered
are not known, This will have some bearfng on the details of the
quastionnaire to be developed.

We are optimistic that a protocol of sufficient detail to permit scientific
review ¢an be completed by early 1982, Detatls of the final questiomnnaire,
and & mapual of procedures, however, are most properly developed during pilot
testing which would be the appropriate next step.



236

Question 2. Unless some people are supplied with all the detalls of the protocol, how
can an effective analysis of 1t be made? Nouldn't 1t be possible for a small
number of people on the OTA and Agent Orange Working Group science panels to
be supplied with the details? Don't you agree that 'an informed' evaluatien
i35 necessary at this time?

Response: We agree that a more spectfic protocol should be provided. 1
think that 1t will be possible for us to provide that protocel, given the
constraints outlined in the response to Question #1, which can be reviewed by
all mambers of the saveral science panels. We do agree that an informed
evaluation 1s appropriate and necessary bafore a protocol is accepted for
inplementation. The question of public access to the questionnaire and the
membership in the two exposure groups, however, does need te be resolved. MWe
would be agreeable to permitting access to additional details by small numbers
of peaple on the réeview panels,

. Question 3. Are you aware that peer reviews go on all the time and that there are
sclentific methods which are used by researchers to compensate for any
potential bias? Why are you and Dr, Spivey reluctant to go along with such

+  established procedures?

Response: First, let me state strongly that De, Spivey and I are well
atquainted with peer review, having served oft numercus peer review panels and
having qurselves submitted & considerable number of grants which have gone
through the peer review procedures. We are strang propanents of the need for
peer review, I am concerned about the way in which this question is asked
since it implies that Dr, Spivey and I do aot believe In peer review. That is
absolutely incorrect. However, research proposals submitted for peer review
rarely include detafled questionnaires and manuals of procedures, nor are they
as subjected to public scrutiny fncluding scretiny by potential respondents,

We are aware that there are techniques for trying to evaluate the presence of
blas in questionnaire respenses. Unfortunately, these procedures seldom
provide any formula For estimating the percentage of responsas to an
individual question which are the result of bias. To our knowledge there is
no universally accepted scientific procedure for “compensating® for bias. The
standard epidemiologic approach ts to minimize bias by designing “double
blind" procedures for data collaction, It is far preferable to take all
possible steps to reduce the potential for blas rather than be confrontad with
a result you suspect §5 a result of blas, but for which you cannot measure the
degree of blas present.

Question 4. On page 2 of your testimony, you mention that you agree with the findings
of the thres review groups fn thelr assessment of the protocol. Which three
groups are you referring to? The Nattonal Academy of Sc¢iences has not yet
submitted its raview of the protecal,

Response: We have reviewed the comments of 1) the Expert Committee of the
ﬁ??ic& of Technology Assessment, 2) the Vaterans Administration Advisory
Commtttee on the Health-Related Effects of Herbicides and 3} the Sciance Panel
of the Agent Orange Norking Group, It i$ my understanding that the National
Academy of Sciences will not review the draft protocol submitted im August,



237

Quastion 5a. It ts important that the protocol receives adequate peer raview and be
approved by this process; therefore, 1t is necessary that a complete protocol
be presented., The publicity which already surraunds the study has already
influenced those indtviduals wha will eventually be includad. MWon't with-
holding pertinent details cause more harm, by demaging public confidence in
the credibility and independence of the study, and thus introducing a negative
blas? Is 1t possible to design a protocol in which blas, due to a lack of
secrecy ahout the expected outcome, i§ taken into account? Other studies of
environmental agent effect that have been complefed have potential bias
factors as well, that were taken into account, Can you comment on this?

Response: Please see our rasponse to question #2 fn reference to the issue of
managing bilas in epidemiologic studies.

1 do net understand the term "negative blas", I agree that a very real
problem with the implementation of a scientifically sound protocel will be the
risk of alienating veterans so that they will not participate in a preposed
study. I would not call this "negative bias®., But 1 would recognize it as a
rlajnrl' source of concern about the {mplementation of a final protocol,

Question 5. .You state that resources originally allocated for the development of a
final protocol are clearly insufficient, For the. record, would you please
estimate how much mere money 15 necessary? Have you received ali of the
original grant money? If UCLA protoco] is not accepted, would the Veterans
Administration expect 2 refund of the money?

Response: We estimate that we will be able to provide a more detatled
priuco! for submission to the Veterans Administration and the review panels
by earTy January 1982 without requesting additfonal monay. MWe have, 1n fact,
not received all of the original contract monay under a fixed price
agreement, I cannot comment at this time what the expectation of the
Veterans Administration will be concerning the outcome if they de not accept
the protocol submitted by UCLA, 1 da not anticipate that this will be a
problem given good will between the Veterans Administration and UCLA and our
common Commitment to the development of the best possible protecol, Hejther
the Vaterans Administration por we at UCLA anticipated all the problems which
would need to be avercome tn the development of a protocol, Thus, the
Veterans Administration has itself not met all the condittons of the contract
as sfgned by both parties. For example there have been unexpected problenms
in providing us with all the data requested, I sincerely hope that the con-
tract terms will not become en tssue, 1 am concerned that these detailed
hearings and the manner in which some questions are addrassed to the
Yeterans Administration as well as to us seem to be designed to place us in an
advarsary position rather than in a partnership rele. This is not the case.
We nave worked closely with members of the scientific staff of the Veterans
Admindistration 1n all phases of the development of the protocol and have
benefft:d from their advice on a number of aspects of the development of the
protocel.

91-212 O—82——16
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He have estimated that it would take an additional fourteen months and
$774,434 dollars to develop an exposure 1ikelihood index and to thoroughly
evaluate the quality of the records oh veterans in sufficient detail to be
able to predict the 1fkely success of an historical cohort study. From our
discusstons with Mr, Christian and others it 13 clear that the records of
spraying operations and troop movements are not so weld organized as we and
the VA had assumed. [ would hope that we would be able to pravide the
committes with a negative answer {if that 15 the result of further
tnvestigation) on the 11kelihood of being able to develop an exposure
J1kelihood index earlier than fourteen months, MNonetheless, given the
serfousness of the question regarding health effacts of exposura to
Agent Orange, we feel it {mportant “to make the most careful analysis of the
quality of the exposure data and of troop movement records possible before
concluding that a study #$ or 1s not feasible,

Question 6. You state first in your testimony that current scientific knowledge

provides 1ttle direction with regard to propased health outcomes, Then you

state one sentence later that you will take current sclentific knowledge as

well as -information from the Agent Orange Registry fnto account in developing

health outcomes. Cpuld you comment on this contradiction?

Response: I regret that we wera not mora explicit in the statement regarding
the relationship of current scienttfic knowledge to health outcomes. The

sclentific community has not yet pfnpointed with certainty any health outcome

to humans other-than chleracne, This is what we meant to imply by That
statement. On the other hand, the animal experiments, occupational studies
and accidents involving dioxin have suggested a number of possitle health

outcomes. It 1s important that we seek informatiom on these suspected health

outcomes in our protocol and will do so 1n cansiderably more detatl in the
draft protocal to be submittad in January 1942,

Quest-i'on 7. Are you familiar with the problems that the Veterans Administration has

had {n the past interpreting the {nformation from the Agent Orange Registry?

Response: Me are familiar with a number of the problems that the Veterans
Eﬂmﬁnisfrntinn has had in the past {nterpreting informatfon from the

Agent Orange Registry, Our objective 1s to ebtain a 11st of possible outcomes
which may have resulted from exposure to Agent Orgnge. This is different from
trying to establish a relationship between Agent Orange and specific cutcomes
from the Agent Orange Registry alone, Therefore, we feel that some guidance

can be given to us {n develéping the prntocol from the information derived
from the Agent Orange Registry.

LQuestion B, Why was the "historical cohort study" limited to draftees and one-time

enlisted men? Wouldn't excluding individuals with Tonger service exclude some

fndiyiduals with great potential exposures?

Response: Yes, we undoubtedly will exclude some Individuals with the highest
exposure. The concarn 15 to develop a sclientifically valid study, Te do this

requfres the definition of two cohorts which ideally are identfcal in every

respect except for.their exposure to Ageat Orange. To the degree these groups
differ in othar ways, the results of the study will reflect those differences
rather than Agent Orange. Career milttary personnel and those who vélunteered
for muTtiple tours of duty differ in many ways from the draftees and one~term

enlisted men., A second problam 15 the need to establish an exposure

Hyelihood index which will allow us to place individuals into either a high
axposurg or low exposure group, While we prapose to use company movements to

estimate exposures to Agent Orange, 1t will be nacessary to assign that
company's exposure to indi¢iduals within the company for the time that they
ware with the company. We cannot use companies per se since the individual
soViers 1n the company changes constantly, This need to assign exposure
probabl1ities to individual men i3 a compiicated procedure and will become
much more difficult 1f tadividuals who have repeated enlistments are
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included. It would, pethaps, be possible to attempt to identify re-en)istees
and career personnel as separate ¢ohorts, The probiem of developing an
exposure 1ikelihood index on thase individuals would be much greater than for
the one-term enlisted men and draftees apd, thus, it would increase consi-~
derably the cost of carrying out the study. In addition, the chances of
finding a comparable unexposed group are remote, thus, making the usefulnass
of such a cohort for a valid study very low. Limiting the study to draftees
and one-term enlisted men, therefore, provides the best opportunity, at the
ToMest cost, of determining the health effects from Agent Orange,

Question 9. What are the symptoms of chloracne? Mhat is the diffarance between
chloracne and common acna? Is chleracne a good indicator of exposure to
Agant Orange? It is my understanding that chloracme can be a severe skin
condttion that persists for many years, even after exposure i discontinued.

Rasponse: Chloracne presents as a severe acne which sometimes has a
characteristic distribution 1n humans and which may persist., Properly
blopsied active lesions can be distinguished from other acne by an experienced
dermatologist. Milder cases may go undetected and the majority of cases last
Tess than one year. However, in severe cases chloracne has been reported for
as tong as 29 years. The majortty of the literature suggests that the risk of
othar adverse outcomas of expasure to dioxin 13 much greater 1r individuals
who have chloracne than among exposed individuals who do not develop
chloracngé. MNonetheless, there has been at least one report of complaints in
the absense of chloracne, This point was the subjact of considerable debate
at the recent International Symposium on Chiorinated Bioxfns and Related
Compounds and 1s not firmly astablished {n the scientific community. This
obsarvation is further complicated by the fact that there may be a latency
period between exposure and the development of symptoms ascribed Yo dioxtin
exposure. Dr, Splvey has discussed the use of chloracne as an ipdicator in
Vietnam veterans with Dr. Kenneth D. Crow (the leading world authority on this
condition). Dr. Crow feels that chloracne 1s not Tikely to be of use {n any
proposed study of Vietnam veterans because it will have disappeared by now in
most veterans and camnot be accurately diagnosed in retrospect even if severe
scarring resulted. This point wil) need to be explored further,

Question 10. Al reviewers continue to state that this document s only a preliminary
outline for an eptdemiofogy protocel, mainly because Dr. 3pivey was uwnabie to
* assess the data resources on which such a study depends. Yet you state that
the ?:?a;tment of Defense has been responsive to your request. How is that
possible

ResEonse: The major problem was the nead to obtaln security clearance, As
part of the contract it was agreaed that the Veterans Administration would
provide all necessary documents for the dévelopment of a protecal. It became
apparent very shortly after the contract was initiated that the Veterans
Administration could not provide all the {nformation which would be nacessary
in part because as of the hulk of 40,000 Tinear feet of paper records which
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are 1n the possesstan of GSA and we did not have clearance to review the
records directly, The mechanics of reviewing these records Tnvolves a tedious
search of approximately 15-20 fi1e cabinets of indexes to the records [1n the
Army Records Canter), searching for evidence of records which might be of use
to the study, These records found to be of interest must be requested from
the GSA warehouse--a procedure which takes 2 minimum of two weeks, The
records must then be gqone through by hand. Obviously such a procedars takes a
great deal of time and many people to accomplish. This problem was not
anticipated by the VA or by us. From a review of a few unclassified documents
1t appears that the records are quite difficutt and tedious to read.

Since we did not have security clearanca, 1t has not heen possible to fully
evaluate the extent of Further difficulties we might encounter. As sopn as
the need for security clearances became apparent, we fnitfated procedures to
obtain security clearance, Or, Spivey and [ do not feel that there was any
unnecessary delay In processing onr request for security clearance, Tt simply
takes time to complete all the security checks necessary before clearance can
be given, Because the period for the development of the protocol was anly
three months, f{ was impossible to complete processing of those security
clearance applications early anough to permit access to any of the sensitive
records before the protocol neaded to be completed. In retrospect, the
Yeterans Administration probably should have anticipated the need for us to
obtain security clearante and we should have demanded that the contract not he
{nitiated untfl security clearance had been obtained for the investigators and
thetr key staff. Within the constraints of providing us with non-sensitive
mater{als, the Department of Defense has been responsive to our requests.

Or, Spivey has mat on several occasions with Me. Christian and other fndivi-
duals from the Oepartment of Defense, and has been proyided a great deal of
tnformat{on from their prior and ongofng record reviews. MNometheless, we have
not yet ha¢ full access to the records necessary to develop an adeguate
exposure Tikelihood index, and canmot do so undar the current contract,

Question 11. Richard Christian of the Army describes nemerous ongoing projects of the
AD Task Force, and the fact that thera are only thres full-time staff people,
and that there are 49,000 Tinear feet of records still walting to be
indexed. Can you comment on this please?

Response : Professor Spivey and I have been impressed with the dedication of
Ar. Christian and his staff to this monumental problem of processing 40,000
Tinear feet of records {see response to question #10). Jbviously, this §s an
insufficient staff to complete the assignment made to Mr. Christian, We agree
with Mr. Christian and with the Committee that more resources should bhe
assigned to Mp. Christian for this task, We also belfeve that 1t {s important
that an epidemiologist be 1ncluded among those fadividuals working with

Mr, Christian. The most appropriate tndfvidual to work with Mr. Christian
wald, of course, be someone who is Tntimately involved fn the develepmnent of
the protocal or someone who will be assfgned to the task of implementing a
protocol. The investigative staff of a study 1s the most quaiified group to
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assess the appropriateness of records to implement that protocol and would be
the most 1ikely to recognize the opportunities for modification of the
protocol based on unexpected information which might be contained in thase
recards.

12, You also state that the Veterans Administration has been very supportive
of your efforts with the protocel, yet you did not have security clearance to
axamine any records until this month, and you were not briefed on all the
sclentific information already availabla about Agant Orange, For example,
ware you aware af the Veterans Administration mortality study that was
areparad for the American Public Health Association before you designed your
awn version? Is that a supportive role, andfor an hopest effort to
communicate’ on the part of the Veterans Administration?'

Response: As I indicated above in the response to Question #10, we feel that
the Veterans Administration has, for the most part, been supportive of our
afforts. The problem of security clearance had to do with the amount of time
allotted for the development of a protoco) and the amount of time required for
a1l the checks necessary to confer security clearance for the investigative
staff,

We wera indeed aware of the proposed Veterans Administration mertality
study., As was indicated by Dr. Houk in his testimony, the study design for
our proposed mortality study and that of the Veterans Administration are
diffarent and were proposed to meet di fferent ohjectives.

I am disturbed by the last sentence of the question. I would Jtke to see all
parties in this endeavor attempt to promote good communication amongst the
various groups addressing this very important problem., To date, it is our
feeling that the Yeterans Administration has attempted to work with us., We
are aware that the Yeterans Administration is under considerable pressure. Ne
are copcerned that our communications with the Veterans Adwinistration must be
made with both the legal staff and the scientific staff, Our communications
should be made primarily with the sclentific staff, in my opinion.

Question 13.  Have you aver seen any classified photographs of defoliated arsas in

Vietpam that the OTA refers to in 1ts review of the protocol? Would this type
of record be halpful to you? Are there any plans to improve your access to
DOb records?

Response: Dr. Spivey and members of the investigative staff have not yet seen
the cTassified photographs of defoljated areas in Yietnam although we have
raquested such photographs., Dr. Spivey has had an ongoing negotiation with
the DOD to review the extent of the photographic record and its potential
usafulness. This procedure has also been seriously delayed by the lack of
security clearance. These photographs might be extremely useful in valldating
the information obtained from the records of spraying maintained by both the
Army and the M r Force, Unfortunately, current informatfon suggests that the
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most useful photos were destroyed in routine fila maintenance programs. Since
we have only 35 days 1n which te develop a wore detalled protocel, we will be
unable to review in any more depth the photegraphic files or other Department
of Defense records. However, we feel strongly that in the development of an
exposure 1ikelfhood index 1t will be essential to have complete access to the
Department of Defense records. MWe would anticipate that whoever is assigned
the task of developing this exposure 11kelihood index will have to work
closely with all DOD individuals who are most familiar with the records,

Question T4. Would such records be more helpful in evaluating where and how much
Agent Orange was sprayed, rather than only the HERBS tapes?

Response: [t 1s difficult to answer this question without further
Tnformation. 1t certainiy might be possible to distinguish other areas of
defollation such as along roadsides and base camp perimeters. Unfortunately,
it is difficult by photograph to distinguish between the effects of different
herbicides so that photographic evidence of defoliatfon alone does not tell us
whether it was the result of Agent Orange or another herbicide. This questior
must be pursued, however, as part of exposure Tkelihood index development,

Question 15. Will you respond to the Veterans Law Center‘s concern that the lack of
spacifics in the Vaterans Administration's RFP made your jab more alfficult?

Response: MWe agree with the comments of Dr. Vernon Houk, the Chairman of the
Agent Crange Working Committee review panel and of others that the major
problem with the RFP was the unrealistic time frame for the development of 2
detailed protacol, I do not know to what extent this can be blamed on the
Yeterans Administration, It is clearly easler to criticize the game on Monday
than to predict it on Fpiday.

Question 16. As you revised the protocal, do you have suggestions and ways that the
Veterans Addministration and the DOD could be more helpfult

Response: I do not have suggestions at this time beyond those which I have
made above. We have talked with Mr, Lhristian of tha Department of Defense
and Dr. Houk about tha importamce of including an epidemiologist on the team
reviewing the records of spraying operations and troop movements. We will
incorporate additional suggestions as we proceed with the further development
of the protocol 1n the next month. This will include a isting of the
essent1al ingredients for the development of an exposure 1ikelihood index,

Question 17. Do you think 1t would be helpful {f the ¥eterans Administration rewrote
the RFP andfor the contract?

Response: From a leqal point of view ! understand that 1t is not pessible to
0 rewrite the RFP but that the contract "Statement of Work" could be amended
s0 that 1t would be more commensurate with the information we now have about

the difficulties which are inherent in developing a detailed protocol for the
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study of the health effects of Agent Orange as used in ¥ietnam. It would
probably, however, delay the process of obtaining the protocol and of
ultimately implementing the study 1f approved. [ beljeve that If the
Veterans Administration, the Senate Committee of Veterans Affatrs and the
review conmittees continue to aperate in a spirit of cooperation, this should
not be necessary,

Question 18, I1f UCLA's protocol 1s not changed to meet the concerns expressed by the
pear review groups, do you balieve that the Veterans Administration would
consider the protocol contract to be broken and give the task of developing a
protecel to ancther group.

Response: Since wa intend to submit a revised protecol which meets the major
concerns expressed by the peer review groups, we do not anticipate that this
problem will occur. Agafn, I would not presume to predict what actions the
Yeterans Administration will take, nor do 1 feel 1t appropriate to speculate
on this 1ssue,

Question 13, Do you agree with Ms, Barnstein who states on page 4 of VWA's testimony
that there should be & decision criteria bullt tnto ths study design so that
at sach step a decisfon could be made whether to continue, alter or abort the
study?

Response: As the OTA review committee noted the major problem with fmple-
mentTng & study of the health effects resulting from the use of Agent Orange
ip Yietnam is the quality of the records estab}ished some fifteen years ago
and on the willingness of vetarans to participate in the study. For these
reasons we agree thet 1t is important to establish decision criteriafor
continuation, alteration or abortion of the study,

Question 20, Do you believe after d¢iscussions with Army records experts and others
th:? tgerg 15 adequate information available to develop individual exposure
astimates

Respense: 1 am reluctant to answer this question until we have had more
opportunity to review the records on spraying operations and troop

mevements. The presentations by Mr. Christian and others at the hearings and
the convarsations which we have had with individuals from the Department of
Defense suggest that 1t will be possible to develop an axposura 11kelfhood
index but that it wil} be an extremely complicated and time consuming task,

Question 21. Can an adequate exposure index be devaloped based on comparisons of
company, rather than #ndiyidual, locations and the HERBS tapes?

Resgonse: 1 have addressed this question above under Question #8. As I
ndicated, we feel it will be necessary to develop exposure 1ikelihood indices
by assigning an individual an exposure which reflect’s the company with which
he was attached at a specific time. However, it wil) be necessary to derive
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the exposure index for the tndividual from 4 compesite of the companias in
which he served and the times that he was with those companies. PBecause there
is considerable turnever in company personnel, we do not thiak that it s
possible to merely identify all wembers of a spacific company for 1966, for
example, and then treat them as if they were a cohort who had a uniform
exposure. Thus, we feal that it w1} be necessary to use the company exposure
as the source of a composite fndividual exposure, but that treating a company
as a cohort will lead such considereble misclassification as to make the study
sclentifically unsound,

Question 22. Why do you believe the feasibility study 1s necessary when the
Agent Orange work groups, the Army and the GAQ have identified the
difHeulties in developing exposure estimates at levels more spacific than
the company levei?

Responge: There is an important difference between 1dentifying difficulties
and $1naing soTutions. We feel that it will be necessary to use the company
dally exposure likelihood as the basis of the index for the individual

{see responses to questions #8 and #21), However, we feel that a company,
because it is not a uniform entity over time, cannot be substituted for
attempting to develop a composite exposure 1ikelihood index. Treating a
company as a4 c¢ohort will result in significant misclassification,

Question 23, Why deesn't your draft protocal discuss how already completed records
saarches can be usad to identify exposed populations?

Response: Because we have not had the opportunity to Tully evaluate the
extsting records (see responses to questions #5, #10 and #11) we cannot at
thts time be certain how or whether the already completed record searches may
be util11zed. This question cannot be fully answered until the exposure
Tkelitwood index procedure has been developed.

Quastion 24.  your draft protocel proposes to estimate exposure to other chemicals,
drugs, ete. used n Vietnam, are you aware that GAQ found that no records were
maintained on the use of pesticides {other than herbicides)?

Regponse: We can, of course, only estimate exposure to other factors which
are, In fact, documented, Having ohserved the progress in knowladge of the
Army records which Mr, Christian's group has achieved, we are optimistic that
more relavant {nformatfon may be found. The GAD may have been correct in
terms of records of the guality of the HERBS records, There may, however, be
other records which could be used by an epidemiologist to provide an
assessmont of the Jikellhood of comparability of twe cohorts on, e.¢. theip
potential for exposure to pesticidas,
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RESPONSE OF THE UNIVERSITV OF CALIFORNIA TO WRITTEN QUESTIONS SUBMITTED BY HON.
ALAN CRANSTON, RANKING MINORITY MEMBER OF THE SENATE COMMITTEE ON VETERANS'
AFFAIRS

QUESTION 1. Im the coursa of designing the so-called draft protocal,
did you receive regular updates on the status of ongoing VYA efforts on
the Adent (range 1ssue as well as on any new init{atives?

QUESTION 1-A.{i) 0id you receive a briefing an the VA's own Agent
Orange research efforts when you undertock the des{an of the protocol?

RESPOMSE: Yes, we were briefed on the VA's research efforts on
Agent Urange.

QUESTION 1-A.{ii). Di#d you receive any written descriptions of these
activities Trom the VAY

RESPONSE: We did not receive written descriptions prior to the
tnitiatTon of the centract for the development of a protocol,

Puring the development of the initial draft protocel we did receive
verbal descriptians of these activities, We did not receive written
descriptions until October, 1981,

QUESTION t-B. In the draft protocol you recommend that an analysis for
frequency distribution of complaints be made of the Agent Orange Registry
and that a mortality study of Vigtnam veterans he conducted, When
making those recommendations, were you aware of the VA's then-current
efforts 1n these two areas;

RESPONSE: MWe were aware of the VA's efforts in these two areas.
The frequency distribution of complaints made to the Agent Orange
Registry was requested to provide clues to the types of health
u?tcomes which might be a result of exposure to Agent Orange in
¥ietnam.

QUESTION 1-B.{1) [1f yes] Did you include similar studies in the draft
protoco] becauSe you were dissatistied with the VA's efforts?

RESPONSE: Jur objective in 1ncluding the proportionate mortality

study of Vietnam veterans was different than the objectives of the
proposed mortality study of the YA. Our primary objective was to
provide information about possible health ocutcomes due to exposure

to Agent Orange in Yietnam which could be inctuded 1n the questionnaire
and to avaluate the quality of the mortality statistics for use in

the final protocol,

QUESTION 1~B.({ii) [if no] If you had known of the VA's efforts, would
you have modified the draft protocol and, if so, are you now doing 50 in

these respects?
RESPOHSE: Please see response to guestion 1.8,{1).
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QUESTION 1-C. On page 3 of your statement, you note that the VA has

"made an earnesi effort to communicate uith us, and we anticipate that
This communication wil) IMprove as we Decome More familiar with each
other.™ What measures would you recommend be taken to improve the lines
of communication between you and the VA?Y

RESPONSE: We belfeve that the VA sincerely wants to know if there
are health hazards which result from Agent Orange exposure in

Vietpam and recognizes the need for a scientifically sound study to
provide that information. Moreover, it is our impression that the

YA js under tremendous pressure from veterans groups and from the
various oversight agencies. Some of this pressure has heen transmitted
to us in terms of inflexibility on the part of the VA. For example,
it 45 clear from our experience with the development of this protocol
and as reflected in the statements of several of the witnesses at

the hearings that the VA was not realistic in the development of

the guidelines for the RFP given the state of the records an spraying
missions and troop movements, Our initial contacts with the VA

were not with tndividuals who were 1n a position to make dectsions,
This has been rectified. Both UCLA and the VA are working towards

@ further coming together in our understanding of the reasonable
expectations from the contract.

QUESTION 2-A. Please describe the briefing you received from the
Department of Defense on the status and content of Army records that
relate to the development of an Agent Orange exposure index.

RESPONSE: We received detailed briefings from the Army on the

types of records avatlable, the locations of the records, their
general quality and the mechanics of searching them. These briefings
also included a detailed description of the record reviews undertaken
by Mr, Christian's staff, We were able to view a few selected
records which had been declassified, We received a similar, although
briefer, discussion from the Marine Corps.

These briefings were sufficient to gain an understan&1ng of the
complexity of the task of developing a detailed exposure likelihood
index but were not sufficient to develop the index itself.

QUESTION 2-B. To what extent did you have use of and access to DOD
personnal 10 _vyour work with the records;

RESPONSE: The 00D personnel have been willing to give us access to
the necessary records. However, we did not receive security clearance
which would give us access to these records prior to Novemher 1981,

QUESTION 2-C, Did DOD personnel physically locate records for you?

RESPONSE: Yas, they have helped locate history books and some
decTassitied records.
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QUESTION 2-0.({f) Uo you believe that DOD personnel were as cooperative
and helpful to you as thay should have been?

RESPONSE: Yes, we do believe that they have been as cooperative
and as helpful as thay should have been,

QUESTION 2-E. Did you consider hiring a military records expert or
requesting that one from DOL be assigned to work with you?

RESPONSE: We worked closely with Mr, Christianr who is probably the
most experienced and knowledgeable expert on the records.

QUESTION 2-F, I understand thal in late September or early October
Secretary Schwelker offered to provide personnel to assist you with
military records searches. Is that correcty

RESPONSE: No, we were not aware that Secretary Schweiker offerad
to provide personnel to assist us with military records searches.

QUESTION 3-A. With respect to security clearances for you and your
investigators, when and how did 1t become evident that you would need
security clearances?

RESPONSE: By early June after we had spent time with the DOD
personnal it became clear that it would be necessary for us to have
security clearance in order to evaiuate the necessary records.

GUESTION 3-B. How long did it take from the time i% became evident that
you needed such clearances until the clearances were granted?

RESPONSE: Clearances were obtained approximately five months after
we initially requested them from the VA.

QUESTION 3-C, HWho was responsible for acranging for you to receive
¢Tearances?

RESPONSE: The VA. The request was submitted to the Contract
Technical Monttor, Dr, Larry Hobsen.

QUESTION 4. 1 understand that, in your efforts to develop an exposure
indax, you learned that there was Defense Intelligence Agency satellite
photographs Trom which specific gradations of defoliation in Vietnam

algnt be ascertained,
QUESTION 4-A. Is that correct?

RESPONSE: Dr, 3pivey and members of the investigative staff have
wol yet seen the classified photographs of defoliated areas in
¥ietnam atthough we have requested such photographs, Dr. Spivey
has had an ongaing negotiation with the Dol to review the extent of
the photographic record and its potential usefulness,
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QUESTION 4-B, (i) Do you believe that these photos can be a useful
suppleient for the data pravided in the HERBS tapes:

RESPONSE: These photographs might be useful in validating the
Tnformation cbtained from the records of spraying maintained hy
both the Ariy and the Air Force. Unfortunately, current informa-
tion suggests that the moest useful photos were destroyed in routine
file maintenance programs,

QHESTIUN 4-8 gii} [if %esl Have-¥ou requested access to these photos and
what disposition has been made of that requeés
RESPONSE: On Friday, October 30, Dr, Spivey met with members of
the Defense Intelligence Agency. The DIA suggested that an experienced
photointerpretator with a secret security clearance be ebtained

from the US Geological Survey to read the fiim. Dr. Spivey transmitted
that reguest to Dr. Lawrence Hobson of the VA on the same day.

QUESTION 4-C. Is the information from these phetographs available to
supplement the tapes on a daily, weekly, or other basis?

RESPONSE: We do not know yet whether the ghotographs are available
on a dafly, weekly, or other basis, Our current impression 1s that
the photographs are not so systematically organized and labeled,

QUESTION 5. With regard ta your concerns about hias in the study that
Ted to your emphasizing the need for secrecy with respect to poth the
exposure Tndex and the specific heaTth cutcomes to be studled, numerous
reviewers expressed concern that such secrecy 1s neither appropriate nor
effective as a means of dealing with the problem of bias.

QUESTION 5-A, Do yah agree with many of the reviewers that your withholding
certain information in these areas effectively precluded the reviewers
from passing a competent scientific judgment on the protocol?

RESPONSE: Yes, we agree that it would be difficult to review the
protocel without additional information. We have now been informed
by the VA that we should not concern curselves about public access

to the protocol. This does not reduce cur concern about the problems
in carrying out a scientifically sound study of the possible health
affects of Agent Orange exposure in Yietnam given public access te
both exposure criteria and expected outcomes, We believe, as have
the Ranch Hand investigators and the Australian group, that it is
important that the respondents not know either their presumed
exposure category or the anticipated health outcomes. The questionnaire
content in the Ranch-Hand study has remained confidential.
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QUESTION 5-A (i) Isn't {1t possible to verify at least some reports of
medical complaints during physical examinations, thereby reducing the
ISk of inaccurale self-reporting?

RESPONSE: It will be possible to verify the presence of a number

of reported diseases through the physical examination as well as
through several of the laboratory tests which we will be recommending
in the revised protocal, It is also possible to ragquest verification
of reported diseases from the diagnosing physician or treating
hospital. It is more difficult to uncover the existence of diseases
which were not reported. Our previcus experience suggests that we
can uncover some of these by sending a general questionnaire to the
current physician, However, it is probable that there will still

be some conditions which were not reparted by the respoendents.

QWESTION 5-A ({1) Shouldn't a requirement of such verification be part
of the design for the cohort study?

RESPDNSE: Yes, and we have incorporated such into the revised
protocol to be submitted to the VA,

QUESTION 5-B. Although you made no mention in the draft protocol of
specific health outcomes that you believe should be addressed 1n the
study, have you 1n fact compiled such a 17st7

RESPONSE: Yes, we have a 1ist of suspected health cutcomes based
on the reperts in the literature and the preliminary results of
othar studies.

QUESTION 6-A. Do you believe that an exposure index can be developed
that will fake into account not only aerfal spraying of Agent Oringe,
but aTéo perimeter and ground spraying?

RESPONSE: It is not clear to us at this point whether it will in
Tact be possible to develop an exposure likelihood index which can
take into account not only aerial spraying of Agent Orange but also
perimeter and ground spraying. It 1s for this reason that we have
recomnended that a specific contract be let for the development of
that exposure Jikelihood indax.

QUESTION 6-B. How long do you estimate it will take to develop a satisfactory
exposure 1index?

RESPONSE: We have estimated a maximum of fourteen months given the
Tnformation we currently have at hand and assuming that security
clearance for all personnel has been abtained.
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QUESTION 6-C. MWhat additional resources—-in terms of funding, records

persannel, and other 1tems you believe essentiat--do you estimate will

be needed to complete an exposure Tndex?

RESPONSE: We have estimated that it would take an additional 14
months and $774,434 to develop an exposure likelihood ipdex and to
thoroughly evaluate the quality of the records on veterans in
sufficient detail to be able to predict the likely success of an
historical cohort study. From our discussions with Wr, Christian
and others it is clear that the records of the spraying distributions
and troop movements are not so well erganized as we and the VA had
assumed, 1t might be possible to provide the committee with a
negative answer [if that i the result of further investigation) on
the likelinood of being able to develop an exposure likelihood
index earlier than 14 months, Nonetheless, given the seriousness
of the question regarding health effects of exposure to Agent
Orange we feal it important to wake the most careful analysis of
the quality of exposure data and of troop movement records possible
before concluding that a study is or is not feasible.

QUESTION 6-D. Do you continue to believe that you will be able to

devalop an exposure Tndex af the company Tevei, as the draft protocel

suggests, or, as the Working Group suggested 1n Jts review, will such an
ndex have to be developed at the batallion level?

RESPOWSE: We belfeve that the exposure 1ikelihoed index will have
to be applied at the individual level, However, we feel that the
exposure likelihood will have to be assigned to the individual on
the basis of his cumulative company assignments. The exposure to
the companies will be developed by lookiag at grids which corrslate
troop movements and spraying operations. The individual will thea
be assigned the exposure of the Company in which he was at the
time, This makes several assumptions but would provide a more
precise estimate of exposure than trying to estimate exposure from
the batallion level. The batallions are too large to provide a
precise enough grid development. We also believe that it is not
possible to treat a company as a cohert per se because of the
considerable movement of individua) soldiers im and out of the
company due to overlap of seryice in Vietnam, temporary leaves due
to wounds or other reasons and transfers between Companies.

QUESTION 6-E. At the hearing, Dr. Houk discussed a possible role for

the Science Fanel of the Working Group o play in the deveTopment of the

exposure data, What are your views on this suggestion?

RESPONSE: We feel that the Science Panel of the Working Group

could be of assistance in the development of the exposure likelihood
index and would recommend that the group asstgned the task of
developing the exposure 1ikelihood index work closely with the
Science Panel.
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QUESTION 6-F. If an adequate exposure index cannot be developed, will

1t still be possible to conduct a study of Che health effects Wn Vietnam
vetérans of exposure to Agent Orange or will the study have to be Tinmited
to a study of the overall health status of ¥ietnam veterans?

RESPONSE: Our current thinking is that i% will be necessary to

evelop some measure of the likalihood of exposure in order to
ascribe health effects to the use of Agent Orange. There were, of
course, other herbicides which were used in Vtetnam and in many
wiys Vietnam service differed from service in Korea, or Europe. We
feel that a study limited to the overall health status of Vietnam
veterans will not address the question of Agent Orange. Although
we are aware of the fact that it has been suggested that the health
cutcomes of Vietnam veterans be compared to other groups we have
consideraible reservations about the ability to carry out a scientifically
sound study to meet that objective, We suspect that there were
considerahle differences ia the characteristics of individuals
assigned to service in Vietnam and elsewhere. It would seem very
difficult to separate out whether differences in the current health
status of Vietpam veterans were due to service in Vietnam or to
factors which were operative in determining that certain soldiers
went to Vietnam whereas others did not.

Chairman SimpsoN. I would like to recognize Senator DeConcini,
who has been a very helpful member of this panel on the Veterans'
Affairs Committee. Unless there are more questions, we will pro-
ceed on to the next witnesses, which are Peter Flynn, captain of
the Medical Corps, U.S. Navy, Office of the Assistant Secretary of
Defense for Health Affairs, the Pentagon, Washington, D.C., and
Richard Christian, Chief of the agent orange task force, Depart-
ment of the Army, Washington, D.C.

Good morning to you. If you will please proceed, Dr. Flynn, Cap-
tain Flynn,

TESTIMONY OF A PANEL OF REPRESENTATIVES FROM THE DE-
PARTMENT OF DEFENSE CONSISTING OF CAPT. PETER A.
FLYNN, US. NAVY, SPECIAL ASSISTANT FOR PROFESSIONAL
ACTIVITIES, OFFICE OF THE ASSISTANT SECRETARY OF DE-
FENSE FOR HEALTH AFFAIRS, ACCOMPANIED BY DR, JEROME
BRICKER, AND RICHARD 8. CHRISTIAN, CHIEF, AGENT ORANGE
TASK FORCE, DEPARTMENT OF THE ARMY

Captain FLYNN. Mr. Chairman, I serve, as you said, in the Office
of the Assistant Secretary of Defense and serve as the principal
point of contact within Department of Defense for matters relating
to herbicide orange and also serve as our delegate to the agent
orange working group and its scientific pansl.

I have with me also Dr. Jerome Bricker, to my right, who has
worked closely with me on this subject.

My remarks will be brief and general, mainly devoted to the con-
text of herbicide usage and study, with the purpose of providing a
broad perspective on the subject. DOD’s involvement in herbicide
orange now centers about the Ranch Hand study and military re-
cords research to delineate specific herbicide usage and exposure in
Vietnam. These are relatively independent topics and you will be
learning about both in more detail in this morning’s hearinﬁs.

I will devote my comments to the records research which, while
. not glamorous, is absolutely pivotal to all of the rest of cur ground
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troops study efforts and any documentation of personal exposure. It
is a difficult and prodigious effort and the Army has done a splen-
did f;Ob in supporting us.

The military use of herbicides was tested beginning in 1961, was
put into limited ogerational use in the following years, and then in
the time period 1965 to 1971 was widely used in Vietnam in pros-
ecu.cllting our war effort by denying the enemy cover, concealment,
and crops.

The methods of delivery varied from massive multiplane, fixed-
win% aircraft spraying missions through helicopter, vehicle and
small boat application——

Chairman SiMPSON. Caf)t.ain, could you brirl.%l that microphone a
bit closer to you, please? I think that would be helpful.

Captain FLYNN. Yes, sir.

Chairman SiMpP30N. Thank you,

Captain FLYNN. To highly personal spraying by individual sol-
diers with versions of the familiar garden sprayer. The sites of ap-
plication varied from enemy territory to lines of communication to
our own base perimeters. Approximately 10 percent of the South
Vietnamese mass was sprayed with herbicides.

Herbicides were so widely used in Vietnam that it is difficult to
find individuals whom we can say with certainty were not exposed.
Lack of Vietnam service is no guarantee either, since the compo-
nents of herbicide orange were widely used in the United States, in
excess of 100 million gounds of phenoxy herbicides were applied
there between 1961 and 1970. For example, at that time GSA cata-
logues listed 36 phenoxy herbicide stock numbers available in var-
ious packaged quantities for Government use.

e use of herbicide orange was suspended in 1971 when con-
cerns were raised about its human and ecological effects. Beginning
with the National Academy of Sciences gtudy in 1972, extensive sci-
entific research has failed to either conclustvely prove or disprove
that low levels of exposure to orange or its contaminant, dioxin,
will cause ill health in men. Today we are still trying to answer
that same question.

As the conditions of combat controlled and influenced herbicide
orange’s use, s0 combat still influences our efforts to study its use.
We are using combat records generated under trying and uncertain
circumstances for entirely different purposes than those to which
we now put them.

There are errors, there are gaps, and while the records were ade-
quate for combat purposes, they may be entirely inadequate for
epidemiolc:fical study. When the records were retired, they were
hastily and often inaccurately boxed and we are now confronted by
40,000 shelf-feet of typed records which are understandable only to
knowledgeable and experienced historians. It i3 a formidable
undertaking.

Because of widespread concern about ground troop expesure to
fixed-win aprayinéeand using approaches and techniques initially
developed by the General Accounting Office, our initial efforts fo-
cused on various military units in the field. We had hopes that this
would be fruitful but, as you will learn in more detail, these efforts
have met with frustration and disappointment at virtually every
turn.
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Looking for alternative groups of potentially exposed individuals,
we have recently begun to examine the records for evidence of ex-
posure which may have arisen from perimeter and lines of commu-
nication spraying, and from herbicides rapidly dumped from air-
craft under various emergency situations.

The knowledge of these “abort” missions is not new, they having
been mentioned on page I1I-34 of the 1974 NAS report, but detailed
examination and verification of them is. You will learn of our prog-
ress in this investigation, it is still evolving and the numbers must
be considered preliminary.

The records examination is an ongoing process, the more we
look, the more we will find. We are concealing nothing, but much
remains to be found as the vast majority of records remain unexa-
mined. We are working from multiple sources which permits con-
firmation of data but also presents the risk of duplicate counts as
well. Undoubtedly there are a finite number of events relating to
herbicides; we do not know how close we are to them but there will
come a time of diminishing returns for the effort invested,

We will continue to work actively to find the answers. We are as
anxious as anyone to have the matter settled. We must bring all
the modern expertise to this task that we can but, at the same
time, we must be careful not to impose today’s knowledge, stand-
ards and beliefs in judging events that occurred over a decade ago.

Chairman SimesoN. Thank you very much, Captain. And now
Mr. Christian, pleage.

Mr. CHrISTIAN. Mr. Chairman, members of the committes. I am
the Chief of the Army’s agent orange task force, Office of the Adju-
tant General, Department of Army. It is a pleasure to appear
before the committee to discuss the Department of the Army’s role
in agent orange, the records of our involvement in Vietnam,
ground troop studies, and aborted missiona,

Our role is a key one because we have custody of the records.

In early 1980, tge Department of Defense held the first full-scale
meeting on agent orange. The Veterans’ Administration had asked
for the names and addresses of all Vietnam veterans who may
have been ex to agent orange—a major undertaking since 2.4
million members served in Vietnam. An assessment of what it
would require in terms of resources indicated that it would cost be-
tween $27 and $41 miilion and take 8 to 4 years to obtain the infor-
mation desgired.

There were no documents created to record exposure to agent
orange. We are faced with manually searching some 40,000 linear
feet of combat records to provide information on ground troop loca-
tions. The locator data is often generalized. We have to examine
several types of documents, combat operations reports, situation re-
ports, and other categories of records.

We began a series of studies to determine the feasibility of recon-
structing the movements of combat battalions, Three battalions
were selected. In two battalions we were able to place a small
number of troops within 1 kilometer of a target area within 7 days
after a Ranch Hand spray mission, From our analysis, we were
able to retrace by grid coordinates the movement of each battalion
for over a year.

#1212 O—82——17
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Following the ground troop studies, we retrieved the records of
all chemical units that served in Vietnam. We have located records
on defoliation missions which were conducted by tank truck, river-
boat, and helicopter perimeter spraying. In addition, we uncovered
records on a ground leak of herbicides from one of our storage
facilities.

We have provided Dr. Spivey of the University of California, Los
Angeles, with detailed briefings on the records collection from Viet-
nam, and furnished him with the battalion studies and several
other documents. We are continuing to support the Veterans’ Ad-
ministration in this important effort. I hasten to point out that lo-
cating records and documents on agent orange and identifying
troop movements has proven to be a difficult task and only the
start of an exitensive records retrieval effort. There are no locator
or automated systems we can use to locate the data we need.

After the ground troop studies, we were asked to find the names
of the individuals in these units. In one battalion, there were 2,400
troops who served during the 1-year period selected which was July
1967 to June 1968. We were also asked to identify troops that were
not exposed te any sprayed areas. For purposes of a control popula-
tion, we selected a battalion at Cam Ranh Bay. The helicopters re-
gaired by this battalion were later found to have been used for her-

icide spray operations. Therefore, the battalion did not qualify as
a nonexposed control population.

We were assigned a task by the White House Agent Orange
Working Group to locate troop Eopulations with possible exposure
to intense concentrations of herbicides. We chose units that might
have been operating where herbicides were jettisoned, During this
phase of our research we located a listing of general information
on aborted missions and additional incident reports. I have pro-
vided detailed information concerning thiz in my written
testimony.

We were able to say that we had records on approximately 90
aborted Ranch Hand missions. However, only 28 of these 90 could
be fully decumented in the paper records retired from Vietnam. By
matching the aborted mission locations and troop concentrations,
we were able to suggest further study of a group of service person-
nel who may have been in the aborted mission areas,

Much progress has been made in our research. We have now lo-
cated about 174 incidents of possible exposure. We learned that
there were situations of jettisoning the herbicides on and off tar-
gets, spraying off target, plane crashes, a runway spill, and leaks.

In a further effort to find a non-agent orange exposed population,
we are currently examining the spray missions and troop locations
prior to 1965,

In conclusion, in addition to the already described searches, we
have answered hundreds of requests from concerned veterans and
govided them with whatever pertinent documentation that could

found. During the past year, we have worked very closely with a
number of veterans’ organizations and provided them with brief-
ings on the ground troop studies.

is concludes my presentation. I would be most pleased to
answer any questions.

Chairman S81mMpsoN. Thank you very much.
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[The prepared statement of Richard S. Christian, Chief, agent
orange tagk force, Department of the Army, follows:]
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PREPARED STATEMENT OF RICHARD S. CHRISTIAN, CHIEF, AGENT ORANGE TASK FORCE,
DEPARTMENT OF THE ARMY

Mr. Chairmen sand Members of the Committee:

1 am Richard 5, Christian, Chief of the Agent Orange Task Force,
OFfice of The Adjutant Genera{.‘ueadquarters. Department;of the Army.
1t iz a pleasure to appear before the Committee to discuss the Depart-
ment of the Army's current role in the Agent Orenge issue and its con-
corn about the possible health effecta in Vietnsm service personnel.

I should like to review fior you our activities to date and pravide you
with information about tﬁg records of our involvement in Vietnam, V.S,
ground troop studies, and research on aborted herbicide spraying mig-

sions. - o

Since 1978, my office has participated in imny of the events lead-
ing to the national attention now focused on Agent Orange. Our 1ole
is & key ome because we have custody of the records created by the Army
and joint activities that were in Vietnam.

There were two early major actions that brought us into direct in-
volvemeot in Agent Orange. The firat action was the DOW Chemical Com-
pany litigation: Although we are nat a party to the litigation, we have
8 responsibility to provide documents in response to discovery notices,
The other action was the General Accounting Office review dealing with
records of the units near herbicide epraying.

Military Departmenta and the Veterans Administration, in early 1984,
hald the first full, scale meeting on Agent Orange. The previous Admin-
istrator of the Vetorans Administration had asked for the namez and ad-
dressen of allj. the Vietnam veterana who may have been axposed to Agent

Orange. This would have certainly requirsd a major undertaking sinca
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some 2.4 million members of the Armed Forces served in Vietnam, Fol-
lowing the meeting, the Defense Department ordered an assessment of

what it would take in terms of rescurces to respond to the Veterans

Administration request, We were asked to provide cost estimates and &
time frame for completion. We estimated at that time thet it would cest
betwgen 27 and 41 million dollars and take from thres to four years to
obtain the information requestéd. This was the beginniong of a long
series of tasks that have?increased our workload tenfold.

We now have a full tile staff of 3 and make use of significant
amaunts of time of 2 oth;r employees.

On 14 August 1980, we took actiom to prevent destruction of all Apent
Orange related records for any reason and required that they be held in
place until further notice. In addition, we requived each custodian to
furnish us with an inventory showing the type of records and their lo-
cations and volume. We notified the General Services Administration te
"freeze" destruction of the records in its centers pertaining to herbi-
cides, '

I should point out that there were no decuments created to record
wxposure to Agent Ovange. There was no requirement to do so sioce the
herbicides were not conaidered toxic. As a result, we are faced with
manually searching some 40,000 linear feet of combat vecords to provide
information on ground eroop locations. The locator data prepared by
soldiers or Vietnamese employees im often generalized in nature and
does not identify individual documents conteining Agent Orange informa-
tion, Becasvse of Lthese two conditfons, we hayw to examing several types

of documents. For example, to determine where s particular unit was at
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a given peried of time, combat operations veports, unit daily journ-
als, sitvation Teports, unit histories, and gaveral other categories
of documents must be examined. , f

in May 1980, we began a series of studiea to determine the feasi-

bility of reconstructing the novements of combat battalions in Vietnam.

Three battalions were randomly gelected snd their records were thorough-
ly scrutinized. These ‘efforta were to pinpoint company size units by

Tniversal Transverse Me{catOr coordinates on a day-te-day basis and’ not -
to establish the wheresbbuts of individual service members. We matched

the daily unit grid coordinates against the HERBS tapes to obtain com=
pany proximity to spraying missions. HNormal battalio; records holdings
are approximately 20 linear feet per unit for Vietnam. Iw 2 battalions,
we wers able to place a small number of ground troops within 1 kilometer”
of a target area within seven days after an Operation Ranch Hsnd herbi-
cide spray mission. From our analysis, we were able to retvace by grid
coordinate the nnvemenF of each battalion over 2 full year. The cost
was $3,500.00 per battalion; each battelion study requirad 265 manhours,

Following the ground troop studies, we retrieved the records of 2il
the U, 8, Army chemical units stationed in Vietnam. These units includ-
e&d about BOO people. We have located records on defoliation misgions
which were conducted by tank truck, river boat, and helicopter perimeter
spraying. 1In addition, we uncovered records on a ground leak of herbi-
cides from one storage facility. The chemical unit project is continu-
ing as fast as we can review the records,

There sres several other specialiéed search efforts planned or under-

way at the present time, such a3 examination of the total Military
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Assistance Command, Vietnam (MACVY) staff collection and the Historical
Informacion Management System developed by the MACV Historian. 1In these,
we have a great deal more work to accomplish, We anticigate that many
more categories of records will have to be located and researched for

morbidity and wortality studies, .

4

Whan the Veterans Administratiown contract far the protoecol develop-

ment of the epidemio!ogigal study was awarded to the Univeraity of Cal-
ifornig, Loz Angeles, we jprovided Dr. Spivey and his investigators with ."
informstion on the records collections From Vietnam. Further, we pros -
vidaed them with maps, the HERBS tapes, and several othgr documents for
their atudy. We are continuing Lo support the Veterans Administration

in thiz important effort,

During the time the University of Californie, Los Angeles submitted
its proposal for a pretocol, we provided the Office of Technology Asses-
gment information on the Vietnam recorda collections and our ground
troop studies. B

I hasten to add thai locating documents on Agent Orange and identi-
fying troop movementa has pravem to be only the start of an extensive
‘records retrieval effort. Ounce the records are located, it is neceasary
“to compare one category of records (e.g., spray records) with other rate-
gﬁries of records {e.g., troop location reperta). 1In addition, a time-
conguming, cross—checking of records to detect, correct, and explain in—
consistencies is also ofeen necessary: And further, we have consistent—
ly found time and location gaps in the rvecords. 1In short, there are no

sutomated systems we cen access to locate the data we need. There were

simply no data bases established to provide this type of information.
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Afear the ground troop studies, we were asked to find the names of
the individuals in the unite. In ona battelion there were 2,400 troops
who gerved during the one year pﬁriod aelected: July 1987 o June 1968,
In addition, we were asked to identify troep unite that were not expos-

ed to any eprayed areas. We selected a battalion stationed at Cam Ranh

"L

Bay for this purpose. This battalion was a helicopter maintenance or-
ganization operating om s'cunv;rted aircraft carvier, the Covpus Christi
Bay, anchored at Cam RanhrBay. Identification of this unit as a candi- .
date foy non-exposure to berbicides was unsuccessful. The battalion .
had to be excluded from the study because it was learmed that the heli-
copters baing repaired had been used for herbicide spr;y operations and
were likely to be contaminated,

Host recently, we were assigned the task by the Agent Orange Work-
ing Group to conduct additional research projects regarding troop ex-
posure to herbicides, It was thought that possibly more intensze concen—
tration of herbicides could have yesulted from emergency jettimons from
the aircraft. ’

We began developing information on those unita that might have been
4n close proximity to the areas where herbicides were jettisoned. Firat,
e located a listing of aborted missions which was developed in 1972.

The listing provided general information about each mission end its lo-
cation. We then searched the Vietnmam locator data for records retire—
ments and found what were called "incident reporta™. These reports were
brought in from the General Services Administration Records Center anpd

matched up with the printout. This data provided us with precise infor-

wmation on geographical locations of herbicide jettisons. We them plottad
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the aborted missions on & 1:250,000 map of Vietnam, From the statisti-
cal reports created by the Military Aseistance Cowmand, Vietnam, we were
able to obtain the locations and quarterly end stremgth of U. 8. troops.
At the time of the Bealth and Human Services press conference, we
were able to say that we had records on approximately 90 aborted mis=-
sions, However, only I8 of these 90 could be Eully socumented in the
paper records retired from Yietnam. Obviously, more searching was re-

; . i . PSP
quired. Thirty-nine of these migsions resulted in jettisoning Agent e

Orange. By matching the #borted mission locations and troop concentré-
tions, we were able to s;ggest further study of a group of service perl
sonnel who may have received a higher exposure to herhiéides having been
in the abotted.mission areas, as oppesed to troops who magy have been ex—
posed-to a moderate or lower exposure in the jungle, under canopy cover.
Thig was the primary resson why we embarked on the search for recoerds
of aborted missions. 8ince the end of September 1%8l, much progress
has been made in our research and we have now located data about 174
incidents of possible exposure. We felt the need to expand the under-
standing of data on aborted missions. The Following information on in-
‘cidents is therefore provided:
* + We have evidence of 37 jettisons that were clearly not within the
target arvea., Of these, 16 have been estimated as jettisoned Agent Orange.
There are 13 jettisons for which we lack information about the type
of herbicide involved.
There were 27 instances of jettison on target which presented higher

chemical concentrations due to dumpifig through a 10 inch valve.

Records of spraying wrong targets were noted in 23 sityations.
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We can document ! plane crash with Agent Orange on board.

There may be 7 other crashes with herbicide paylcads. There vag
one apill on a runway when the p{ane vas taking off.

In 1972, a listing of aborted missions weas prepared for use by the
National Academy of Sciences (NAS)., This abart list contained 62 ew-
tries which we later found to cover 73 aborted missioms. In reviewing
and substantiating the list with other documents, we have determined

:
that 58 other aborted missions did not involve herbicide dumping.
Rather, we belisve each gircraft returned to base with the herbicide
on board or it never got off the ground.

Indicatiﬁns are there were 162 aborted missions. 6f those, we have
been able to document 150 incidents. Thus, 12 remain unverified. We
have not plotted 41 incident locations because we do not have precise
grid coordinates. The records are sketchy in texms of exact location
information, As au example of the problem we are emcounteriog:

0f 73 listed aborts, only 3 were verified jettisons.

58 were due to main£enance or weather problems and not to battle
damage .

And 12 are still uaverified. We have found rvecords indicating an

‘aaditional 12 aborted missions which occurred in 1965 that we cannot
document .

In summary, we have records on B9 aborted missions documented in the
Vietnam Eiles and 73 aborted nissions on the 1972 listing.

Research continues on the herbicide incidents. We can place troops
in several aituvations of possible ex;asure such as Ranch Hand spraying, -

aborted missions, perimeter spraying, and leaks.
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Concurrently with the aborted mission study we were asked by the
Agent Orvange Working Group Science Panel to examine the apray missions
and troop locations prior to 1965, The objective wae to identify per-
soﬁnel during the early part of our involvement in Vietnam when spray-
ing activity was low. Prior to 1965 we have no HERBS tape documenta~
tion, What we are attempting to do, therefore, ie to locate gil the
records available between:1961 and 1964. Wa have alresdy begun exami-
nation of the recorde involved. The sesrch invelves 125 linear feet'of -
filea which will requirs,;xtensive research. '

In conclusien, the Army has responded to requests for recorda and
information from all the agencies involved. We have answered more than
400 requests from concerned veterans and provided them with whakever
pertinent documentation that could be found. We will continue to do
go. During the past year we have worked with all the major veterans
organizations., We have provided meny organizations with detailed brief-
ings on the ground treoop studies and records situations.

I shall be most pleased to answer any questions.
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Chairman SimesoN. It is certainly apparent that we face tremen-
dous difficulties trying to sort through the vast number of records
that need to be manually searched. _

I would wonder if the Department of Defense has any plans to
direct any more resources to that effort. If so, could you provide us
details as to what you would intend to do with such resources? That
would be helpful.

The records apparently must be searched by hand, and the troop
locations apparently are not coordinated with the spraying loca-
tions in any form. Would it be helpful to have a professional
person, an epidemiologist, assigned to work with you and your
group? Would that be of assistance in trying to make some sense of
the records or would that be an feckless effort? Would you com-
ment on that, Mr. Christian?

Mr. CHrISTIAN. We recognize that it takes records management
specialists to retrieve and organize the records that UCLA would
need. We also recognize that the make up of the records is certain-
ly not such that an epidemiologist can examine them. However, it
certainly would be helpful to have an epidemiologist working with
us on a day-to-day basis as we begin to search for the records,

One of tﬁe problems we have is that we don’t know what precise
records UCLA is looking for. We would work much better if some-
one rwzriguld place a definite requirement on a specific collection of
records.

Chairman SimpsoN. Extraordinary request.

Captain, if you could, explain to the committee the ways in
which the Department of Defense could be of greater assistance to
the VA and te the parties doing the protocol and the study on-
agent orange. Are there some avenues which have not been ex-
plored, with respect to declassifying records or providing security
clearances for persons invoived in the study effort? I would like
your thoughts on that please.

Captain FLYNN. Well, the matter of the security clearance for Dr.
Spivey and his researchers I believe has now—has been settied and
thatrde has clearance which gives him access, full access to the
records.

Chairman SivpsoN. What was the reason for the delay in obtain-
ing that clearance?

Captain FLynN. I think basically I would say that it was a break-
down in communications. It was sort of realized too late by every-
bodyrdinvolved that he needed this clearance for access to the
records.

Chairman SmpsoN. Now, go ahead, I interrupted your response
to the question.

Captain FLYNN. In terms of what DOD might do, basically 1
think at this point it would be the judicious additional application
of the people to work with the records and whers, as a matter of
fact, are in the process of doing this now, of seeking another four
individuals to work in the Army task force to provide records.

Also at this Boint we have requested the Air Force and the Navy
who—the Air Force with the exception of Ranch Hand have really
only been peripherally involved in the ground troop locations to
also form within each of the services a task force to be prepared to
respond to requests for information about things that they hold
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within their records as now we begin to look at camp and base pe-
rimeter sprayings, spraying from riverine operations and things of
this nature.

Chairman SimprgoN. With regard to the recent examination and
verification of the aborted missions mentioned in your testimony,
the numbers apparently represent preliminary information. Can
you speculate on how many more of those types of missions might
be uncovered as you continue your records search? I would be in-
terested to hear a general figure,

Mr. CHrisTiaN. Mr, Chairman, first of all, we learned early in
our search that we were uncovering not only precise records on jet-
tisoning of herbicides but we were also identicflying records that in-
dicated sgraying on the wrong target and dumps on target, Of
course, when you have a dump on the target right after the regular
spraying, there is a higher concentration of the herbicide.

We are continuing with this investigation. It is by no means com-
plete. Every day we are uncovering new records from both the
Army and the other services. At this time I cannot give you an es-
timate ag to when this phase of the research will be completed,

Chairman SmmpsoN. | understand that there is some highly classi-
fied photogr%Phs which rather clearly depict the areas that were
sprayed in Vietnam. They are apparently clear enough to show
varying degrees or levels of defoliation.

What can you tell us about those photographs and their avail-
ability? If those photographs are too highly classified for those par-
ticipating in the study to interpret, is there any reason why some
other persons have not heen given the task of interpreting the data
that those photographs might produce? Are there any links be-
tween the Department of Defense and the Veterans' Administra-
tion in that effort?

Captain FLYNN. It was hoped that perhaps intelligence photo-
graphs taken during the course of the war might provide confirma-
tory evidence about the location of spray sites. Indeed, we have
been in touch with the Defense Intelligence Agency. We have pro-
vided them, at Dr. Spivey’s selection, dates, and grid coordinate lo-
cations to try to see what their photographic collection might
afford us.

We had a meeting with them perhaps 2 to 3 weeks ago now and
at least after the initial pass through the records, firat of all, it was
found that very little of the ground area under question was actu-
ally included in the photographs, or say was covered with cloud
cover.

Additionally, the problem appears to be that the resolution of the
photographs, which are in black and white, are insufficient to pro-
vide information about spray tracks. An additional increment of
places and locations has been provided and are being looked into to
see if this can be of any help to their efforts.

Chairman SimMpsoN. I think, Captain, that it is essential that we
establish the fact that the Department of Defense is actively par-
ticipating in this effort. We have clearly established that the De-
partment of Defense is attempting to help us determine an expo-
sure index as closely ag possible. It is obviously a very difficult task
to define the levels of exposure for these veterans who served in
Vietnam during the time that agent orange was used.
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But even as I review the reports of Mr. Christian’s efforts and
his excellent background, I must say I have difficulty seeing why,
with all the resources available to the Department of Defense, that
the agent orange task force actually consists of Mr. Christian and
two other employees, plug gome staff time from two other workers.
I must ask you to comment on the DOD effort in general, with re-
spect to agent orange and the serious lack of manpower being uti-
lized. And specifically, please comment on your plans to expand
this effort of the agent orange task force at DOD.

Captain FLyNN. Yes, sir. First, and perhaps most specifically, we
are in the process, as I mentioned earlier, of securing four addition-
al people to work with the tagk force full-time to supplement the
efforts that have gone on already. By and large, our approach up
until now has been a rather selective one. We have gone into the
records te basically see whether a given approach would prove
fruitful or not, rather than an effort to go into the records in a
wholesale fashion.

Ag we mentioned, we tried the ground troops records and have
found difficulties with them. We have then, in turn, turned to
other areas. So, this has been generally the approach we have fol-
lowed. There is a sort of very delicate interplay between what the
records will allow the epidemiclogical study to accomplish and, in
turn, the burden that the eventual study will impose on the rec-
ords management. And we have tried, by working closely with the
Army and working through the science panel, particularly of the
Agent Orange Working Group, to key our efforts to their require-
ments and needs.

Chairman SimpsoN. It seems there is much to be done with those
types of problems, especially the manual search methods, We will
be working closely with you on that.

Unless other members of the panel have questions, we will now
move on 1o the next witness, 1 thank you very much, Captain
Flynn and Mr. Christian.

Captain FLyNN. Yes, sir,

Chairman SiMprsonN. We appreciate that very much,

[The response of the Department of Defense to written questions
submitted by Hon., Alan K. Simpson, chairman of the Senate Com-
mittee on Veterans' Affairs, Hon. Alan Cranston, ranking minority
member of the Senate Committee on Veterans’ Affairs, and letters
dated December 28, 1981, and February 5, 1982, from the Depart-
ment of the Air Force to Hon. Alan Cranston, follow:]
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RESPONSE OF THE DEPARTMENT OF DEFENSE TO WRI'ITEN QUESTIONS SURMITTED BY

HON. ALAN K. SIMPSON, CHAIRMAN OF THE SENATE COMMITTEE ON VETERANS'
AFFAIRS

Question 1, Mr. Christian's testimony mentions the
- difficulties e and his staff face trying to sort through the

- vast number of records that need to be manually searched, T
~would like to know 1f Dell hag any plans to focus more resources
i in this effort and If so, if you could provide some detaile it
:would be very helpful.

Answer 1, Up to the present time, the Army and Marine
records personnel have conducted a series of test studies with

- regard to the records retrieval and analysis process, These
" studies were undertaken at the request of our office for the

purpese of providing the Interagency Working Group and now the
Agent Orange Working Group with information about our capability
to retrieve records, thelr relative accuracy (e.p., morning report
entries), and our ability to predict and establish troop unit
operating locatiens near fixed wing alreraft spraying tracks as
presented in the HERBS tape., We also conducted studies to try

and locate units which we conuld state with confidence had had no
exposure to herbicides. All of this information was immedfately
reported to the Sclence Panel of the Interagency Working Group.
The objective was to provide the Science Panel with sufficient
information so that the epidemiologists and other scilentific
members could determine 1f the development of an acceptable
protocol was feasible, We have deliberately gone into the recoxds

" in a very selective fashion, There is a delicate interplay between

the records and the study. On one hand the tecovds will 1imit the
kind of study that can be done and, on the other hand, the study
will decermine the kinds of record research that will be needed.
This is a back and forth process and will not necessarily be
significantly accelerated by a massive assault on the records.

Our office continues to work with the Army Agent Orange Task
Force on a daily basis. In Dctober we began to gear up for new
information request from the Science Panel and discussed thelr
needs with Mr, Christian. The Department of the Army has provided
four new manpower spaces together with the necessary FY 1982
funding. Position descriptions are in development and hiring will
take place in the near future. We believe this 100% augmentation
of their manpower will cover their needs for the near future.

On 10 November 1981, our office also requested the Departments of
the Navy and Alr Force to establish thejr initial cadres of
personnel for similar Agent Orange Task Forces to further assiet
us in persuing records searches and records retrieval in the Navy
and Alr Force records ayatems. We requested a minimum of twoe to
three perasoms be made available as necessary to meet Science
Panel requirements and as a standby group to support the Veterans
Administration in records searches as nesded. We will monitor
future records personnel requirements and seek additiopal
personnel as needed. The Agent Orange Working Group is aware of
the additional resource requirements posed by the various study

‘efforta,
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Emestlon ZA.  Have ynu previously requested funds through
the Army's budget to obtain additional staff for work on records?

Answer 2ZA. No we have not, although it may be necessary
in the future.

Eﬂgstion 2B. If these raquests were denied by the Army,
what waa the reason for denial?

Answer 2R, The recent Army request for authorization of
four additional spaces for the Army Agent Orange Task Force was
very expediticusly handled by the Department of the Army manpower

‘and comptroller staffs giving Mr. Christian the aurhority to hire
the _nécessary additional staff members.

stion 3. ~ Please explain o the CommitEee the ways
in which Dol can bé of greater assistance to the VA and to the
parties doing the protocol and the study of Agent Orange than
they have been to date. I mean by that are there some avenues
which have not been explored with respect to declassifying records
or providing security clearances for people involved in the study
effort?

Answer 3.  We believe that the Department of Defepse has
provided full assistance to the Veterans' Administraticn beginning
in the Spring of 1980 when initlal meetings were held with VA
representatives. TFull briefings were given on the 40,000 shelf
feet of records now in storage pertaining to the Vietnam war. A
series of battalion studies deaigned to locate troop units opera-
ting in close proximity to the Ranch Hand herbicide spray tracks
were done by the Army and Marine records persomnel at the direction
of the Dol. Subsequent location and listing of the names of about
2,400 members in the lst of the 1zt Air Cavalry Divislon was alsa
done st our request. All study reports were immediately provided
te the Interagency Working Group to Study the Possible Long-Term
Health Effects of Phenoxy Herbicides and Contaminants. The VA was'
a full member of this Working Group and was thus kept constantly
informed of the status of the DoD sponsored records searches.

Dr. Spivey of the UCLA team was provided extensive briefings
by the Department of the Army and Marine Corps records personnal
concerning the battalion studies, including both successes and
problemg, In addition, Dr. Spivey's group was provided with.a
complete HERES tape, hibliographies from Defense Technical Infor-
mation Center (DTIC) on special topics, a geographic gazetteer of
Vietnatm, maps of Vietrnam, and other records including the battalion
gtudies. Declassification is not considered to be a wvalid problem
with respect to the development of a protocol. Initlatioen and
follow through of the necessary security clearances for contractor
personnel 1s the responsibility'of the sponsoring contracting
‘agency. In our opinfon no significant documents were ever denied
Dr. Spivey on the grounds of being classified. Whenever documents
were found that might prove of value, immediate declassification
reviews were carried out.
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Question 4A. In your opinion, aré the HERBS tapes
accurate?
Answer dA. They are reasonably accurate, considering

. the conditions under which the basic data were generated. Much

obvioualy exroneousg data was never entered in the first place.
There are problems with the remaining data, but 1t 1z difficult
to say at present how severe they are.

) Question 4B. How have they been verified since the end
of the war, as accurate measures of whers and how much Agent
Orvange was actually sprayed?

Answer 4B. Ho, the HERBS tape have not been verified
gince the end of the war. The National Academy of Sclence report
also noted data problema, The National Academy of Sclence raport
{pg. III-39) stated that it was necessary te correct for 575
missions with faulty location records and to eliminate 303
missions having erronecus location records which could not be
corrected., It was further stated that information and estimates
for herblcide opervations not covered by the HERBS tape may account
for an additional 2,400,000 gallons {all agents) and 540,000 acres,

“go that the HERBS tape data account for about 86% of all herbicide

operations. We are now seeking the basic data sources to see if

it 1s possible to confirm the information in the tapes.

Ouestion 5. It seems to me that we need to do a
thorough and comprehensive search and cataloging of available
DoD records, films, and reports before a feasibility study for
the epidemiology study is undertzken. How long would such a
record indexing take, and how much do you estimate it would
coat? '

Answer S. The Army very recently has begum a computer
indexing process which will contain the document locatdionm,
author, date, and summary (if available) of all known records
pertinent to the subject of Apent Orange under the control of the
Department of the Army. Since 20 November 1981 the Army records
stafif have entered over 200 records, They estimate that they
will be able to enter 1100 records per month., The cost is being
borne by the Army at a rate of 88 manhours per month for a
monthly cost of 5345.00, It should take ahout four months to
enter the documents which the records staff are now aware of.
1t seemsa that more documents pertinent to Agent Orange are

- eonsistent]ly being found. The Army index, however, is presently

limited to documents which contain known Agent Orange information
and other data., The index will not Include listings of all
battalions and their locations, or their relationships to
herbicide spraying as this is presently beyond the capability of
the staff.

#1-212 Q—-g2——18
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A reasonable time estimate and costing projection is not
available without more definitive information as to the depth
of search of the records and the cataloging requirements and auch
other factors as “key word" search capability. A great deal
depends on the requirements to be levied by the VA in the actual
accomplishment of the epidemiological study of veterans exposed
to Agent Crange. The forty thousand linear feet of records do
have various record yetirewent indexes with s degree of
rgpacificity, and these are the indexes that have been used to
iproduce the battalion studies and the aborted mission research.
-We believe that an unfocused major indexing project started at
this tine without guidance as to gpecific information needs could
‘he very expensive and use reaources that might be better applied
elsewhere.

stion 6. Can individual estimates of exposure to
Agent Orange be developed from available records?
Answer 6, Only with the greatest difficulty and then

only, if the epidemioclogists are willing to accept a series of
graded exposure indexes ranging from probably high to extremely
low. The Problem really centers on the definition of an
"exposure index" and the degree of precision required. 1In
discusaing an axposure index it is important to define precisely
what 18 meant by the term. When I use the term I mean the
following: It is a measure or estimation of the amount of a
given substance present at a specific tiwe and place. In the
case of Herbicide Orange it takes the follewing kinds of factors
into consideration: The composition and concentration of the
herbicide, its rate of application, its rate of evaporation,
absorption inte leaves, its dispersion subject to meterological
conditions and finally its rate of decay and detoxification in
air, foliage and soil. These factors then allow potential
chemical exposure to be calculated with vangea from none to
maximal and may well be able te be characterized by numerical
values for the various constituents of Orange. In general this
may be constructed quite independent of troop movement and
location investigation based on available test data or on studies
that would provide the data. On the other hand the troop record
studies allow us to place or estimate the location of an
individual persen or wnit so that an estimation of exposure may
be generated. Substantial difficulty in fixing either the amount
of herbicide present In the environment or peoples exposure to
it may sericusly impair the ability to carry out a satisfactory
epldemiological study.

The best we may be able to do ie to estimate the average
exposure of an operational wait and then postulate that same
exposure for all members of the unit.
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EIEStiOn 7. Do you believe available records can be
used ko éstimate Che probability that companies operated in or
near sprayed areas?

Answer 7. Yes, we think it 1le possible. There will,
howEVer, always be some uncertainty.

Egggtlon 8A. Besed on already completed records
:searches, vou believe you can identify units {companies) with
_different probabilicies of exposural

Answer BA., Yes, it seems probable that we can, but more

‘work on this aspect of the records will be necessary to make this
assertion with certdinty.

fEeStlon 88, Do you believe this is the best estimate
*of exposure wnlch can be developed from avallable records?

Answer 8B. Other than Ranch Hand persomnel, yes it is.

stion 9, Have you located any unit records where

the unit describes being sprayed by Ranch Hand missions?

Answer &, We have located records from the I1 Corps
Advisory Group, U.S, Military Assistance Command, Vietnam which
desecribe defoliation missions being flown by aireraft over static
positions of the 10ist Airberne Division and the lst Cavalry
_Division (Air Mobile) located in the An Khe Pass and Mang Yang
Valley during combat operationg in Dacember 1965.

' ?uestxun 10, Would you explain the process by which
an individual’s record is researched to establish data which

could be used to establish an Agent Orange Exposure Index?

Answer 10. Actually, it is necessary to search sev-
eral different types of organizational and personnel records.
.For ingtamce, brigade situation reports, amd battalion daily
Journzls provide information on the day to day locatilons of the
unit. Unit morning reports record present for duty information
on individuals. JIn addition, there were herbicide reports which
contain spray data. By matching the unit locations with the
herbicide reports, it is possible to determine whether an element
has been in a base camp, fire base, or “Ranch Hand" target area.
A review of the appropriate morning report of the unit under
investigatien will verify whether the individual was present for
duty at the time. The remaining portion of the research is then
in the individual's personnel and medical file for verification,
such as duty assignments, arrival and departura, and treatment
for illnesses while in Vietnam. The entire question as to whether
sufficient data for an index has been established depends on the
findings of an epidemiqlnsist.
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Qggstlon 11. How much time would you estimate that it
takes to accomp this task for each record?

Answer 11 The time it takes to search an individual's
personnel file ia relatively short. All that 1s necessary is to
verify Vietnam service, his or her unit assignment, duties, and
medical records. Although the records of a single soldier can
be reviewed in two hours or less, it may require several weeks to
obtain all the records froa the records centers. The length of
time to research unit morning reports takes longer. Lt took 30
man days to examine and record ome year's morning report entries
for one battaliom of 2400 names to validate present for duty
status. The next step is to retrieve and research organizational
records to account for wnit locations during operations. Locating
the records and detailed research took two months for one combat
battalion. In some cases we have found voids in locations of a
given unit for varying lengths of time, up to six months in one
Instance, There were 333 combat battalions, as well as many other
support units, on duty in V:I.etnam frnm 1965 through 1971,

gggstlon 12, It seedis to me that we need to do & thorcugh
_and comprehensive search and cataloging of avallable DOD records,
'f1lmg, and reports before a feasibility study for the Epidemiology
: Study 18 undertaken. How long would such a record indexing take,
rand how much do vou estimate it would cost?

d Answer 12. There {s a wide tange of uncertainty in
estimating the cost and length of time it will take to index
recorde, such as those an epidemiologist desires for this kind of
study using the 40,000 linear feet of Vietoam records. Any esti-
mates would not be completaly accurate because we are continuing
to locate new records, There 15 a risk of entering more records
than necessary. We know Erom our past experience that a highly
trained researcher can probsbly examine one linear feot in an
:hour. 1f we were to examine the entire 40,000 linear feer col-
lection it would take three to four man years of sffort at a
‘eost of approximately 5 o 20 million dollars for oganizing the
rrecords, extracting the data, data entry and computer time. Om
i the other hand, the cost of manually searching the records of one
-battalion wae $3500.00 for twenty linear feet of files. This
figure wag just persommelfcosts and did not cover locating indi-
vidusl names within the battalion, withdrawal of records from
WNRC, xeroxing or computer time, In March 1980, the Army surveyed

_the cost of searching records and determining possible exposure
of the total Vietnam veteran population of 2.4 willion service-
members. Our estimates ranged from 27 to 41 million dollare ar
ithe time. The variance was in the computer costs. The Defense
-Conmunication Agency persommel who did the estimates figured that
it would. take about 20 million doliars considering the worst case
situation, The estimates today would be higher due to inflation.
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. stion 13. Can individual estimates of exposure to
Agent Orange be developed from available records?

: Answer 13. e believe it may be possible. We can place
a vnit in Ranch Hand spray areas, lecate units at base camps, and
fire bases which were subjected to perimeter spraying approximate-
1y every five weeks and find the same unit operating or stationed
in an area where herbicides were aborted and invelved with other
incidents. Epidemiologists may wish to consider this element as
a highly likely exposure group. We can also identify units who
operated in areas of Scuth Vietnam that were not near Ranch Hand

- apray miseions but were exposed to perimeter spraying. These
pnits might be categorized by epldemiologists as a moderate or
low exposed group, such as troops stationed at Cam Rahn Bay who
were at the most subjected to perimeter spraying.

gtion 14. Do you believe available records can be

‘uged to es#;ﬁafe Ihe probability that companles operated in or
near sprayed areas?

' Mmswer 14, Yes. The research involving the twe combat
units and the support organization demonstrated that it can be
done with fair precision. Company positions were radieed back to
battalion command posts and recorded in daily journals and sit-
uation reports. The pessibility existed for errors in trans-
rission or inaccurate recording of grid coordinates. We found
gape in the records of one battalion. By pilecing together several
other categories of tecords, we obtained troop locations for the
unit over a one year period, The possibility of gaps in the records
of any particular unit must be recognized, however,

Qﬁsti@n 15A, Based on already completed records
searches, do you believe you can identify units (Companies)
with different probabilities of exposure?

Answer 15A. (Yes. 1In the case of combat battalicns,
letter companies operating as maneuver elements will have a
greater exposure over a longer period of time than the Head-
guarters Company which was generally stationary. This is
applicable to exposure from Ranch Hand spray missions., We
know from the morning reports who was present for duty in the
company unit., What we cannot determine with precision, is who
wag left back at the base camp during a particular operation.

Question 15B. Do you believe thiz is the best estimate
of exposure which can be developed from available records?

Answer 15B. Yes. The battalion studies represent the
best estimates of exposure. -

Question 16, Have you located any unit récords where
the unit describes being sprayed by Ranch Hand missions?

Answer 16. Yes, We have records of the Deputy Advisor, -

.11 Corps Advisory Group, U. 5, Military Assistance Command, Viet-
nam, which shows the 10lst Airborne Division and the lst Cavalry
Division {(Air Mobile) in static positions where Ranch Hand spray
missions occurred. The areas involved were in the An Khe Pass
and Mang Yang Valley, during combat operations in December 1965.
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Question 17. In your opinion, are the HERBS tapes
accurate? How have they been verified since the end of the
war, as accurate measures of where and how much Agent Orange
was actually sprayed?

_ Answer 17, Mot In their entirety. We know from the
Natlonal Academy of Science Study, “The Effects of Herbicides
on South Vietnam," that the HERBS tape containg a 14% etrvor
rate. This may be the low boundary of error. The earliest
Ranch Hand mission recorded on the HERBS tape Is 4 Auguat 1965.
We have other records which indicate Ranch Hand missions between
January 1962 and 1 October 1963 in the U.5. Military Assistance
Command, Vietnam 202 Committee records. The earliest helicapter
spray mission was recorded in June 1968 according te the HERBS
tape, OQur records show there were helicopter spray missions
flowm as early as 1961. The HERBS tapes also do mot include

. Bround spraying or other uses of Agent Orange, :

o %ygstion 18. Concerning the 91 aborted miseions reported
in September by HHS, how many of these were on the Mational Academy
;f7ggience‘s liet of 72 aborted missions already known about in
9

Answer 18. Of the 50 aborted missions reported by HHS,
62 were on the NAS list of aborts prepared in April 1972,

Question 19. Will these new Yecords eventually provide
tranaferable documentad information to help develop an exposure

© index?
Answer 1%.  ves. Identification of areas of herbicide
incidents, perimeter spraying, Ranch Hand spray missions, leaks,
and troop units that wers in the areas will enable us to develop
. information about the likelihood of imdividual and unit exposure,
' Question 20. If you could give us some information

specifically on the aborted missions in the context of what would
be helpful to Dr. Detels' affort to establish an exposure index

it would be a step in the right direction., Are there known aborts,
gpille, c¢rashes, etc., that could be documented ox that are doc-
umented with a specific number of veterans who were invelved in

the clean-up or other aspects of direct contact that could be
documanted?

T 20. We can document 62 aborts, one major leak of

7,500 gallons and several 500 gallon leaks of Agent Orange, nine
plane crashes, and a runway spill. We have not completed plotting
all the abort incidents and conditions because there are gaps in
the records, We are continuing to search for them. We have
‘identified all the units at the abort sites. The statistical
records indicate a troop strength at Bien Hoa, the site of several
aborts, the runway spill, and several leaks at 12,000 troops. The
areas where abort missions occurved with troop strengths are as

follows: : )
Locations in End Strength Years
South Vietnam - 1966 1969
Bien Hoa 12,488 12,337
Dd 4n 16,876 9,545
Phuoc Vinh 576 9,108
Xuan Log 116 1,721

We have not yet found the records on clean-up opgra:ionq.
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) Quostion 24A. Have you previouely requested furds through
the Army's budget to obtain additional staff for work on the
records?

Answer 24A. The reason for mot requesting funds pre—
viously is because the Veterans Administration had not defined
the demands which may be placed wpon us. We were without any
guldance as to the methodelogy to be employed by the VA to con-
duct the epidemiological study. The White House Interagency
Work Group (WHIAWG) was unable to establish an exposure criteria
by which selection of exposed troop populatione could be made.
The VA was unable to provide even a broad estimate of exposed
and unexposed troop unite to be located so names could be re-
trieved from the morning reports. In an effort to provide both
the VA and the WHIAWG with as much factusl ifuformaticn as pos-
zible, the DOD, under its own auspices, directed the Army and
Marine Corps to embark en the hattalion studies. In May 1980,
the Army establighed a special Agent Orange Task Force to cope
with this research effort. Three eivilian spaces were allocated
for the Task Force. Oup task was to at least estimate for the
benefit of the WHIAWG and the VA reasonable forecasts of man-
power and funding resources mecessary to comduct specific
locational studies in relation to Ranch Hand spray missions.
Theae studies proved the cowplexity of the problem. When the
HWHIAWC meetings indicated future epidemlclogical studies would
indeed require full information on individual scoldiers, a second
phase of the study was undertaken to find the names of the soldiers
in the battalions, The range of possible requirements such as
the VA Epidemiological Study, the Centers for Disease Control
Birth Defects Study, mortelity studies, and Armed Forces Insti-
tute of Pathology Agent Orange Register and Sofr Tissues Studles
have not been clearly defined, Worst cage estimates could lead
to hiring too many people and might lead to nmon-productivity of
employees.

gg?stion Z24B, If these requests were denled by the Army,
what was the reason for demial?

Answer 24B. On 23 October 1981 the DOD requested infor-

mation on the savailability of resources within the Army. On 20
Hovember 1981 the Army allocated four civilian spaces and Fund-
ing for the remainder of FYB2 to augment up the Agent Orange

Tagk Force. Further, manpower officials directed that a request
be submitted for approval of flunds for FY83 out to cover the four
spaces and that a formal request should be made to them as an out
. of eycle resource request for the remaining eleven civilian spaces
which we estimate to be sufficient to carry out what we belléve

is the mission in front of us at this time.
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Question 21. 1Is there enough evidence that can be
gathered from these missions which could provide a large encugh
population upon which we could base the study?

Answer 21, Yes, we think so. We view the aborted
mission/incidents as only one part of the overall herbicide ex-
posure enviromment. The same troops exposed to the jettison
way alsc have been exposed to Ranch Hand wissions -and lived in
camps undergoing perimeter epraying. As pointed out in our re-
sponse to the previous question, there were large complements
of troope stationed at several of thepe jettison locations.

stion 22, What would be the time frame for adequately
searching through these records to document troop locations, and
do you have any suggestions as to how that can be speeded up?

Answer 22.  An experienced researcher whe is familiar
with both the records and military orgenizations can examine one
linear foot in ahout one hour. The normal records holding of a
battalion in Vietnam is approximately twenty feet. There are
333 combat battalioms invelved plus the support elemerts' records
or 6660 manhdurs. An additional 50% of these manhours might be

- required to record, index, and correlate troop locations with
other data, By developing an expssure index model from the pre-
vioug battalion atudies already conducted along with the known
" information on the incidents/aborts, leaks, etc., we might be
able to reduce the records searches to a limited mumber of bat-
talions. The more researchers we are able to assign to the
various collections the quicker we can locate and present the
data to the epidemiologists.

. Fggstion 234, In light of your incrédibly incréased work-
load and numerous on-going projects, do you have any reasom for
the lack of staff in your Agent Orange Task Force?

Answer 23A, Over the past 18 months we have received
many individual requests for information and records. Although
the requests were beyond the normal research workload for the
regularly assigned staff, we were nmometheless able to ghift per-
sonnel on a temporary basis to meet the deadlines, We were never
able to document a requeat for more personnel over the long haul
because of the uncertainty over the total numberz of personnel
and troop units to be designated as a valid historical cohort
group for epidemiclogic study, Epidemiologists and sclentists
were unsure about thelr record needa., No one yet has come up
with an acceptable epidemiological protecol with which we can
work so that we will know which types of recerds to retrieve
and research for the necessary facta concerning troop expasures.

stion 23B. . Does it appear to be a "Back Burner" item
for DOD? Do you have the sense of beilng way down the ladder
when it comes to priority items im the Department of Defense?

Answer 23B. Nd to both questions, The direction and
leadership at the DOD level exerciaing operational control over
my activity by the medical and scientific scaff has been out-
standing. They have supported us fully, We are working with the
principal astion officer on a daily basis. Since the VA has been
mandated by law te conduct the Epidemiological Study, our rele
is supportive and is driven to a certain degree by selective re-
quirements placed upon us for records snd information, We know
generally what our record holdings are in this vast collection
and have consctantly made this fact known to the DOD, VA, the
Agent Orange Working Group, the GAO, and many veterans groups,
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gEStim 274, Please expain to the committee the waysz in
which DOD can of greater assistance to the VA4 and to the parties
doing the protocol and study on Agent Orange.

Answer 27A I believe thaty DOD has alveady taken the lead
rele, It is my personal opinion that the progress in researching
the records provided by DOD is proceeding at a faster rate than
the epidemioclogical aspects of the issues.

!antion 27B. Are there some avenues which have ngt been
explored with respect to declassifying records or providing securicy
clearancea for people involved in the study effort?

Answer 27B, It is necessary that the investigators and
consultants working under the Veterans Administration contract
for epidemiologic: studiea of Agent Orange be cleared to handle
classified documenis. The agency letting the contract, in chis
case the VA, is responsible for obtaining a contractor's security
clearance in advance. Dr. Spivey did not possess a valid clear-
ance. ©On 14 May 1981, during Dr. Spivey's first visit we notified
V& that he would need one, On 28 Qctober 1981 we received his
clearance, The actual clearance, of course, is done by the
Ofiice of Persomnel Mandgement through the FBI. The ineidental
probiems to troop lecations and classification and security
problems, therefore cen ba found in any combat situaticon. We
have had an on-going process of systematically declassifying
Vietnam records as we have recalled them from the centers, where
we have the authority to de so. To the extent that the various
collections contain third party informationm such as the State
Department, we had them come in to look at their records. As
an exanple of our progress in declassifying records, over 30
linear feet of U.S5. Military Assistance Command, Vietnam staff
documents were declassified between the Eirst and secoud visits
of Dr. Spivey and his assistants. However, many documents must
properly remain classified even after review, Therefore, it is
essential that the agency sponsoring any contract for research
take prompt actlon to request clearance for vesearchers. The

matter of classified documents i1s a problem, but it can be dealt
with.
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Question 254, What is the process by which you would
request more staff, greater resources in gemeral, more access to
whatever it is you would need?

Answer 25A. I would apply to my dirvector, and he would
forward my request to the manpower officials which control the
allocation of spaces smd funds for the Offlce of The Adjurant
General. That office would then request spaces and funds from
Department of the Army headquarters. The Final decision rests
with the 0ffice of the Deputy Chief of Staff, Persomnel, and
the Comptroller of the Army.

) gggstiﬁn 25B, 1Is it up to DOD to provide more tesources,
or Is there amother chammel by which you would request further
assistance?

Answer 25B, First we must ask for spaces and funding
within Army channels. If both were not available we would then
go to DOD, who we believe would do their best to meet our needs.

sti + It appears from my reading of Dr. Detels'
protocol that it would have been helpful it there had been a
basic briefing by DOD, sas well as a VA briefing. Do you have
any idea if such a briefing was ever contemplated and since it
didn't occcur this time, what plams are in the works to do such
a thing in the next stage? )

Answer 25C. There were many briefings given to the VA
“and Dr, Spivey on the volume and condition of the records gs
early as March 1980, culminating in three visita by the UCLA
investigatore on 14 May 1981, 3 June 1981, and 29-3) June 1981
to personally inspect both the locator data and Military Assisc-
ance Command, Vietnam and VU,S. Army Vietnam records. Extensive
documentation was provided Dr. Spivey for his personsl use. We
have made every effort to be cocperative and will continue to
da so.

stion 26. ' De youw helieve that there should be a
formal relationship between the V4, DOD, and the person or group
who has the contract for the protocol and the scudy?

Answer 26.  Yes. A formal relationship between the VA,
MWD, and other involved groups would surely expedite matters.
Precise roles of each entity Involved, including administration
and logistical managements is needed. One possible methed would
be for the VA and DOD to drafit a Memorandum of Understanding out=
lining their specific roles.
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éﬁgstion 7. What backgrounds should those personnel have?
SWeT Military background, and especially the Vietnam
experience along with the basic records management skills.

Question 8. To what extent will DOD make these perscnnel
available If requested?

T 8. It 15 our expectation that the request for the
additional 11 spaces will be favorably considered, Recruiting an-
nouncements will contain the spectal qualifications needed so that
qualified personnel can work with the combat records.

- gg%stion 9. Do the records under your contrcl include
information th respect to only Army personnel, oxr do they alsc
include information with respect to personnel in the other Services?

Answer 9. We have records which include information about
the Alr Force, Navy, and Marine Corps. These records are found in
the Joint Military Command, the U.S. Military Assistance Command,
Vietnam collection. The Department of the Army is the Executive
Agent for this category of recerds.

Question 10, Onm page 2 of your statement, you referred to
“agent Orange related records”. Do these records include all records
irelating to ground troop movements and location, as well as records
tof chewical wnits and aerial spraying information?

. Answer 10, Yes sir. By Agent Orange related records I
meant all types of herbleide spraying operations, storage, dispens~
ing, Combat Operation Reports, research and development, evaluatijon
reports, and incident reports as well as troop movements, and any
records leading to possible exposure. We have records on 23 Army
Chemical Units that operated in South Vietnam.

! Question 11. What additional recerds are you aware of that
could contain information on other possibly hazardous agents or sub-
stences that troops In Vietnam would have been likely to have been
exposed to, such as other herbicides and defeliants, malaria-prevent=
ive medication, and insecticides?

Answer 11. During our search for Agent Orange records we
uncovered records on all the other types of herbicides used in aerial
spraying, ground spraying, riverine force spraying and truck and hand
spraying. Thizs information is contained in unit dailly journals and
operational reporte, and must be extracted from all of the other ip-
formation which they contaln. There are records of troop use of
Chloroquine-Primaquine, Dapsone; insect repellants such as Deet, in-
secticides Malathion and Diazimon, and the riot control chemicals
{3 and CS Persistent) in this vast collection. However, we do not
have any information on computer tapes as we do in the HERBS tape.

To ‘date, we have not yet embarked on & special research effort to
gather the data on the other chemicals, insecticldes, and medications.
We can begin such a project if this is desired once staffing is com-
plece. Other herbicides such as bDinoueol, Trioxol, Purple, Pink,
Green, and Pink and Green mixtures were used 4n defoliation operations
from 1961 to 1965. After 1965, Orange replaced Purple as the Purple
stocks were depleted. White and Blue were used extensively after
1965, and are reported on the HERBS tapes.
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RESPONSE OF THE DEPARTMENT OF DEFENSE TO WRITTEN QUESTIGHS SUBMITTED
BY HON, ALAN CRANSTON, RANKING MINORITY MEMBER OF THE SENATE
COMMITTEE ON VETERANS' AFFAIRS

Question 1.  You stated in your teastimony that you have
. a full time staff of three. Is this the staff of the Agent Orange
i Task Force in the Office of The Adjutant General, Department of the
Army?
' Answer 1, Yes. The full time staff is an integral pare
. of a branch of the Records Management Division, Directcorage of
Administrative Management, Office of the Adjutant General.
stion 2. When was this task force first established?
P T Z. The Army Agent Orange Task Force was formed on
.21 May 1980. We were informed that the Defense Department would
- issue instructions to conduct detailed research into combat bat-
talions records at that time. Further, it was expected that more
extensive research efforts would most likely evelve, which later
proved to be the case. .
. !EEstion 3. Did you receive any additional staff when
. the VA"s contractor began an examination of the military records for
use in designing the protocol?
) Answer 3. No sir., We learned on & May 1981, that the Va
" contract for the protocol for the Epidemiologic Studies of Agent
Orange was awarded to UCLA. Further, that UCLA investigators would
be visiting us shortly. We then began preparing to receive the
investigators by gathering all available records for their use,
fEEStiUﬂ 4. Will you receive any additional staff in the
. future?

. Answer 4, Yes. Four civilian spaces and funding were
provided by the Army on 20 November 198l.° We are now drafting a
request for an additional 11 civilian spaces for researchers to

- support the Epidemiolegle Studies.

' g!gstion . .To what extent did your staff assist the

contractoxr? '
Answer 5. Three meetings were held on 14 May 1981, 3 June
1981, and 29-30 June 1981, We provided the UCLA investigators with
detailed briefings on our ground troop studies and a thorough explan-
ation of the Army's Vietnam records collection. We also provided
- coples of our combat battalion studies, NIS Gazetteer of South Viet-
nan, Defense Information Center Bibliographies {Herbicides, Drug Use
In Vietnam, and Antipersomnnel Agents In Vietnam), and large maps of
. Vietnam. Wa gave the investigators detailed military organizational
background information including the staffing, missions, and func=
tions of battalions, brigades, and divisions.
stion 6. . What is the maximum number of personnel that
could be used in an effective manner to expedite the records search
process?
: Answer 6, We belleve that the total of eilghteen civilian
records experts and researchers can accomplish the job of retrieving,
evaluating, organizing, and researching the data in support of the
- Epldemiological Studies.
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ARMY AGENT ORANGE TASK FORCE

Proposed Personmel Raquirements

TEAM A:
25 Bn gtudies at 500 wanhoura each 12,500 wanhours
RCPAL 201 file search (four per hour, pull, review, refile) 3,000 now
Data entry, l man-yaar 2,080 "on
Perimeter spray data 4,160 won
TEAM Bt
10 Bn studies at 500 wanhours aach 5,000 manhours
RCPAC 201 file saarch (four per hour, pull, rewdew, refile) 3,000 non
Data entry, 1 man~year 2,080 -
TEAM C:
Resaarch 1,040 wanhours
RCPAC 201 file seaxch {four per hour, pull, review, refile) 3,000 "o
Data entry, 1/2 man-year 1,040 non
TEAM B:
CDC Birth Defects Study (2-3,000 names, nulci~Bn stodiea) 5,000 mnanhoura
VA Agent Orange Registry (12,000 namea) 3,000 won
Chemical unit personnel 1,080 "o
Women in Viatnam 250 "o
Various other diseases 2,080 non
Adwin Suppotrt 6,240 wow

FOIA/PA requests

Correspondence review

Briefing preparation

Tegtimony preparation
Coordination of Teams A, B, and ¢
VA Mortality Study "Pilot"

TOTAL 54,540 Manhours

26.14 Man-years
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RESPONSE OF THE DEPARTMENT OF THE ARMY TO ADDITIONAL WRITTEM FOLLOW-UP QUESTIONS
SUBMITTED BY HON. ALAN CRAMSTON, RANKING MINORITY MEMBER OF THE SENATE COMMIT-
TEE (N VETERANS' AFFAIRS

guestion 1. On the first page of your responsea, in
anawer to my quastion regarding "“the maximum number of personnel that

could be uged in an effective manner to expedite tha records sgearch
process", you stated your belief "that the total of efghteen civilian
experts and researchers can accomplish the job" in aupport of the
epldemiclogical studies. Although I appreclate that fnformation, I
continue to be concerned that the gevermment should not be sparing

in its efforts to resolve the Agent Orange issue, Thus, I would like
to know 1f elghteen ie the maximum number of persommel that could be
uged in an effective manner to expedite the records asearch process or
whether, without reference ko current funding, staffing, or space
restrictions, mere persoomel could be used and, if eoc, what is that
number ?

Answer 1, My eatimate of the eighteen researchers was
based on a timeframe proposed by Dr. Spivey of UCLA in his initial
protocel. Dr, Spivey envisloned that the contractor would accomplish
the abstracting of the dnformation from the military recorde. Sinca
that time, Dr. Spivey has vevised his protocol ko suggest that the
Army accowplish the retrieval, screening, and abstracting of the
combat troop locations and personnel dnformation. I believe that the
maximum number of researchers apd records experts that can effactive-
ly accomplish this task to be 27, We have developed extemaiva mile-
atones for the records search, culminating in computerization of the
final product. In addirion ko che eivilian spaces already provided
to me by the Army, two part time employees working with us have wow
been asslgned to the Agent Orange Task Force. They will be utilized
to cope with the wounting woerkload, and have become part of the plan—
ned sctudy groups. The additional personnel regquested will epeed up
the tesearch and includes an epidemiologist and computay expertd in
suppert of the mission. 7The nucleus of the Army Agent Orange Task
Force for the cohort group studies is already in place and we are
prepared to bagin work on the research when the protocol is finalized,
The Army has taken action to fund the personnel rescurces and DOD has
responded to past office space requests. I have every reason te ba-
liave that future space requests will be honored as we move to add
more personnsl end call in the vast quantitdea of records invelved.

Question 2.  On the final page of your responses, in
apawer to my question about the exlstence of additienal records "that
could contajin information oh other poasibly hazardous agents or sub—
stances", you mentioned a number of other substances as to which you
"do twt have any information om computer tapes". You then mentioned
other herbicides that were used in Vietnsm including "Dinoxel, Tri-
axol, Purple, Pink, Green, and Pink and Green mixtures”, Are data
regarding the use of these defoliante on the HERBS tapes?

Answer 2. MNo.sif;. We are not avare of any other compu-
terization as te the pse and disseminstion of tfhese agents.
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e Any sugpestions the Working Group might have for other povern-
mental action, including Congressional action, to help resolve
the many difficult issues entailed in its misston,

At present, we anticipate at least one day of oversight hearings on the
Agent Orange issue -- scheduled for November 18 -- and would appreciate
having a representative from the Working Group appear at that hearing.

We will be in touch with you with specific details regarding this hearing
in the near future.

With warm regards,

Sincerely,

Alan K. Simpson Alan Cranston
Chairman Ranking Minority Member
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AREEE DO Al ATAFF DARECTEN COMBITTEE O VETERARE' AFFAINE
WARHINGTON. D.C. I0510

November 2, 1981

Honorable Richard §. Schweiker

Secratary of Health and Human
Services

Washington, D.C. 20201

Dear Dick,

We are writing to express our great satisfaction with the Administration's
actions to reconstitute the Interagency Work Group to Study the Possible
Long-Term Health Effects of Phenoxy Herbicides and Contaminants (IAG) as
the Agent Orange Werking Group, t¢ raise the group's status to Cahlnet
Council level, and to expand its membership.

Through its efforts during the 96th Congress, the IAG, and particularly
1ts Science Panel, developed a reputation, both inside and outside of
government, as an objective, highly aualified body. We wview such a group
as the IAG and now the Agent Orange Working Group as absoluwtely critical
to the Federal Government's efforts to resolve the many complex issues
surrounding the controversy over the health effects of the use of Agent
Orange and other herbicides in Vietnam. Thus, we are pleased that the
Administration has recognized the importance of the group and look for-
ward to maintaining and strengthening the relationship between our
Committee and the Working Group during this Congress.

In this regard, we would like to recommend that the Working Group give
priority consideration to the feollowing matters:

¢ A comprehensive update of the IAG's cataloguing of govermment-
wide efforts relating to dioxin, including those of the
Agricultuye Department, the National Institute of Occnpational
Safety and Health, and the Environmental Protection Agency.

¢ An evalvation of ongoing and planned efforts by the Department
of Defense and the Veterans' Administration to determine where
and how Agent Orange was used in VYietnam and which U.5. service
personhel might have been exposed to it while serving there,
together with any suggestions on how to speed up or otherwise
improve these efforts.

¢ An evaluation of DoD and VA's ongoing and planned efforts to
determine the health effects on UJ.5. service personnel of
exposure to Agent Orange, again with any suggestions for
speeding up or otherwise improving these efforts.
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Chairman SimpsoN. Robert Peterson, the Senior Associate Direc-
tor of the General Accounting Office, accompanied by James Linz,
Senior Evaluator, and John Hansen, Senior Evaluator.

I would indicate again to the previous witnesses, we will have
further questions of various members of the Senate panel. We will
get those to you as soon as possible.

TESTIMONY OF ROBERT A. PETERSON, SENIOR ASSOCIATE DIREC-
TOR, HUMAN RESOURCES DIVISION, GENERAL ACCOUNTING
OFFICE, ACCOMPANIED BY JAMES LINZ AND JOHN HANSEN,
SENIOR EVALUATORS

Mzr. PETERSON. Thank you, Mr, Chairman.

Mr. Chairman and members of the committee, we are pleased to
be here today to discuss our concerns about the draft protocol for
epidemiclogical studies of veterans exposed to agent orange and the
need to expand the study to determine whether service in Vietnam,
rather than solely exposure to agent orange, may have adversely
affected the health of Vietnam veterana.

We believe expansion of the epidemiological study would elimi-
nate the need for the costly and time consuming feasibility study
and at the same time eliminate the need for future studies on the
health effects of other chemicals used in Vietnam.

The draft protocol lacks adequate details on the feasibility study
to determine whether exposure indexes, sufficiently accurate for
the proposed historical cohort study, can be developed. However,
grevious record searches similar to the one proposed for the feasi-

ility study have proven to be costly and time consuming with only
limited results.

While it is possible to determine that personnel were in or near
sprayed areas by comparing ground troop locations with herbicides
spraying missions, it is difficult to make estimates on the nature
and extent of the exposure.

The problems encountered by the Army and Marine Corps in
gathering this information raises serious questions about the reli-
ability of military records and the potential of the proposed feasi-
bility study to establish individual exposure indexes.

Not only may the feasibility study have difficulty in measuring
troop exposure to agent orange, but the records search and analysis
necessary to complete the study would be costly and time consum-
ing. The difficulty in documenting a.%;ent orange exposure was a
major reagon the agent orange work group recommended that
large-scale ‘(;pidemiological studies should focus on determining if
gervice in Vietnam rather than solely exposure to agent orange
may have placed Vietnam veterans at a higher risk of suffering
certain health problems.

The National Academy of Sciences has stated that it would be
impossible to execute any scientifically valid study of the health of
Vietnam veterans exposed to agent orange in the absence of infor-
mation about the mortality of veterans. The UCLA researchers
proposed using VA's beneficiary identification and records locator
subsystem [BIRLS] to identify deceased Vietnam veterans to deter-
gﬁnﬁ] if there is an unusual cause of death or patiern of causes of

eath.
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THE SECAETARY OF HE ALTH AND HiM AN SERVICES
WASHINGTOM, D.C. 100

RO B

Bonorable Alan Cranston
United states Senate
Washington, D.C. 23510

Dear Senatorfgganstﬁﬁ:

Thank you for your warm letter on Behalf of the Senate
Veterans' Affairs Committee. I appreciate your suppert of the
Adminigtration's actions in reconstituting the Interagency Work
Group to study the Poasible Long Term Health Effects of Fhenoxy
Hexbicides and Contaminants as the Agent Orange Working Group
and in raising the Group's status to Cabinaet Council level.

1 am honored that President Reagan has entrusted me with
the lead in this combined Federal effort. Morecver, I am
heartened at the level of support from the jncreased memberahip
which includes the Congress' Office of Technology Assegsment as
an ohasrver.

: I note your recommendationa for the Working Group's
priority consideration. The Working Group discussed these
important recommendaticns during the Hovember 12 meeting and
has bagun appropriata action,

hs you know, James 5. Stockdale, whom I have appointed
Chair of the Agent Orange Working Group, and Dr. Vernon Houk,
Chair of the Working Group Science Panel, alac addressed
these isaues during their November 18 testimeony before your
Committes.

Again, thank you for your kind words. You have my
assurance that the President and I are ¢committed to working
with you in the search for anawers to the critical questions

that have arisen as a resgult of the upe ©of Agent Orangs in
Vietnam,

Sincerely,

.

Richard 8. Schweiker
Secretary

81-112 O--82——19
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PREPARED STATEMENT OF ROBERT A. PETERSON, SENIOR ASSOCIATE DIRECTCR,
HUMAN RESQURCES DIVISION, GENERAL ACCOUNTING OFFICE

Mr. Chairman and Members of the Committee, we are pleased to
be here today to discuss
~=the draft protocol for epidemiological studies of
veterans exposed to Agent Orange, and
-=the need to expand the study to determine whether service
in Vietnam, rather than solely exposure to Agent Orange,
may have adversely affected the health of Vietnam veterans.
Based on our prior work with military unit records to deteg-
mine the proximity of ground troops to arsas sprayeqd with Agent
Orange, other VA data bases proposed for use in the study,
and our work on the potential adverse affects of Agent Blue
and other pesticides used in Vietnam, we bealieve
=--the proposed feasibility study to determine troop
exposures would be costly with no guarantee that it
would identify a population of ground troops with
measurable exposure and would dalay the start of

the epidemiology study,
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Although we have not evaluated the completeness of BIRLS for
death certificates, a previous audit has shown that BIRLS may not
be updated regularly. The reliability of BIRLS must be congidered
in determining the usefulness of this data base for the proposed
mortality studies.

The draft protocol proposed using VA’s agent orange registry as
a basis for morbidity studies, comparing the health problems
claimed by veterans with their recollection of exposurs to agent
orange. However, the registry was not intended to be used for epi-
demiological purposes. Rather, it was established to provide general
information about the health status of veterans concerned about
agent orange who Sresented themselves at VA medical facilities.

Also, VA has identified problems with the registry’s accuracy
and reliability. First, the veterans included in the registry are a
self-selected sample and may not be representative of Vietnam vet-
erans exposed to agent orange. Second, many veterans could not
specify the number of times they were exposed to agent orange,
making it difficult to correlate exposure with health problems.
Third, VA’s Inspector General concluded that the integrity of the
data in the registry was questionable.

Veterans who served in Vietnam may have been exposed not
only to agent orange but to agent blue and other toxic chemicals,
Agent blue, or cacodylic acid, was used in Vietnam primarily for
crop destruction, defoliation, and control of grasses around the pe-
rimeters of base camps. Agent blue’s use on grasses surrounding
basedcamp perimeters increases the probability that troops were ex-

Although cacodylic acid is an organic arsenic compound, some
studies have indicated that it may be transformed into cancer-caus-
ing inorganic arsenic compounds in the environment. Other pesti-
cides which may have been uged in Vietnam around bhase camps
have caused cancer in laboratory animals,

Public Law 97-72 authorizes, but does not require, VA to expand
the epidemiological study to determine whether service in Viet-
nam, rather than solely exposure to agent orange, may have ad-
versely affected the health of Vietnam veterans. A study focusing
on aﬁent orange will only answer veterans’ questions about one
possible cause of their health problems.

If such a study finds no adverse affects from exposure to agent
orange, additional studies may be needed to determine whether
othgxl‘ factors related to Vietham service may have caused health
problems.

In the past we have supported an expanded study. Such a study
could provide information on the general health of those most
likely to have been affected by pesticides, which would be valuable
to VA and others concerned with determining if there is a basic
health problem among personnel who served in Vietnam. We con-
tinue to hold this view,

Mr. Chairman, this concludes my summary. We will be happy to
res&)ond to any questions you may have.

hairman SiMpsoN. Thank fyou very much.

(The prepared statement of Robert A. Peterson, Senior Associate
t];)iltl‘ectm]', uman Resources Divigion, (General Accounting Office,
ollows: _
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The draft protocol includes four proposed studies.
First, a feasibility study to determine whether exposure can
be accurately estimated from military records. MNext,
the results of this study will be used to select populations
for a historical cohort study. In this type of study. the
exposed and nonexposed populations are followed to observe
disease cutcome.

Third, mortality studies to determine whether there is an
unusual cause or causes of death among Vietnam veterans.

Finally, morbidity studies to determine whether Vietnam
veterans are experiencing an unusuval pattern of diseases or
health problems.

FPEASIBILITY STUDY TO
ESTIMATE EXPOSURE

The draft protocol lacks adequate details on the feasibility
study to determine whether exposure indexes, sufficiently accurate
for the proposed historical cohort study, can be developed. With-
out additional details on the criteria to be used in developing
these indexes, it ies difficult to judge the likelihood that the
study will aucceed. However, previous records searches, similar
t0 the one proposed for the feasibility study, have proven to be-
costly and time consuming with only limited results.

While it is possibhle to determine that personnsl were in or
near sprayed areas by comparing ground troop locations with heg-
biclde spraying miseions, it is difficult to develop estimates
on the pature and extent of the exposure. For example, the Army
and the Marine Corps have been able to determine the proximity

of companies ¢o sprayed areas, however, the exact location
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-=the data baszes the UCLA regearchers propose using for the
mortallty and morbidity studies may contain inadequate
or ilnaccurate information which could limit the usefulness
of these studies, and

~~there are gexious guestions about the possible adverse
affects of exposure to Agent Blue and other chemicals
used in Vietnam.

Expansion of the epldemiclogical study to determine whether

service in Vietnam, rather than solely eéxposure to Agent Orange,

may have adversely affected the health of Vietnam vaterans

would eliminate the need for the costly and time-consuming feasi
bility study and, at the same time eliminate the need for future
studies on the health effects of Agent Blue and other chemicals
used in Vietnam.
ORIGIN OF STUDY

Public Law 96-151 directed the Veterans Adminlstration (VA)
to design and conduct an epidemiological study of the long-term
haalth effects of exposure to Agent Crange on Vietnam veterans.
On May 1, 1981, VA awarded a contract to researchers from UCLA
to design the study protocol. The researchers submitted a draft
protocol to VA on August 6, 1981, which was sent for peer review
to the office of Technology Assessment (OTA), the Agent Orange
Wark Group; and others. Comments submitted to VA will be forwarded
to the UCLA researchers who have 30 days in yhich to ravise
the protocol. The revised protocol may undergo additional peer

reviews once completed.
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While ocur evaluation of BIRLS focused only on eligibility
determinations and not on death certificates, we balieve it
raises questions about the reliability of BIRLS which must
be considered in determining the usefulness of this data base
for the proposed mortality studles.

Recent congressional actions limiting eligibility for VA's
burial allowance may also affect the usefulness of BIRLS in
assessing the health status of veterans. The National Academy
of Bciences informed bhoth the House and Senate Veterans Affairs
Conmittees that restrictione on eligibility for burial
allowances may reduce the reporting of veteran deaths which will
sariously impair the value of BIRLS as a source of information
about veterans' health.

MORBIDITY STUDIES

The draft protocol proposed using VA's Agent Qrange vegistry
as a basis for morbidity studies comparing the health problems
claimed by veterans with their recollection of exposure to
Rgent Orange. However, the registry was not intended to be
used for epidemiological purposea. BRather, it was established
to provide general information about the health status of
veterans concerned about Agent Orange who presented themselves
at VA wedical facilities. 2Aleo, VA has ideatified problems
with the regiztry's accuracy and reliabiliiy.

VA has identified several problems with the Agent Orange
registry which would serilously affect its usefulness for research
purposes, First, the veteramns included in the registry are a

salf-gaeleacted sample and may not be representative 'of Vietnam
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be impossible to execute any scientifically valid study of
the health of Vietnam veterans exposed to Agent Orange in
the absence of information about the mortality of vetaransg,
The UCLA researchers proposed using VA's Beneficiary Identification
and Records Locator Subsystem (BIRLS) to identify deceased
Viatnam veterans for mortality studies to determine if there
is an unusual cause of death or a pattern of causes of death
among Vievnam veterans. The draft protocol notes that VA and
the Wational Academy of Sciences have estimated the completeness
of the BIRLS file for death certificates at hetter than 95
percent. Howeveér, this estimate is based on a 1973 gurvey
of VA's Master Index, the predecesscr of BIRLS, and no study
has since been made of BIRLS completeness for death certificates.
The National Academy of Sciences is currently planning a new
study.

Although we have not evaluated the completeness of BIRLS
for death certificates, BIRLS may not be updated regularly.
In our report “Cost of VA Medlcal Care to Iﬁeligible Persons
is High and Difficult to Recover" (HRD-81-77, July 2, 1981),
we noted that BIRLS records

~» ware not always creatad when veterans are discharged

from the service,
-= gould indicate that & veteran has no record when actually
VA has full information on the vetaran, and
== could have been updated incorrectly'or mistakes could

have been made in creating the record.



292

Hot only may the feasibility study have difficulty in
measuring troop exposaure to Agent Orange, but the records
search and analysis necessary to complete the study would be
costly and time consuming. In our November 16, 1979, report
entitlad "D.S. Ground Troopa In South Vietnam Were In Areas
sprayed With Herbicide Orange" {FPCD~80-23}, we noted that
Army records from the Vietnam conflict are neither complete
nor well organized because of the rapid pullout from Vietnam.
Recent work performed oy the Army for the Work Group demonstrated
this problem. The Army's records search for the location of
companies in one combat battalion during a 1 year period
took 2 months, 265 staff hours, and cost about 53,500 not
including computer time or the cost of locating the approximatelg
2,400 personnel who were assigned to the unit during the 12-month
pericd. Performing the same analysis for the approximately
330 Army combat battalions in Vietnam could cost over $l.1
million. Also, it took almoast 2 months to ldentify Army chemical
unita who operated in Vietnam and locate the records for these
unitse.

Because of the difficulties in conducting the type of records
search proposed for the feasibility study, we believe the
epidemiology study should make maximum use of the information
the Army has already compiled for the Work Group. The draft
protocol dAees not mention whether previous Army records searches
will be uged in an epidemiological study.

MORTALITY STUDIES

The Kational Academy of Sciences has stated that it will
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of {ndividuall assigned to these companies cannot be determined
Erom military records. Also, companies wmay have reported numerous
locationg, only a general location, or no location on a given
day. The problems encountered by the Army and the Marine Corps
in gathering this information raise serious questions about
the reliability of military records and the potential of the
proposed feasibility study to establish individual exposure
indexes.

In their Aungust 1, 1980, progress rsport, the Interagency
fork Group to Study the Possible Long-Term Health Effects
of Fhenoxy Herbicides and Contaminants {mnow the Agent Orange
Work Group) noted the difficulties in developing a population
with definable Agent Orange exposure which could be used for
epidemiological study. Again, in their April 24, 198), progress
report, the Work Group noted that while Department of Defense
(DOD) records searches wera able to determine that certain
units operated in proximity to areas sprayed with Agent Orange,
they were not able to identify individuals or unites whoge exposure
could be reliably documented. The Work Group concluded that
%, « .« & study based on no more than presumed axpogure could
represent such & ssrious flaw in scientific design as to be
of questiopable validity.” The difficulty in documenting Agent
Orange exposure was a major reason the Work Group recommended
that large scale epidamiology studies should focus on determining
if sarvice in Vietnam, rather than solaly axposure to Agent
Orange, may have placed Vietnam vetarans at a higher risk of

suffering certain health problems.
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Other pesticides which may have been used in Vigtnam for
insect or rodent control around base camps have now been banned
from some or all nges in the United States because of adverse
health effects reported in animal testing. These p;sticides
include DT, chlordane, dieldrin, 1indaée. and mirex, all-of
which hava heen found to cause cancer in laboratory animals.

While the draft protocol mantions the possibility that
exposure to other chemicals may confound the results of the
proposad study, it assumes that these exposures are equally
distributed among similar military anits. The researchers will
attempt to measure these exposures during the feasibility
study. However, recorde do not adequately document uses of
non-tactical pesticides and base camp perimeter spraying of
herbicides. As a result, it is unlikely that the proposed
atudy can determine the nature and extent of exposure to other
chemicals used iﬁ Vietnam.

VA'S STUDY SHOULD
BE_EXFPANDED

Public Law 97-72 authorizes, but does not require VA to
axpand the epidemiology study to determine whether service in
Vietnam, rather than sclely Agent Orange, may have adversely
affected the health of Vietnam veterans. This law was enacted
because of concarne that other factors related to gserviece in
Vietnam may be responsible for health problems being experienced
by Vietnam veterans. An epidemiology study focusing on Agent
Orange will only answer veterans' gquestions about cone pessible
cause of their health problems. If such a study finds no
adverge affects from exposure to Agent Orange, additional studies

may be needed to determine whether other factors related to
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veterans exposed to Agent Orange. Second, many veterans included
in the registry could not specify the number of times they were
exposed to Agent Orange making it difficult to correlate exposure
with health problems. Third, VA's Inspector General concluded
that the value and integrity of the data in the registry was
guestionable because poorly designed data collection sheets
cavsad keypunching errors, and there are no controls to prevent
duplicate records from entering the registry. As a result,

the registry contains inaccurate and unreliable data.

OTHER CHEMICALS
USED IN VIETHAM

Veterans who served in Vietnam may have been exposed not only
to Agent Orange, but to Agent Blue and ogher toxic chemicals,

Agent Blue or cacodylic acid was an organic arsenic-based her-
bicide used in Vietnam primarily for crop destruction, defoliatiom,
and control of grasses around the perimeters of base camps.
Estimates of the amount of Agent Blue used in Vietnam range
from 1.1 million to 2,2 million gallons. Whi}e it is Aifficult
to determine the number of personnel possibly exposed to Agent
Blue, this hexbicide's use on grasses surrounding basa camp
perimeters increases the possibility that troops were exposed.

According to the International Agency for Research on
Cancer of the World Health Organization inorganjc arseniec
compounds cause skin and lung cancer in humans. Although cacodylic
acid is an organic arsenic compound, some studiss have indicated
that it may be transformed into inorganic arsenic compounds

in the environment.
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Serious guestions about the relfability of military records
for developing individual estimates of exposure to Agent Crange
and determining exposure to other chemicals used in Vietnam
will make it difficult to determine whether exposure solely
to Agent Orange can cause health problems. By expanding the
apidemiology study to evaluate the effects of service in Vietnam
oh veterans health, VA could eliminate the need for costly
and time-consuming additional studies of the effects og other
factore present in Vietnam, Thig approach would also alleviate
the two most serious problems the UCLA resmearchers have identified
in their proposed study, those of developing individual exposure
estimates and assessing the impact of confounding factors,
such as exposure to other chemicals.

We continue to believe that scientific study of peraonnei
whe served in Vietnam would be most valusble to VA and others
in determining if veterans who served in Vietnam &re experiencing
health problems resulting from their service.

Mr . Cheirman, this concludes our statement., We will be
happy to respond to any questions you ox other Members of

the Committee may have.
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Vietnam service may have caused health problems. As a result,

a series of studies taking many years to complete may e necessary
to determine whether service in Vietnam caused health problems.

In a Msy 27, 1981, letter to the Chairman, Subcommittee on
Hospitals and Health Care, House Committee on Veterans' Affairs,
we supported expanslon of the epidemiology study because it

is consistent with the recommendation in our April 6, 1979,

report entitled "Health Effects of Exposure to Herbicide Qrange

in South Vietnam Should Be Resclved” (CED-79-22} that the
long-term health effects on military personnel of exposure to
hexbicides, incluvding Agent Orange, in Vietnam be studied.

Such a study could provide information on the general health

of those most likely to have been affected by herbicides

which would be valuable to VA and others concerned with determining
if there iz a basic health problem amohig peracnnal who served

in Vietnam.

. The UCLA researchers believe that an expanded study to
determine the effect of service in Vietnmam on veterans health,
while possible, would not be useful because it would not identify
the factors associated with diseases nor would it determine
which of those serving in Vietham were most likely to have
bean effected. However, VA has stated that it is not necessary
t0 show the causze of a disability to award compsnsation, but only
to show that the disability occurred or was aggravated during a
veteran's military service., Also, since VA concedez that a
vaeteran who served in Vietnam was exposed to herbicides it is

not necessary to determine which veterans were effectad.
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We really haven't analyzed the cause of this, but it is certainly

%oing to be a factor in frying to determine whether or not the
ealth complaints that veterans are lodging with the VA correlate

in any way with their recollection of their exposure.

Chairman SimpsoN. There is the problem. The Agent Orange
Working Group, as well as other parties, have not yet been able to
establish a mechanism for documenting exposure of individual vet-
erans, even self-selected, How is it ever going to be possible to dis-
- tinguish companies or divisions and their locations, eventually de-
veloping some more general type of exposure index?

Mr. Pererson. We have, in the past, done similar studies as
UCLA proposed in tracking over {ime troop locations as compared
to spraying missions. And you can to some degree assess the prob-
ability that units were in areas where they were likely to have
been exposed.

The individual soldier, or marine, when he presented himself to
VA as part of the agent orange registry was unable in something
like 54 percent of the cases to specify whether he had been exposed
more than once, more than twice, more than three times. And I am
not sure that problem is ever going to be satisfactorily resolved.

Chairman SiMpsoN. I have used all of my time, We have a roll-
call vote at the present time, in which one vote counts for nine, I
am not going to miss that one.

Senator Murkowski will be back here at noon. We will recess for
10 minutes. Have you voted, Senator Specter?

Senator SPECTER. No.

Chairman Smpson. No, and if you think I am going to miss that
one, too, I'll join you. _

We will take up again at noon. Senator Murkowski will handle
the hearing. We will have to leave this room at 1 o'clock. I don't
know how much longer we will require, but we will continue after
1 o’clock, giving us about 20 or 30 minutes o reset for the remain-
ing part of the agenda. We will be back in the Veterans’ Affairs
Committee room, in room 412, That will take place at about 1:30
and I will be back at that time to conclude the hearing. I have a
classified briefing at 2 o’clock that I must attend, but we will have
gone significantly into the agenda by that time.,

I thank you so much. There will be further questions submitted
by various members of the panel, Thank you for your very effective
testimony.

Mr. PereERsoN. Thank you, sir.

{Whereupon, a recess was taken.]

{Hearing resumed.]

Senator SPECTER [presiding]. Senator Murkowski, who is sched-
uled to preside, will be along momentarilg. We regret the inferrup-
tion occasioned by the vote that Senator Simpson and I left on and
a succeeding vote. And until Senator Murkowski returns, there are
a few questions which I would like to ask of Mr. Peterson.

Mzr. Peterson still with us?

Well, Senator Simpson may have heen through. [Laughter.}

Well, would you mind returning and I have a couple of ques-
tions?b'ghf other panel should keep their seats. There 18 no reason
to go back.
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Chairman SimpsoN. How much would a feasibility study, such as
you describe in your testimony, cost if it were be expanded to gen-
eral service in Vietnam, as compared to one based solely on expo-
sure to agent orange? Would a broader feasibility study encounter
the same problems that Dr. Spivey and other groups have had con-
cerning proposing a feagibility study for exposure to agent orange?
Could you give me your thoughts on that?

Mr. Pererson. Yes, sir. I think what we are proposing is that the
feasibility study as proposed by UCLA not be performed and that
we go into an expanded study right away. We have very serious
reservations about the ability, given the condition of the military
records, to establish individual exposures indexes. We have had
firsthand working knowledge of those records and have found it
very, very difficult to establish locations of units, no less individ-
uals in those units.

A feasibility study, if I heard the testimony correctly this morn-
ing, will take about 14 months to complete the exposure indexes.
There may be some argument as to whether or not an expanded
study would take more time, but I think the kind of study we are
talking about would not require that exposure indexes be devel-
oped for each chemical, but rather service in Vietnam be consid-
ered the triggering mechanism that we would test against.

Chairman SiMpSoN. But as you see, it is an extraordinary task to
deal with the available records in their present form. Is that
correct?

Mr. PerERrsOoN. That’s exactly correct; yes, sir.

Chairman SivprsoN. How would you best describe the present sit-
uation without using the word “mess”?

Mr. PeTeRrson. Well, in earlier studies that we did, we tried to
work with company level records and found that extremely diffi-
cult. The Army records were, indeed, in a poor state. We were able
to work with Marine battalion records more effectively in the pre-
vious reports that we have issued.

When you get down below the company level as to where individ-
ual soldiers or marines may have been located, we have very seri-
ous doubts as to whether or not that can ever be done.

Chairman SimMpsoN. Having been a battalion leader at one time, I
can assure you that you will never find that out. [Laughter.]

Can you suggest any methods by which the agent orange registry
can be effectively utilized for compiling examples of the health ef-
fects of agent orange?

Mr. PeTERsoN. Well, I am not convinced that it can’t be of some
use. I think that the fact that it is a self-selected sample has to be
taken into account by anybody whe is going to design a study. And
in our view, the UCLA protocol did not adequately address those
concerns about self-selection.

John, would you like to?

Mr. HanseN. I think I might also add, Mr. Chairman, that there
is somewhat of a problem in the data the agent orange registry has
gathered about each individual's recollection of their exposure to
agent orange. In fact, better than half of the individuals that have
been examined as of the end of August of this year were not able to
specify their exposure.
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Senator SPECTER. And are the records available from those units
to provide the basis for coming to the conclusion on the cause and
effect issue?

Mr. HanseN, Well, you are getting into an epidemiological area
there, Senator, that I am not sure I am qualified to speak to.

Senator SPEcTER. Well, what does it boil down to? You talk about
an epidemiological area, you are——

Mr. Hansen, I think those units can be studied.

Senator SPECTER. Excuse me, I haven’t finished the question.

Mr. HanseN, I'm sorry.

Senator SpecTER. When you are talking about an epidemiological
area, you are qualified to say that their base is inadequate, but you
don’t have qualifications to say what is adequate as a study base?

Mr, HanseN. Well, we are talking about adequate from an epide-
miological standpoint and what——

Senator SpECTER. What's your basis for saying it’s inadequate?

Mr. HanseN. The bagis for saying it is inadequate is that based
on our review we do not feel that military treop records can be
used to establish individual exposure estimates.

Senator SpEcTER. What can be used to establish individual-——

Mr. HanseN. Estimates can——

Senator SPECTER. Wait, wait a minute, you have to let me finish
the question. What can be used to establish the individual troop
unit basis?

Mr. HanseN, You can look at units as opposed to individuals and
determine the units’ proximity to sprayed areas. You would have
to assume that all individuals who are assigned to that unit were,
in fact, together at one particular location. _

Senator SpecTter. Mr. Hansen, what I am trying to get to is can
we have a study? Do we know how to make a study to come to
these conclusiong?

Mr. HanseEN. I am not sure I understand your question, Senator.
We can study——

Senator SpECTER. Well, let me begin at the beginning. We would
like to know whether agent orange causes cancer, rashes and birth
defects. Now, a suggested study has been proposed and GAO has
come in and told us a lot of reasons why the proposal is inad-
equate. And [ want to know how do we move toward a study which
will angwer the question I just posed.

Mr. HaNSEN. Senator, I am going to have to supply that for the
record for you because I have tried to explain what our concerns
were with regards to the military records and what uses could be
made of those records.

We think that some uses ¢an be made of those records for epide-
miological study. We are not epidemiologists and I can’t tell you
specifically how you would proceed with an epidemiological study
of those units. However, we think that they present some real pos-
sibility for study,

Senator SPECTER. You don’t have to be an epidemiologist in order
to criticize the UCLA study?

Mr. HanseN, We criticized the data bases that UCLA proposed
using. We pointed out some problems inherent in those data bases
which needed to be considered in determining whether or not the
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As [ said a moment ago, Senator Murkowski will carry on the
hearinﬁ,gl‘E '

Frank, I have a couple of outstanding questions on the GAQO
pranel which I would like to ask at this time.

Senator MURKOWSKI [presiding%. Please proceed. We will call the
heariniback to order and I apologize for the time that it took to
get back. Please go ahead.

Senator SPECTER. Let’s see. Who is here now from GAO? Will you
please step forward? What is your name, sir?

Mr. HansgEN. My name is John Hansen.

Senator SPECTER. Mr. Hansen, on the basis of the testimony
which Mr. Peterson had given, 1 have just a few questions and per-
haps you are in a position to answer them.

h concluding that the UCLA study was not adequate, what rec-
ommendation does the GAO have for a study which would be ade-
quate to establish whether agent orange has caused the series of
problems, birth defects, cancers, rashes, tumors, et cetera?

Mr. Hansen. We looked at sections of the protocol which dis-
cussed the use of certain data bases and records with which we
were familiar. We are not epidemiologists. We did not review the
protocol from an epidemiological standpoint, only ag it pertained to
the troop location records and to some of the VA data bases they
proposecF using, We pointed out some of the shortcomings in using
those daia bases and factors which need to be considered in decid-
ing whether or not they are adequate for use in tryving to deter-
mine the nature of the veterans health problems.

Senator SPECTER. Well, you concluded that the protocol and pro-
jected study was inadequate, correct?

Mr. Hansen. We concluded that there were problems in using
the three data bases that we talked about. We did not present any
overall conclusion on the draft protocol. We did note that the pro-
tocol lacked adequate details, as have other reviewers.

Senator SPEcTER. What is the answer to the problems that you
have raised?

Mr. Hansen. Well, as applying to the feasibility study, for
example? g

Senator SrECTER. Yes.

Mr. HanseEn. We have spent a good deal of time looking at the
military unit records. We have worked closely with Mr, Christian,
with members of the %ent Orange Work Group, and with the De-
partment of Defense. There are indices which can be developed to
leok at exposure questions. They can put units in proximity te
sprayed areas.

Senator SpecTER. Well, the concern I have is I understand the
criticism which you have stated. But do you have a suggeation as to
how the data base can be expanded or corrective action can he
taken on the items which you have raised which would then enable
us to go forward with an appropriate study?

Mr. Hansen, I think that glere are a number of units which
have been identified as being in close proximity to sprayed areas
which could be used as populations for epidemiological study.
These are not units which you could provide an individual expo-
sure estimate on each persont who served in those units, but we cer-
tainly know that they were in or near sprayed areas.

91-212 O—82.—20
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Senator SpECTER. Thank you very much, Mr. Hansen. Thank you
veg much, Mr, Chairman.,

[Subsequently, the General Accounting Office submitted the fol-
lowing information:]

The lack of information available on the disabilities that may be caused by expo-
sure to phenoxy herbicides contaminated by dioxins makes it difficult to develop re-
alistic estimates of the cost of paying disability benefits to exposed Vietnam veter-
ans,

VA has developed a cost estimate for HL.R. 6377, a bill to amend section 312 of
title 38, United States Code, to provide a presumption of service connection for com-
pensation and dependency and indemnity compensation benefits for Vietnam veter-
ans, or their survivors, presumed to have disabilities relating to agent orange expo-
sure, The bill also provided compensation for children suffering birth defecta result-
ing from one of the child’s parents being exposed to agent orange.

VA estimated the cost of paying benefits under this bill for fiscal years 1981
through 1985 at more than $7 billion. The administrative cost to VA of handling
these benefits was estimated at over $18 million.

Although we have not evaluated the methodology VA used in developing these
estimates, they are the only available estimates of c;ﬁ;ich we Bre aware.

[The responses of the General Accounting Office to written ques-
tions submitted by Hon, Alan K. Simpson, chairman of the Senate
Committee on Veterans’ Affairs and Hon. Alan Cranston, ranking
?1linority member of the Senate Committee on Veterans' Affairs,
ollow:]
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studies they wanted to use those data bases for were going to be
fruitful or not. We didn’t say don’t do the studies,

Senator SpecTeER. I will accept your invitation to provide it for
the record hecause I am interested to know how to go with the
study.

Mr. HanseN. Yes, sir.

. Senator SpEcTER. We place a great deal of value on a GAO con-
clusion, but I think it is important to do something more than say
where the areas of deficiency, if you can, to tell us what the correc-
tive measures to be taken so that we can move ahead to get the
answers, .

[Subsequently, the General Accounting Office submitted the fol-
lowing information:}

We believe the proposed spidemiological study should be expanded to determine
whether service in Vietnam, rather than solely exposure to agent orange, may have
adversely affected the health of Vietnam veterans, Both the Agent Orange Working
Group and the Office of Technology Assessment agree that such a study is necessary
and fearible.

An expanded study could use already develo general exposure indexes to iden-
tify populations with high and low potentials for exposure based on their proximity
to sprayed areas. A third population consisting of military personnel who did not
serve in Vietnam should also be included in the study.

We believe a study comparing the health status -::;fy these three groups could deter-
mine whether exposure to agent orange and/or service in Vietnam has adversely
affected the health of Vietnam veterans.

Senator SeecTER. I will have just one more question for you and
that is a repeat of a question which I agked earlier of Mr. Nimmo. 1
have a sense that we are, we may be, the Government, the VA, the
Congress, even the GAQ, may be avoiding the problem of causal
connection between exposure to agent orange and the many prob-
lems, cancer, birth defects, et cetera, because of the tremendous
cost involved. And my question is does GAO have any idea as to
what the range of cost might be if the Vietnam veterans exposed to
agent orange were concluded to be entitled to compensation for the
so-called chamber of horrors?

Mr. HANSEN, Senator, we have not developed such an estimate.

Senator SpECTER. Would it be possible for you to do so?

Mr. HanseN, We could certainly try and work with the VA and
see. We would have to certainly talk to them with regards to esti-
mates of the number of people involved.

Senator Specter. I would appreciate it if you would, because a
question which came up on the change of medical policy, for exam-
ple, where there was an issue as to whether the change could he
made involved the cost factor and concerns from the Office of Man-
agement and Budget as to whether it could be afforded and wheth-
er the legislation were to be vetoed and there ig always the lurking
problem about whether we are willing to face up to the responsibil—
ity if we owe it, let’s pay it. If it is causally connected, let’s recog-
nize it and let’s compensate. And there is always lurking in the
background whether we can afford to do that or what the cost is
going to be, especially now with the very emphasis on economy.

So that I think it would be very important if you could give us
an idea of what the cost could amount to.

Mr. HanseN. We would be happy to do that for the record, Sena-
tor.



Question:

Can any other type of exposure index be developed, utilizing
information now available from the records, or utllizing information
that will scon be available from your work with the DOD records?

Anawars

Yes. General exposure indexes have been developed from
available records to determine the time and geographic proximity
of military wnits to areas sprayed with Agent Crange. These
indexes have been used by GAD, the Army, and Marine Corps to
determine the likelihood that units were exposed to Agent Orange.

Question:

br. Detels stated that expanding the study to general service
in Vietnam would greatly increase the complexity of the epidemioc-
logical study. Do you agree with his opinion?

Angwer:

The UCLA regearchers' approach is to develop individual exposure
indexes that can be used to establish a cause and effect relatlonship
between a veteran's exposure to Agent Orange and adverse health
outcomes. As we understand Dr. Detel's position, the expanded
epldemiological study he envisions requires the development of
individual exposure indexes for Agent Blue and the other chemicals
uged ip Vietnam, as well as the Agent Orange exposure index.

From an epidemiologist's view, the abllity to establish a cause
and effect relationship between exposure to a specific herbicide
and a specific adverse health outcome may be extremely important.
However, the Veterans Administration only needs to satlafy itself
that the health problems a veteran is experiencing were service
connected to determine eligibility for compenaatiom.

In a very real sense, the expanded study, using service in
Vietnam as the causal) factor, would be a simplified study by
using the general exposure indexes already developed and elimina-
ting the need to develop exposure indexes for each individual.
Indesd, our experience with the military recorda causea us to have
serious reservations that individual Agent Orange exposure indexes
can he developed.

Both the Agent Orange Working Group and the Office of Technology
Assesgment believe an expanded study to evaluate the effects of
Vietnam service, rather than solely exposure to Agent Orange, is.
neceasary and feasible. In large part, they reached this conclusion
because of the extreme difficulty in documenting Agent Orange
exposure from the military reacords and viewed the expanded study as
a more feasible alternative.
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RESPONSE OF THE GEMERAL ACCOUNTING OFFICE TO WRITTEN QUESTIONS SUBMITTED BY
HON. ALAN K. SIMPSON, CHAIRMAN OF THE SENATE COMMITTEE ON VETERANS'
AFFAIRS

Question:

In your opinion, are the HERBS tapes accurate? How have
they been verified since the end of the war, as accurate meaaures
of where and how much Agent Orange was actually sprayed?

Anawer:

GAQ has not evaluated the HERBS tapes to verify their accuracy.
However, the Wationhal Academy of Sciencea {NAS} conducted an investi-
gation which was reported in its 1974 study entitled "The Effects
of Herbpicides in South Vistnam.” NAS found that 13.6 percent of
the misaiona on the HERBS tapes contained inaccurate information
on where the mission was conducted. NAS also noted that the source
of information for compiling the HERBS tapes was not intended for use
in determining the locations of herbicide miasjons conducted in
Vietnam. Despite these shortcomings, MAS concluded that the HERBS
tapes were the best and only available compilation of herbicide
operations conducted in Vietnam.

More recently, Army records management officials have identified
records of herbicide missions that were not available to NAS when
it evaluated the HERBS tapes. Although the analysis of theae newly
found records is not complete, it may provide information on the
agouracy of the HERBS tape.

Queation:

The Agent Orange Working Group, as well as other parties, have
not as yet been able to establish a mechanism for documenting
expoaure. If we cannot document exposures of individual veterans,
is it poasible to distinguish companies and/or divisions and their
iogations. eventually developing some more general type of exposure

ndex?

Anewar i

Yer. GAQ, the Army, and the Marine Corps have been able to
datermine the proximity of military units, down to the company
level, to arsas sprayed with Agent Orange. While these indexes do
net document exposure, they provide a general index of exposure
probability.
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The organization of Army records need not be a prerequisite
to developing populations for epidemiclogical studies. Army
officials agree that the two tasks could be pexforxmed
simueltaneocusly. MNonetheless, we have serious reservations
that it will facilitate development of the individuval exposure
indezes suggested by the UCLA researchers.

Queation:

On page 7 of your atatement, you note that "ERJecent
Congressional action limiting eligibilicy for VA's burial
allowsance may also affact the nsefulneas of BIRLS."

R. Do you have any data that suggests that such & result
is ooccurring or likely to occur?

B. Will you please work with the VA to help ensure that
your concerns regarding the continuing reliability of BIRLS data
on mortality are addressed effectively?

C. Can you get back to the Committee in about 60 days with
a8 report on efforts being mwade in this regard?

D. Can you recommend any alternative means that would
be superior to BIRLS for obtaining mortality data on veterans?

Answer:

our comments on the draft protocol's proposal to use the
death cexrtificate information in BIRLS for mortality studies
wers intended to alert the UCLA researchers to gquestions which
have been raised about the reliability of the information in
BIRLS. While we believe BIRLS c¢an be used to conduct moxtality
studies, the limitations of the system should be considered in
developing the smtudy protocol.

In June 1981, the National Academy of Scviences eXpressed
its concern that Congressional action limiting eligibility
for VA burial benefits would reduce the reporting of veteran
deaths to VA for inclusion in BIRLS. Although the Congress
did wnot enaet all proposed restrictions to burial benefits,
veterans burled in natlonal cemetaries will no longer qualify
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RESPONSE OF THE GENFRAL ACCOUNTING OFFICE TO WRITTEN QUESTIONS SUBMITIED BY
HON. ALAN CRANSTON, RANKING MINORITY MEMBER OF THE SENATE COMMITEIEE ON
VETERANS' AFFAIRS

Question:

What is the status of your review of the VA's efforta to
provide information and services to Vietnam veterans concerned
about Agent Orange?

Answer:

We have completed our work at 14 VA medical facilities, and
most of the analysis of this inforxrmation, as well as the responses
to the 1200 questionnalres we sent to a random sample of veterans
who had Agent Orange examinations. Our report should be isaued
in the Bpring of 1982.

Quastion:

In your statement you noted that "the records aearxrch and
analysis neceasary” to caomplete a feasibility study of determining
troop exposure to dioxin "would be costly and time consuming®
because “Army records from the Vietnam confliot are neither
complete nor well organized." Although I understand and appreciate
this point, wouldn't it be highly desirabls for a varlety of
reasonsg, including for purpomes of evaluating the effects of
possible exposure to Agent Orange, to organlze and catalog
records relating to troop activity in Vietnam?

Answer:

Organizing and cataloging the Army's Vietnam records
oollection would enhance the ability of records management officlals
to access unit records and determine troop locationa. This
would be helpful in identifying units who served in sprayed areas.
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Question:

The GAO clearly advocates an expansion of the acope of the
Public Law 96-151 epidemiological study. I found your analysis
on this point to be very helpful.

A. However, given the study's focus to date on Agent
Orange, is there a poseibility that a decision to expand the
scopae of the study wmight lead to more delay in getting answers
about Vietnam veterans health?

B. If a mors generalized satudy ies done -- that is,
without any efforxt to control for exposure to different eslements
in Vietnam -- would there be a risk of wasking the adverase
health affecta of exposure to a particular hazard or hazards?

Answery

Ratherx than delay the atudy, we believe an expanded
study could bagin sooner because it would eliminate the
proposed feasibility study and the nead to develop individual
exposure indexes.

To determine a veteran's eligibility for benefits, VA
needs to know -only that the veteran's health problem was
service connected, and not the specific cause of that condition.
If a more generalized study is done the ability to link
health outcomes with exposure to a apecific chemical could
be lesaenad. A gtudy focusing only on the health effects
of exposure to Agent Orange, however, may not identify health
problame caused by other factors related to Vietnam sgervice
which could he detected in an expanded study.
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for burial allowances, and their deatha may not be reported

o YA, VA is planning administrative changes to insure that
death cerxtificates are obtained for those veterans no longer
eligible for burial allowances. Howasver, a thorough evaluation
of BIRLS completeness for death cextificates is necessary

to detexmine the affect of the new eligibility rules.

The Natlonal Academy of Sciences (NAS} ia currently
planning a atudy to evaluate the completeness and reliability
of BIRLS for death certificates. Alsc, NAS in cooperation with
VA intends to organize a program monltoring the completeness
of BIRLS to lusure that recent changea in eligibility requirements
for VA burial allowances do not adversely affect the death
certificate information in BIRLS.

In a Septembér 1, 1981, letter the President of NAS offered
to inform the Chairman, Senate Committee on Vetexans' Affairs of
any problems arising from these changes. HAS officials have agreed
to keep us informed of the progress of their monitoring
program, and we will provide this information to your staff,

We have not avaluated any alternatives to BIRLS fox
obtaining mortality data on veterans. However, we understand
that several state Agent Orange commissions arxe planning
mortality studies usaing State death records to identlfy deceased
Vietnam veterans.

We continue to believe that BIRLS can be used to conduct
mortality studies provided that ite limitations are recognized
and addreased in the study protocol.

Questiont

On pages 7 and 8, yow deacribe a number of problems with
VA's Agent Orange vregistry.

A, In light of these problems, what, if any, use do you
believe can be made of the data in the registry?

B. What steps can be taken to make the data prasently
available as useful as possible and to ensure that information
placed in the registry in the future is useful?

Anawer:

We are currently evaluating the registry's reliability
and usefulnasa as part of our review of VA's efforta to aasist
veterans concerned about Agent Orange. We intend to work with
VA to ensure the future usefulness of the registry data.
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I am accompanied, as you mentioned, today by Dr. Vernon Houk,
to my right, and Mr, Leslie Platt. Dr. Houk is the Acting Director
of the Center for Environmental Health of the Center for Disease
Control and is Chair of the working group science panel,

Mr. Platt is legal counsel to the Department of Health and
Human Services and serves as the working group’s legal counsel
and staff director.

As members of the committee will recall, the Agent Orange
Working Group had its genesis in the interagency work group to
study the possible long-term health effects of phenoxy herbicides
and contaminants. As originally structured, the working group was
comprised of three agencies: The Department of Health and
Human Services, Defense, and the Veterans’ Administration as full
members with several other agencies as observers.

When this administration assumed office, the excellent work of
the interagency work group was reviewed and a decision was made
by the President to update its visibility, to encoura%e accelerated
development of research and to broaden the availability of re-
sources and personnel.

At a White House meeting in July, President Reagan announced
that he had reestablished and expanded the working group, re-
named it the Agent Orange Working Group and raised its status to
Cabinet coungel working group level.

Under its new charter, the Department of Health and Human
Services continues as a lead agency, with full participation by the
Veterans' Administration and the Department of Defense. Addi-
tionally, a number of other agencies have been designsted ag full
participants.

The Congressional Office of Technology Assessment continues as
an observer.

I would like to briefly review some of the research being conduct-
ed. The working group is currently in the process of preparing a
comprehensive updated catalog of all relevant Federal regearch, a
registry of workers in the United States who have been involved in
the manufacture of 2,4,5-T is being compiled. The Air Force Ranch
Hand study has begun. The Air Force has begun now contacting
the approximately 1,200 Air Force pilots and maintenance crews
who were engaged in the spraying of herbicides in Vietnam.

A comprehensive review of the world’s technical publications of
herbicides has now been completed. A preliminary protocol for the
congressionally directed Veterans' Administration epidemiological
study of Vietnam veterans hag been received and reviewed. )

These and other research activities planned and underway have
been and will be discussed before this committee in more detail by
the individuals closely associated with them.

On a related matter, we were recently advised by the science
panel of a potential new avenue of research. Working with the De-
partment of Defense records personnel, information was developed
dealing with the possible high dose exposures from incidents such
as emergency herbicide jettisoning. The incidents resulted from
spray aircraft malfunctions or battle damage. In some cases these
incidents appeared to have occurred directly over or near Ameri-
can military installations.
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Senator Murkowski. We will proceed with the new panel and I
might recognize those members of the panel: Mr. Bart Kull, is that
the correct pronunciation? '

Mr. KuLw. Correct, yes, sir. .

Senator MUurRkowskl. Special Assistant to the Deputy Undersec-
retary for Intergovernmental Affairs, HHS, and the alternative
Chairman of the Agent Orange Working Group and he will testify
1{; place of Mr. Stockdale who I regret to announce has been taken
ill.

Before Mr. Kull presents his working group testimony, I want to
recognize Leslie Platt, legal counsel for the Agent Orange Working
Group. Leslie is leaving on Friday. He's going into private practice
and we commend your assistance. You have heen a valuable asget
to the working group and you will be missed. Mr. Michael Gough,
Office of Technology Assessment. Mr. Gough, welcome to the com-
mittee. And let's gee, have we got anybody else here? I am looking
here, Mr, Houk, for your pedigree on the—here we go. Dr, Houk,
Chairman of the Agent Orange Working Group Science Panel, Di-
rector of Center for Environmental Health, Center for Disease Con-
trol, Atlanta, Ga. We welcome you to the committee,

I'm sorry, it's Mr. Gough, is that correct?

Mr, GougH. Yes, sir. '

Senator Murgowskl. With that I would request that Mr. Kull
proceed as a first witness.

TESTIMONY OF A PANEL CONSISTING OF BART KULL, SPECIAL
ASSISTANT TO THE DEPUTY UNDERSECRETARY FOR INTER-
GOVERNMENTAL AFFAIRS, DEPARTMENT OF HEALTH AND
HUMAN SERVICES, ACCOMPANIED BY DR, VERNON N. HOUE,
CHAIRMAN, AGENT ORANGE WORKING GROUP SCIENCE PANEL
AND DIRECTOR, CENTER FOR ENVIRONMENTAL HEALTH,
CENTER FOR DISEASE CONTROL, ATLANTA, GA.; LESLIE PLATT,
LEGAL COUNSEL, AGENT ORANGE WORKING GROUP, WASH.
INGTON, D.C; AND DR. MICHAEL GOUGH, PROJECT DIRECTOR,
OFFICE OF TECHNOLOGY ASSESSMENT

Mr. KurL. Thank you, Senator Murkowski.

Mr. Chairman, members of the committee. I am Bart Kull, the
Special Assistant to James Stockdale, the Deputy Undersecretary
for Intergovernmental Affairs, Department of Health and Human
Services and who is also Chair of the Agent Orange Working
Group of the Cabinet Counsel, the working group of the Cabinet
Counsel on Human Resources. I am the alternate Chair, substitute

Mr. Stockdale, as you mentioned, is ill and he asked me to come
here today and extend his apologies for not being present and to
present testimony on his behalf,

I am pleased to have this opportunity to appear before the com-
mittee to report on the Federal Government's ongoing efforts to
study and hopefully reach scientifically valid conclusions about the
I;iosaauble long-term human health affects of exposure to phenoxy

erbicides and contaminants with a particular focus on the results
of the exposure of American service personnel to the herbicide
known as agent orange in Vietham,
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PREPARED STATEMENT OF BART KULL, SPECIAL ASSISTANT TO THE UNDERSECRETARY FOR
TNTERGOVERMMENTAL AFFAIRS, DEPARTMENT OF HEALTH AND HIMAN SERVICES

MR, CHAIRMAN AND MEMBERS OF THE COMMITTEE:

I am James Stockdale, Deputy Under Secretary for
Intergovernmental Affairs, Department of Health and Human
Services, and Chair of the Agent QOrange Working Group of the
Cabinet Council on Human Resources. 'I am pleased to have
thiz opportunity to appear before the Committee to report on
the Pederal government's ongoing efforts to study and hopefully
to reach scientifically valid conclusions about the possible
long=term human health effects of exposure to phenoxy harbicides
and contaminants, with a particular focua on the results of
exposure of American sarvice perscnne] to the herbicilde known

as Agent Orange in Vietnam.

I am accompanied today by Dr. Vernon Houk and by Mr. Leslie
Platt. Dr, Houk is the Acting Divector of the Center for
Environmental Health of the Canters for Disease Control and is
the Chair of the Working Group's Sciehce Panel. My, Platt is
Legal Coungel to the Department. of Health and Human Services
and serves as the Working Group's legal counsel and staff

director.

25 membars of the Commititee will recall, the Agent Orange
Working Group had its genesis in the Interagency Work Group ke
Study the Possible Long-Term Health Effects of Phenoxy Herbicides
and Contaminants (IWG)_. The IWG was chartered by the White House
in late 1979 and held its first meeting in February, 1980,

Meetings of the IWG and its successor, the Agent Orange Working
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This may well result in a broader spectrum of identifiable expo-
sures that could significantly aid research efforts.

1 would emphasize, regarding the avenues of research that are
currently underway and those that are to come, that no one in this
administration, on the Agent Orange Working Group, or elsewhere,
is prejudging the outcome of this masgive inguiry. It should also he
borne in mind that absolutes in terms of answers may be beyond
the reach of science,

It is hoped, at the very least, that interim and final research re-
sults will provide enlightened guidance for the development of
basic social and legislative policy in this area.

Earlier in my testimony 1 briefly discussed the preliminary pro-
tocol for the Veterans' Administration epidemiological study. 1
offer for the record a copy of Dr. Houk’s letter to Dr. Shepard at
the VA regarding the proposed protocol. As is obvious from the
letter, the science panel believes we still have a long way to go
before we are ready te begin the VA study.

I would emphasize that the Agent Orange Working Group shares
the committee’s concern that all Federal research activities be as
scientifically competent and free from bias as humanly possible.

I would offer for the record my full written statement and sup-
porting documents and we do look forward to a continuing and
strengthening the close cooperative working relationship that we
have enjoyed with the committee as we move forward.

Thank you very much. My colleagues and I would be happy to
answer any questions the committee may have.

Senator Murkowskl Thank you very much, Mr. Kull. I appreci-
ate you staying within the timeframe which has been allowed and 1
have no specific questions. Does the staff have questions?

[The prepared statement of Bart Kull, Special Assistant to the
Deputy Under Secretary for Intergovernmental Affairs, Depart-
ment of Health and Human Services, follows:]
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Wwhen this Adminisztration assumed office, the excellent.work
of the Interagency Work Group was reviawed and a decision was
made by the President to upgrade its visibility, to encourage
accalerated development of research, and to broaden the availa-
bility of resourcas and pewsonnel., At a White House mseting
in July, President Reagan anncunced that he had re-established '
and expanded the Working Group, renamed it the Agent Orange
Working Group, and raised its status to Cabinet Council working

group level.

Az such, the Working Group reporta directly to the White
House Cabinet Council on Human Resources which is chaired by
Secvetary of Health of Human Services Richard Schweiker., This
action c¢learly raflects the President's commitment ﬁo the
goals of the Working Group and accords the highest priority
"to its mission. I would like to offer for the racord a ceopy
of Secregary Schwaiker 's Auguast 21, 19381, memorandum which

formally re-established the Working Group {(Attachment A}.

Under its new charter, the Depaftment of Health and Human
Sexvices continues as the lead agency with full participation
by the Vetevans Administration and the Departwent of Defenss.
Raised to the statua of full participants have been the Depart=
ments of Agriculture and Labor and the Envirenmental Protection
Agency. Also designated as full members are the ACTIOR agone?,
the 0ffice of Hanagement and Budget, the Council of Econemic

Advisors, and the White House Offices of Science and Technology
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Group, have been held almost every month since that time. The
mission of the Working Group, then as now, is to monitor,
coordinate and set priorities among Federal Government research
activities, to design a research agenda, and to organize the
means to assure tpat the research agenda is carried oukt. Thus,
the Working Group does not itself conduct any research but is
charged instead with being the overall coordinator, clearing-

house and evaluator of the Pederal research effort.

Since its inception, the Working Group has been advised by
a sclentific panel of knowledgeable scientists from the various
government agencles concerned with the broad issues of public

héalfh under the jurisdiction of the Working Group.

As originally structured, the Working Group was comprised
of three agencies -- the Departments of Health and Human
Services and Defense and the Veterans Administration -- as
full members. The Department of Health and Human Services was
designated the lead agency, and the Departments of Agriculture
and Labor, the Environmental Protection Agency and the Congressional
Office of Technology Assessment £ully participated as observers.
The General Accounting Office was very sarly brought into the
effort and has been kept abreast of dévelopments. additicnally,
the White House Office of Science and Technology Policy partici-

pated as an ex-officic membar.
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The Working Group's mission is to seek truth and to reveal

openly as much truth as can be found.

My, Chairman and Members of the Committes, a great deal of
work is moving forward. Quite frankly, it is not sensational,
headline grabbing activity; rather it is the gquiet research

ingquiry of highly qualified and dedicated men and women of aciencs.

I would like &¢ review briefly scme of thls research. As b
you know, the Working Group la currently in the process of
preparing a comprehensive, updated catalogue of all relevant
Pederal research, We hope to have thie completed in the near
future and will provide it to the Committee and the public as

goon as it 1s ready.

First, I would note that research into possible birth
defects in the children of Vietnam veterans is currently being
conducted by the Centers for Disease Control. This research
iz being conducted as a direct vesult of the Working Group's
recommendations and is being funded jointly by the Departments
of Health and Human Services and Defenae and the Veterana
Administration. It is desighed to help find answers to oOne
of the most garious quesations facing Vietnam veterans and

thelr families.

gecond, the National Institute for Oeccupational Safety
and Health of the Centers for Disease Control is continuing

its assambly of a regilstry of workers in the United States
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Policy and Policy Development. The congressional Office of

Technology Aasesament continues as an cbserver,

On August 26th of this year, the expanded agent Orange
Working Group held ilts first meeting. At the beginning of that
meeting, and speaking as its Chairman, I wished to assure those
who had worked ao hard and long for the establishment and
progress of the Group of the commitment of the Administration
and of my position as its new chairman. With your permission,
I would like to summarize for the Committee my statement at

that meeting.

I said, and I belisve, that the concerns of possible long
term adverse health effects as a result of exposure to Agent
Orange are very real, They demand answers. They demand the
kind of deliberate, objective research that will provide

as mahy answers as science canh giva.

The Working Group will not cave in to the emotional fervor
that surrounds this issue. The Working Group has a responsibility
to turn aside from the barrage of demands for guick and easy

answers based on assumptions rathey than facts,

Equally so, the Working Group will not how to any interests
that might seek to sweep this issue under the rug and hope it

will go away. This issue will not go away.

/

91-212 0—82——21
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Dr. John Doull
Professor
Department of Pharmacology
and Toxicology
University of Kansas Medical Center

Dr. Norton Nelson

Professor and Chairman

Department and Environmental Medicine
New York University

School of Medicine

Dr. Alan Poland

Associate Professor of Oncelogy
McCardle Laboratory

University of Wisconsin

Dr. Irving Selikoff
Director, Environmental Sciences
Labhoratory
Mt. Sinai School of Medlcine
The Advisory -Committee is scheduled to hold its first

meeting in December at Brooks Air Force Basea. Following that
meeting, two additional scientists will be appointed to serve
on the committee. Those scientists will be selected on the
bagis of their expertise in scientific disciplines deemed
desirable by the committee and the Secretary to complement
the broad and conaidevable expertise already represented on

" the committee.

Fourth, a preliminary protbcol for the congressionally -
directed Veterans aAdministration epidemiology study of Vietnam
veterans has been received from Dr. Gary Spivey of the UCLA
8chool of Public Health. The material hae been reviewed by the
working Group's scientific panel and the panel's comments have

bean forwarded to the Veterans Administration.
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who have been involved in the manufacture of 2,4,5-T, one of
the two herbicides in Agent Orange and the one which contains

dicxin as a manufacturing contaminant.

Thizs registry is designed to provide a significant data
base which can bhe extremely valuable in supporting studies of
the health of workers exposed as a result of their occupation.
Thus, the registry holds real promise of providing reliable
information about the effecta of exposure to dioxins that can
be related and cross-referenced ko other research underway on
the possible adverse effecta of Agent Orange axposure in

vietnam,

Third, the Air Force Ranch Hand Study has begun. It is
now past the planning stages., The Alr Force has bequn con=-
tacting the approximately 1200 Air Force pilots and malntenance
crews who were engaged in spraying herbicldes in vietnam.

Alge, I would note that a formally chartered Federal Advisory
cCommittes, which includes highly qualified scientists from
outgide the goverument, has been £ormedlto provide close

monitoring of the study.

The Advisory Committee will be chaived by Dr. John Moore,
' Deputy Director of the National Toxicology Program; Dr. MoOre
served with great distinction as Chair of the Interagency Work
Group 's scientific panel. Other members of the committes appointed

by Secretary Schwelker are as follows:
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word of caution. All illnesses currently being popularly attri-
buted to exposure to Agent Orange can be caused by a number of
factors.

I

' Accordingly, we must keep in mind the possible outcomes
of the study of those who served in Vietnam. Vietnam vekerans
may be at greater rilak of suffering serious diseases than other
groups. We might also discover that those diseases are not
asgociated with expoeufe to chemicals involved in defoliating
prceedures. We may find, on the othar hand, that Viatnam
veterans are not suffering any more disease than would be

axpected had they not been in Vietnam.

.It ghould also be borne in mind that absolutes in kLerms
of answers may be beyond'the reach of science. It iz hoped,
at the very least, that interim and final research results
will provide enlightened guidance for the develcpmant of

basic soclal and legislative policy in this area.

I atress again that the Agent Qrange Working Group will
not be permitted to fail victim to anything remctely akin to
prejudgment. We are acutely aware that anything short of our
most objective, heat efforts would be a grievous dissarvice

to our veterans and to the conscience of ouxr Nation.

I wish to thank the Committee, not aimply for the honor
of appearing before it, but also for the excellent support
that you and your staff have accorded the Agent Qrange Working

Group and its Science Pansl.
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hdditionally, a comprehensive raview of the world's
tachnical pubiications on herbicides has bean completed by
J.R.B: Asacciatea, Incorporatad, under contract with the Veterans
Administration. This literature review provides in one place, for
the first time, the currently published scientiflc information
on phenoxy herblcides, their contaminants, and other defoliants

used in Vietnam.

These and other research activities planned and underway
have been, and will be, discussed before this committee in more
datall by individuals closely associated with them. My point in
brie€ly reviewing them is to assure the committee that the

Working Group's objectives are being actively pursued.

On a related matter of considerable interest, the full
Working Group was recently advised hy the Science Panel working
with DoD records personnel of a potential new avenue oOf research
ralating to posaible high dcse exposures, particularly incidents
of amergency herblcide jettisoning that resulted from spray
aircraft malfunctions or battle damage. In some cases, these
incidents appear to have occurred directly over or near American

military installations.

I would emphasize, regarding the avenues of research
that are currently underway and those that are to come, that
no one in this Aduninlstration, on the Agent Orange Working
Group or slsewhere, is prejudging the cutcome of this massive

inquiry. However, I would be remiss were I to fail to add a
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As is obvious from the letter, the Science Panel helieves we
still have a way to go before we are ready to begin the VA

study.

The Sciance Panel is prasently examining how the VA study
and other pending research can best be done and how all research
can be expedited. 1In this regard I would like to emphasize again
that the Agent Orange Working Group shares Senator Cranston'siff'
concern that all federal research activities be as scientiﬁicéilf
competent and free from bias as is humanly possible. However, -
we are dealing with a very difficult and complex issue which
will take time to resolve and so will the design and exacutiﬂn,
-of appropriate studies. I would offer for the view a copy of/
the chronology of Agent Orange Working Group activities which

we recently made available ({Attachment C).

In closing, 1 would emphasize that we look forward to
continuing and strengthening the close, cooperative working
relationship we have enjoyed with the Committee as we move

forward. Thank you.

My colleagueé and I would be happy to answer any

questiond the Committee way have,

Attachmanta
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We are honored by the recent communication of aupport to
Secretary Schweiker from you, Mr. Chairman, and you, Senator
Cranston. Egqually appreciated are your recommendations for

priorvity consideration by the Working Group.

We are alsc encouraged by the many letters of support
we have receivad from individual veterans and their families,
and by the letters and personal thanks of representatives of

veterans' organizaticna, some of whom are in this room today.

I believe theae expressions of support are a clear
reflection of the progress we are making. They are a credit
to the contlnuing effort of the many pecple who are supporting
the Working Group. And most importantly, they repressnt a
broad -- and I would add -; a bipartisan consensus that we

are on the right track.

I believe that all Vietnam vetarans can be cerxtain in
the knowledge that the Executive and Legislative branches of
their government are unified in thelr dedication to the hest

interests of those who served their couﬁtry when called upon

h
.

to do so.

Earlier in my testimony, I briefly diacussed the
preliminary'protocol for the Veterans Adminiatration's
epidemiclogical study submitted by Dr. Gary Spivey. I would
like to offer for the record a copy of Dr, Houk's letter, :
on behalf of the Science Panel of the Working Group, to

Dr. Shepard at the VA regarding the protocol (Attachment B).
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avellable to aupport the Working Group's continuing efforts.
The decision to re-establish and expand the membership of the
Working Group and to make it an integral part of the Cabinst
Council on Human Resources reflects the Presldent’'s commitment
and accords the highest priority to ita mission.

. As Chaipman Pro-Tem of the Cabinet Council on Human
Resouzces, I sm, accordingly, reaffizming by this memorandum
the Agent Orangs Working Group's mandete of Oscember 11, 1979
and providing spacific guidance as to how that mandate is to be
carried out in accordance with the Cabinet Council's decisions.

The Dapartment of Health and Human Services shell continue
to have lsad responsiblility for oversll direction and
manzgement of the Agent Orange Working Group. The Secretary of
Defanse and the Administrator of Vetsrans Affalrs shall
eontinue to ssaure that their raspective agencies participate
fully in all Working Group sctivitiss. The Depertments of
Agriculture and Labor and the Environmantal Protectlon Agency,
asach of which have untll now been observers, shall assume full
aenbership and thelr respective agency heads shall assure that
those agencies participate fully iIn all Work Group activities.

In addition, ACTION, the Offics of Manmgement and Budget,
snd the Council of Economic Advisers, as well as the whits
Hoyse Qffice of Sclence and Technology Policy and the Office of
folicy Davelopment, shall assume membership on the Working
Group and the heads of those agencies and offices shall assure
that the resources of their raspective.agency or affics are
fully availlable to support it.

Also, the congressionsl Office of Technolagy Assessment,
which has been actively involved in 2ll Warking Group
activities as dn observer, will be invited to continue to
participate in that capacity, and the General Accounting
0ffice, which has been extreasly halpful to the Working Group
in the past, will continue to be kept sbreast of developments
and invitsd to advise and assist as appropriate.

The Working Group has initiated Tesearch efforts designed
ta find answers to many of the questions surrounding Agent )
Orange that have been rszised. These efforts include the birth
defects study belng conducted by HHS' Centers for Dissase
Contral, the Ranch Mand Study being conductsd by the Alr Forcs,
the epldemiclogical study baing planned by the Veterans
Administration pursuant to P.L. 96-151, and the compilation by
HHS' Hational Institute of Occypational Safety and Heslth of a
national registrv of worksars sxpossd to dioxins. Each of these
research activities, &s well as the other important resaarch
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ATTACHMENT A

THE WHITE HOUSE
WASHINGTON

AUS 21 1981

MEMORANDUM FOR: SECRETARY QF OEFENSE
SECRETARY OF AGRICULTURE .
SECRETARY OF LASOR "
OIRECTOR, OFFICE OF MANAGEMENT AND BUDGE
ASSISTANT TO THE PRESIDENT FOR PQOLICY
DEVEL OPMENT
CHAIRMAN, COUNCIL OF ECOMOMIC ADVISERS
OIRECTOR OF ACTIOMN
ADMINISTRATOR, ENVIRONMENTAL PROTECTION AGENCY

ADMINISTRATOR OF VETERANS AFFAIRS
gCTOF, OF OF SCIENCE AND TECHNOLOGY

\j

FROM 1t SECRETARY RICHARD IKER
CHAIRMAN PRQ-TEM, CABINET COUNCIL

ON HUMAN RESOURCES
SUBJECT 3 Agent Orange Working Group

The Administration has reviewed the excellent work of the
Interagency Work Group to Study the Possible Long-Term Health
Effects of Phenoxy Merbicldes and Centamlinants and bellsves
that it has made significant progrnss toward fulfilling its
important mandate. By bringing together knowlsdgeable
scisntists from the various Federal departments and agencies
the work Group has identified ongoing research activities on
phenoxy herbicldes and contaminants and begun to develop and
o:gnniz; the means to carry out additional needed sclentific
resgarch.

President Razgan shares the wldespresac publle and
eongressionsl concern over posasibls adverse health effects
shong Yistnam veterans sxposed to Agent Orange and other
substances. The President stated, during his meeting with
national vetsrans organization leaders st the White House on
July 17, 1981, that the Administration is giving special
considaration to those concerns of Vietnam vetsrans.

At the White Houss meeting, the President snnounced that
the adminlstration had re-sstazblished an sxpanded Working Group
as the Agent Orenge Working Group and ralsed its status to
Cabinet Council level. The President is personally determined
to assure that the full rescurces of the Federal government are
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Wil TPIr a1 om ==

WASRINGTON

July 17, 1981

MEMORANOUM TOR: SECRETARY AICHARD SCHWEIXER
CHAIRMAN PRC~TEM, CARINET COUNGIL
_ ON BUMAN usoms

TROM: MOBERT CARLZSON K

EXICUTIVE SECRETARY OF BUMAN n.l:soms
CARINET COUNCIL

SUBJECT: Agent Qrangs Wozkiag Group

The Secretariat of the fuman Rescurces Cabinet Couneil has .
astablished an :gm Orange we:kiaz:erm The lead agency will
be HHS, and participating mambars from:

t of Delanse

Dapartmant of Agriculsure
Departnent ¢f Health and Euman Smiecs

Cepartment of Labor
Invironmental Frotaction aqmcr
Vaterans Adminigewasion

Action

Office ©f Management and audg.t
Counail of Economic Advisers
0tfice of Scisnce and Technology
Q2fice of Policy Develipmant

ee: Martin Aanderson
Xawin Gray
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setivities Baing conducted under the averall guidance af the
:oiking Group, are to bs continued without interruption or
alay.

. The Working Group hes developed an impressive record of
scisntific objectivity, impartiality and Intagrity snd it i
imperative to the success of the Working Group effort that this
recard and the Group's cttdihilit{ be maintained. In this
tegard, rvegular progress reports to the Cabinet Councll, the
Congress and the public will continue to be made by the Agent
Qrange Working Group.

Ta assure effective leadarship of the Working Group, I am
harsby sppointing Jamss Stockdale, HHS Oeputy Undar Secretary
for Intergovernmental Affairs, as Chair. Alsc, I sm appolnting
Dr. Varnun N, Houk aof the Center for Environmental Hesith of
the Cantars for Dissssze Contrxol as Chalr of the Working Group's
Seiance Panel. In addition, I am appointing HHS Legal Counsel
Leslis A. Platt, whao has served as lcgal-ldviser to and statf
director of the Working iroup sincs its inception, to continue
in those capscities. I know and bsllsve you will find that
these individuals share my commitment to carrying out this
important mission.

Plasse review your repressntation on the Working Group to
assurs that your agency or office is adaquataly repressnted by
appropriste tschnical exparts, sclentists and policy-level
officisls. In arder to facilitate the Group's affectivensss,
gt i: g: :aurse-impurttn; that each agency's total assbershlp

e limited,

- *  The first masting of the Tull working Group has besn
schedulad for Friday, August 29, 1981 and a mesting of tha
Science Panal will be schedulsd for shortly thersafter.
Accardingly, please let Mr. Bart Kull, Spscial Assistant to the
Deputy Undsr Secretary for Intsrgovernmental Affairs
(245-61%55), or Dr, Pster Beach, KHS Dirsctor of Vetsrans
Affairs (245-2210), know as soon as possible the name(s) of
your designated reprasentative(s) so that briefing materisls
may be forwardad to them.

Attached for vour information is a copy af tﬁe memorandum
af the Exscytive Secrastary to the Cabinet Council eon Human
Resourcas establishing the Working Group.

Attachment

cc: Compiroller Gensral of the Unitad States
Rirector, ConQressional Gffice of Technolagy Assessment
Mr. Aobert Carleson
Wr. Edwin Gray
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HHS [IEWS

US, DEPARTMENT OF HEALTH AMD HUMAN SERVICES

ATTACHMENRT C

Laura Ganerc--{202) 245-6343
Richard McGowan--(202) 245-7204

FOR IMMEDIATE RELEASE
Hednasday, October 21, 1981

HHS Secretary Richard 5. Schweikar today made public tha
attached Chronology of Activities on Agent Orange.

FROM: James S, Stockdala C et -
Deputy Under Secretary for -
Intergovernmental Affairs -

?0 : The Secretary i-f
CHREONQLOGY OF ACTIVITIES RE: AGENT QRANGE

The first meeting of the re-established apnd expanded Agent.
Orange Working Group was held on August 28, 198L. The first
taak of the Working Group was %0 ceview the status of all
ongoing and planned Faderal ressarch and related activities,

Each member agency was directed o provide updated reports
on the atatys of its currant or planned resesrch activities,

A proposed provocol Eor tha design of the Veterans
Administration epidemiological study will be reviewaed by tha
Working Group's Science Panel.

A number of veterans arganizations have bean briefad an the
cantinuing military records search kthat is beinyg conducted by
the Arpy Agent Orange Task Porca. Praparations are continuing
for the Air Force Ranch Hand Study, That study involvas pilots
and maintenance personnel engaged in the spraying of harbicides
during the Vietnam conflict. Concern was expressad that the
fullast posaible participation by Ranch Hand personnel be
chtainad for this study of possibla health effects related to
axposure to Agent Cringe. This ig critical becauss the Ranch
Hands are & relatively small group of approximately 1200.

A public affairs panel was created and will develop plans
for a public mesting of the Working Group to be scheduled later
this year.

The Worxing Group also agreesd to establish a rescurce
deavalopmant panel to assure adequate funding and parsonnal
resources.

Dr Vernon Houk, Chair of the Working Group's Scisance Panal,
has plans ko reviaw all researvch.

Dr. Houk and several other membears of the Working Group
visited the army Agant Crange Task Force Office for a briasfing
ot the status of the Department of Defense records saarch.
During the briefing, it became apparent that a potentially
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ATTACHMENT B

PT8 236~4111
October 21, 1941

Dr. Barclay Shapard

Special Assistant to the Chief
Birector for Envirotmwntal Medicine

Veterans Adminietracion

810 Vermont Avenous, H.W.

Washingtom, D,C. 20420

Déar Dr Shepard:

The Science Panel hes veviewed the Draft Protoeol for Epidemiological
Studies af Agent Orange submitted by Gary A. Spivey, M.D., HPR, acd Roger -
batels, M.D., ME,

A copy of the review and individusl comments are enclosad. DBasically, che
gclence Panel had difficulty in providing & sssningful review becauss the
document was mot & protocol. Inscasd it sppeared to conalet of thres
parts., The first 19 pages wers primarily an introduction. The second

65 pagea reprasenced a discussion of the difficulties normally faced in
epideniclogical stodies, and the rest of the document was & literaturs
seview covering 14l pages. Every member sxpressed concern about the lack
of datails to the point that it vas not pcui.bl.o to com:rucl:inly ceview
the propcsal.

The final conclusion was that the pe provosal is inadequate and the
. Science Panel recommends to the VA that a course of asction be developad
that will oot cause sny further wonsiessary delays in attempting Lo snswer
questions about health fssues {o Vietnam veterans, A specific protecol
should ba developed. There was substantial discussion at yesterday'a
meeting of the Science Pmnl. which you attended, that should help resolve
sone of these Lesuge.

/ Bincersly yours,
Y
Mﬁw.?" /é-‘.‘c,_; 22 C)
[ -
Verunon N. Houk, M.D.

Chairpan, S¢ience Panel
Agant Orange Working Group

¥nclosure

.11

Mz, Jamas Stockdale
Mr. Leskie Platt
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The Alr Forca Ranch Hand Study {2 to be monizored by
an indspendent advisory commiktee in addition to the
Agent Orange Working Grouep. This advisory committas
will meat publicly (probably beginning in November)
and will include agientists frem jinside and cutside
the Padecal government.

The Veterans Administration Advisory Commictss on
Health-Related Bffects of Herbicides meets
periodically te review all VA herbicide-related
resgarch. The committse includes gcientists from
inside and cutside the government as well as
repreasentakives of yeterans organizations.

The 0ffige of Technology Assassment of the Congress
has egtablished a scientific review panel to review
the proposed protocol for the dasign of the VA

epidemiological study and will provide the VA with irs

zonclusions and recommendations ragarding the prakocol.

Thare are also a number of State-level Agent Orange
commigsions <harged with undactaking and/or monitering
Agent Qrange research.

The teport notes in c¢onelusion that a number of veterans

grganizations, members of the public and Congress have
axpressed support for the Administration's actions regarding
Agent Orange and related rasearch.

Attachments:

{A) Memorandum of August 21, 1941, Re-esgtablishing the Agent

(e}

<)

Orange Working Group, from HHS Secretary Richard S,
Schweikar in his capacity as Chairman Pro-Tem of the
Cabinet Council on Human Resources.

Opening Remarks of Agent Orange Working Group Chairman
James S, Stockdale at the Working Group's August 28, 1981
meeting.

Rapavt by Or. Vernon Houk, Chair of tha Working Group's

Science Panel,
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axisted
promising new concept/for the identification of people exposad
to Ageant Qrange in addition to kthe Rir Porce Ranch Hand
personnal oc broadly defined units of ground troops. The full
research panel was briefed on this new information.

The information may provide the basis for a new appcoach o
finding answers t¢ some of the ssricus scientific gquestions
bafors the Working Group. Ikt opans the possibilley of an
axpanded numbar of potentially idsentifiable exposuras to Agent
Qrvange in addition to those invelved in the Ranch Hand atudy.
Further developmants regarding the information will be included
in the next Working Group raport.

The Agent Jrange Working Group's predacessor, the Inter-
agency Work Group to Skudy the Poagible Long~-Term Health
Effects of Phenoxy Herbicides and Contaminants (IWG}, alse
undectoock a number of activities during the kransition peried
between aApril, 1581, when it transmitted its seventh repore,
and August, when the axpanded Working Group cenvened.

At ths May meetbing of the IWGE, a statua report was given on
the birth defacts study being condugtad by the Centars for
.Dissase Control. It was reportad that the Cffice of Management
and Budget had approved the study and preparations for the
atudy were under way, with completion likely ln the summer or
tall aff 1983,

At the same meeting, Lt was reported that a representative
of the Medical Pollow=-Up Agency of tha Mational Academy of
Sciances' National Research Council had been briefed on and had
reviewad tha Defense Depaciment's recocds search effort and had
concluded it could be difficult ko identify a population of
ground troops the nature and extent of whose exposure to Agent
Orvange could be reliably reconsiructed and documanted.

At its June meeting, the IWG was honored by a vigsit by the
Australian Minister of Veterans Affairs, Senator Anthony
Megsner. Senator Masaner told the Group of his government's
Agant Orange-raelated. ressarch and urged continuing cooperation
between our countries in the area of research, nu:ing the
mesting, the IWG was essurad of the Administration's strong
support for Agent Jrange researcch,

As you know, Agent Orange efforts of the various Faderal
bodias include ragearch as follows:

1. . The Agent Orange Working Group coordinatas all Pedaral
Agent Orange research., It does not undsctake any
tesearch on its own but rather acts as the coordinator
and monitor.
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avallable to suppert the Werking Group's contimuing sffarts,
The decision to re-sstabliish and expand the membership of the
“Working Group and ts make 1t an integrsl pert of the Cabinet
Councll onm Human Resourcss reflects the President’s commitment
and acserds the highest pricrity to its mission.

As Chairman Prg-Tem of the Cabinat Council on Human
Resources, I am, accordingly, reaffirming By thlis memorandum
the Agent Qrangs Warking Group's mandats of Decamber ll, 1977
and providing soacific guidance as to how that mandate is Lo be
carrisd out in accordance with the Cabinet Council's decisions.

The Degartmsnt of Health and Human Services shall continue
to have lezd respansibllity for overall dirsction and .
managsment of the Agent Orange warking Group. The Secrefary of
Oefanse and the Administratar of Vetsvans Affaizs shall
continye ta assurs that thelpr respective agsnclas participate
fully in all Warking Group activities. The Oepartments of
Agricultuzrs and Labar and the Enviranmental Protaction Agency,
each af wnich have yntil now Qeen otsagvers, shall assume full
mambership and their respeciive zgency heads shall assure that
thase agsncies participate fully in all Work Group activities.

In sddition, ACTION, the Office of Managemsnt and Budget,
and the Caouncil ef Economic Advisers, as well as tha wWhits
House Office af Science and Technolegy Policy and the Qffice of
Policy Cevelopment, shall assume membership on the working
Geoup ang the heads of those agencies and affices shall assure
thaf the resources of their respective.agancy or office ars
fully availanlie to suppart Lit.

Also, the gongressional Office of Technology Assessment,
vhich has been actively involved in all Warking Group
- setivities as an cbserver, will be lnvited te cantinue to
participate in that cepacity, and the General Accounting -
Office, which has baen extramaly helpful to the Warking Group
in the past, will centinue to be kept abreast of davelopmants
and i{nvited to advise and assist as appropriats.

The wWorking Group has imitiatad research efforts desigmed
to find answers tg many of the guestions surrounding Agent
Orange that have Deen rslged. These effarts include the bizth
defects study being conducted by HHS' Canters for Of{seass
Control, the Raneh Hand Study being condyctad hy the Alr Force,
the spidemiolagical study being planned by the Veterans
Administration puzsyant te P.L, 96-151, and the compilationm by
HHS' National Institute of Occupational Sarfety and Health of a
national registry of warkars exposad to diaxing. Each of these
Tasgarch activities, as well as the other important researeh
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APPENDIX A

THE WHITE HOUSE
WASHINGTON

AUB 21 19ut

MEMORANDUM FQR:; SECRETARY OF OEFENSE
SECRETARY OF AGRICULTURE
SECRETARY OF LABOR
DIRECTOR, DFFICE OF MANAGEMENT AND BURGET
ASSISTANT TQ THE PRESIDENT FOR POLICY
DEVELQPMENT
CHAIRMAN, CQUNCIL OF ECONGMIC AOVISERS
DIRECTOR OF ACTION
AOMINISTRATOR, ENvVIRONMENTAL PROTECTION AGENCY
ADMINISTRATOR OF VETERANS AFFAIRS

Eru , OF OF SCIENGCE AND TECHNOLOGY
g Yy -
FROM s ssfazrnav RICHARD gcu‘ﬁu IKER

CHAIRMAN PRO-TEM, CASINET COUNCIL
‘ ON HUMAN RE3SQURCES

SUBJECT 1 Agent Qrange warking Group

.
-

The Administration has geviawad the sxgallent work of the
Intaragency Work Group to Study the Pessible Long-Term Hsalth
Effacts of Phenoxy Harbleides and Contamifants and Yelisves
that it has made significant progress toward fulfilling its
impartant mandate. By bringing tagether knowladgeable
scientists from the various Federal cepartaments and agenciss
the #Work Group has igentified ungolng reseaseh activities on
phenoxy herhizides and contaminants and begun to develop and
n:ganlz: the means to carzy out sdditicnal neseged sclentific
ressarch.

: President Reagan shares the widespread public and
congressianal concern over possible adverss health effescts
amcng Vietram vetgrans axposed to Agsat Orange and other
substances., The Presidant stated, during his meesting with
national vetarans orgQanization leaders at the White House on
Suly 17, 198Ll, that the Administration is giving spaclal
cansidaration to those comcarns gf viatnam vetarans.

At the ¥White House meeting, the President announced that
the sdministration had pe-sstzblished an expandad Working Group
as the Agent Orange Working Grouvp #nd raised its status to
Cabinet Council level. The Frssident Ls persomally cetsrmined
t0 aszsure that the full resources of the Fagderal government are

91-212 O—82——22 \
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Orange Working
August 28, 1931 Meeting

Good ll:irllling’. I am Jamas Stockdale, EES Deputy Under
SecTwtary for Intsrgovernoental AfZairs and Chair of the Agent
Qrange Wozking Group. umi:o!mwo:kinqm#, I wish o
*xpress to you my bolich about the work underc wvay.

Many of you have known frustration in the csurse of time
au-ving on thls project. Occasionally therw has besn the concern
that it would be stuffad avay in some dusty cornar of oﬂ.‘..eia.l
mamory and pezmitted to die of ‘heglect.

ome of you hmgn b-g,im = and in that belief have held
.ﬁn. u:d_ in that f:l.qmcs_: have kapt the niszlon and the
machanisn of this group intast and alive.

Tha Presidant of the United States, in his recagnition of
mtmt&uudmmumbmuozthnuwhohawumd
au*‘ souptry in wvar .., in recognition of the keavy questions
that sat at the winds of many who served ... has publicly and
) hmﬂug ruﬂimd and ruinforcad thc goals this working
91-'0'19 seeks to achieve,

President Reagan recantly said fye are giving special
consideration &2 the concerns of Vietnam veterans over Agunt
Orange. Our fiscal year '82 budget will contain a larca
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activities bsing conducted under the overall guidance af the
Working Groug, are to be continued without intersuption ar
delay.

The Working Group has devslouped an impresalve recerd of
scisntific objectivity, impartiality and integrity and it is
imperative to the success of the Werking Grayp etfart ‘that this
record and the Group's credibility ba maintained. In this
resgard, regular progress raports to the Cabinet Council, the
Congress and the public will continue to be meds by the Agent
Orange Working Graup. . .

To assure effactive laadership of the working Group, [ em
hareby zppeinting James Stockdalse, HHS Deputy Under Sscretary
* for Intergovernmental Affalrs, as Chair. Alse, I am appointing
Or. Vernan N, Houk of the Cantar far Environmental Health aof
the Cantars for Oiseass Control a3 Chair of the Working Group's
Science Panel. In addition, I am appointing HHS Lagal Counsel
Leslie A. Platt, who has served as legal adviser to and starff
director of the Working Group since its Incaption, to continue
in thase capacities. 1 know and believe you will find that
these individuals share sy commitment to carrying out this
important missien. ) .

Plesse revisw your representation on the Working Sroup to
assure that your ageancy or office is sdequataly Tepresented by
appropriste technical experts, scientists and policy=-level
officials. In order to facilitate the Group's effactiveness,
gt {: gg goursc»imnortant that each asgancy's total membersnip

a limited. .

The first mesting of the fUll Werking Group hes besn
seheduled far Fiiday, August 28, 1981 snd a moeting af tha
Science Panel will be schaduled for ghortly thereafter.
Acsordingly, pleass lat Mz, Bart Kull, Special Assistant to the
» Deputy Under Secretary for Intergovernmental Affairs
{245-6156), or Or. Patsr Besch, HHS Director.of Vetsrans
Affairs (243e2210}, know as 3097 es possible the nama{s) of
your designated. repressntative{s) so that briefing materials
may be forwarded to Gthem.

Attached for your inforsstion is a capy of the memorandum
of the Execytive Secretary to the Cabinet Council on Human
Resources establishing the wWorking Group. -

Attachment

ee: Comptrolisr Gameral of the United States
Director, Congressional Office of Technology Assessment
Mr, Robert Carisson ' :
Mr. Edwin Gray
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group will net sucoumb to any effort to stonewall., This lasus
will net go avay. Efforts to stonewall it will fail,

This working group’s mission is to seek tTuth and to
swveal openly as much truth as can be found,

mozm'tnthmrhhmdmmmeuma
moral cbligation to reach and even to stretch our rsachking
beyend the limits we balisve imposed upon us by the naturw of
cur finite minds and the current state of sclence.

O bahalf of those who wonder and worry and fear ve can
do 80 lsas,

T am aspecially pleased, thersfoze, that we have assembled
such an'outsemding teain for this project.

At thiz timg, I would like to introducs some of tha key
pecple in this effort from the Department of Sealth apd Human
Services. Fizat, I would like to introduce DT. Vernds Houk of
the Centar Joxr Environmental Nealth of the Cantars Zor Diseass
Contrul, whe will chair the Scisnce Panel. Next, Laslie Platt,
eur legal counsel and staff dirscter, and Bart Rull, my special
assistant, who will eh.air the group in my absancs. Alse, you
all know Dr, Peter Beach, the Department's director of vetsran
affairs who has besn and continues to provide overall ascordination

for this effort. ¥%e all velcoms you to the Department and look
forwazrd to working with you.
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increase in Funding for tha continued study of Agent Orange.
In addition to the VA's epideminlogical study and the Mz
!bze; Manch Eand Study, we have resstablished an expanded
Intaragancy Work Group as the Agunt Orange work group and,
yestarday, we raised its status o Cabinet Couneil level."

If aver thecs has Deen a statament of genuine ccicezn for
't'.h. fears that lurk in the minds of many Vietnam veterans and
theiy families - that was it,

‘Those feara of possible long term adverss bealth effacts
a8 a pesult ot‘cm tn.Ag-at Orange in vyury feal. Thay
éamand ansvers. They demand the kind of déliberate, cbjactive
ressarch that will provide as many answars as sclence can give.

Thers is no faar like the fear of the unkmown. Iteis t{no
mission of this working group to make known the unknewn insofar
as homanly possibla.

" This working group will not cawe in %o the hysteria of
smoticnalisa that surrounds this issue, This vorking group has
a responaibllity &a eurn aside f:ou the barrage of demands for
uick and sasy answers based on asaumpticns and fear rather than
facts, '

Equally so, this working gzoup will not bew tn any intearwsts
“that might sesk to sweep this issue under the rug = to pretand
it does not exist and hope it will simply go awsy. This werking -
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CEPARTMENT OF HEALTH & HU'MAN SERVICES PLoig Medith Servce

-+

Convars far Qisene Cnr;!rol
Attanty, Geargpa 24323

REPORT OF SCIENCE PANEL
0 THE
ACENT ORANGE WOREING GROVP

The $cience Panel mat Septamber 2 and September 15, 1981, A sunmery of theae
aantings and other activities is as foblows:

Vatarany Adminiscration (VA) Draft Protecel for Epidemiological "Studies
of Agent Ovange

The Vaterans Adoiniscration Draft Protocol for Epidemiologlical "Studias of
Agent Oranga” resceived from the University of California at Los Angeles (VA
Contrage V101(91)P=542) was distribuced to the members of the Sciance Pansl,
Ik was ageeed that che raview would take place in twvo stages.

The meabers ave %o Lransmuit to che Chair by Ssptwmber 1B 4 gensral overview

and gensral cooments of what nesds o be done. By OJctober L&, decailed,
specific commencs and suggestiona for proccsol damign on vhat needs ko ba

dons, how ko do ik, and suggescions on who has the capabilicy of doing it
should b tranemitced to the Chair, The Chair will conzolidate the comments
and teturn {t to the nenbars of che Science Panel for veview with final conments
an the proposed study to be submicted to the VA bdefors their committes meeting
o this subjece in Hovenber.

The praient ¥A propased protocol is scheduled to be reviewed by the Science
Panel, the T4 Commictes, the Congressional Office of Technology Aswessment,
and the Rational Academwy of Science, Hational Resaarch Council (HRC),

Dr. Honchar suggasted chat the document was not yet ready for review by tha
HRG aod guggested tha VA discuss with NRC chat chey consider withholding a
reviaw uatil a wore detailed and wpecific docunent can ba oade available. The
Science Punel oembers concurred with this suggestion. .

Dr. Gough of the Congrassional Office of Technology Avseasmant indicated that
theic review has baen complated,

A Csas Comtral Study of the Relacionship Batween Exposure ta 2,4-D and
Spontanwsous Aborfions 1n Humans

The Sciance Panel was askad to veview the document "A Cise Control Study of
the Relagionsbip Becwesn Exposure to 2,4=0 and Spontaneous Adortiens in Humane”
prapared for tha Warional Forest Products Associazcion and the U.$. Department
of Agrisulture==Forest Sezvice by SR1 International. Dr. Rimbrough and &
vather large intargovernmentsl group has reviewed this study in detail durisg
its route to ecmplaticon. Those commencs were made available to the Science
Panel. The manbery of the Sciance Panel were 1eked to coaplete this review
process and sand uritcen coments Lo the Chair by the end of dctobar.
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Memarandum
Daty Septesber 24, 1941
» Fram Chairman, Scisnce Panal
Agant Urenge Working Group
" Subject Raport of the Scifance Panal to the Agent Orange Working Group
To Mr. James Stockdale
Chairman, Agent Drange Working Group

Daputy Under Secretary for Intargovernmental
Affairs, HHS

Attached is tha Baporc of the Science Panal.
Varnen ¥, Houk, M.D.

Attachment
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wubject material. Dr. Shepard indicated chat this waa not intandaed, and
saybody wich any inforpaticn was invited to participata.

Actampts will ba made to contact the group evaluating sofc tiseue sarcoma frem
Swaden to participate. Dr. Hoachar was also asked to preaent her recent atudy

on this aubjeet.

Since the sbove Jdiscusaion oun the subject symposium, Dr. Lannert Hardell of
Sweden seked Zo present their dace oo sofe tisdue sarcoma. He vas apparencly
teld by erganizers of the confarence that chers was no room on che peogras for
his peper, The Chair cowsumicsted with Dr. Shepard chat thia was oot In

ageord with Ehe previous dgreement and was adKed co use his influence with the
symposiym orgsnizers to have Dr. Hardell's peper included in the formal program.

Ho governmencal agency will formally co~spomeer or athervise sndorse the
syppeaium cthough oany will provida participation by their wmployess.

Qthar Groups to bae Explored

Mzjor Toung wugpgested that thers are othar Individuals vho. may have basn
axpossd ta Agent Oraoge in high dosss chat could be ideptified snd svailable
for atudy. Thess include approximately 30 sciencists apd technicisns chat

ware easigned to che Plane Sciances Laberacory, Fort Diecrick, Marylanmd, 1962«
70; approximacely 200 wciencistas and cechnicians involved in the developaenc
and eveluation of epray equipment at Eglin Air Porce Basa, 1962=70; and approzi-
sately 200 ipdividuale whe were ipvolved in che disposal of Agent Ovange
{Projecc PACER-HO 1977}, Major Young was asked to wake & presantaction ac a
fyeare maeting of the Science Panal,

After the previous discussion of Data 3ets above, Dr, Bricker abared vith the
Chair information on "sborsed missions." An aborted mission is one when for
various ressons the incended rargetad spraying of the herbicide was not dons
but che material waas dumped from the sircraft. The Chair asked Dr. Honchar to
quickly review thass data, Her report is atfached. Major General Augersen
formally notified the Scisnce Panel of these data, That nofificatics and
scknovladgment of the Scieance Panel are atcached.

On Saptesber 1% a meeting was called for the Scienc Panel to exsmine this new
infarmacion.

Aborted Misaione

Dr. Bricker and Mr. Chriscian presented a briafing on aborted missions., They
have identified 90 betuwen 19651971 and have reayonsble informacion on 18
{MACY records), It is possible that inforwation could be developad an the
acher 62 (Air Foree printoutsal. They suggessed that wajor sttencion be given
co cha activicies at Four losacions in Vietnas.. In addicion to sxposed perzon-
nal In these four areas associsced with the abortsd missions, there may be
athar groups thac have had excengive exposyre. These oay include personnel
who wate lnvolved in base perimeter spraying, by sir or by land, sprayers of
riverbanks, and any personnsl vwho ware used for clesnup activities when there
wera leaks or disrupcions af the wterage containers or acher significant,
accidental spilla. ¥e would suggest thac the Defense Deparcment devalep
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My, Plact indicated that he would send to all agencies involved the list of
past, presant, snd ancicipated sceivicies on the subject of herbicides, The
agencies will be ssked to review and update that documant and refura o

Mr. Platt within 1 menth.

Daca Zats

There was coneideradle discusaion about additional data ssca that vay be
erailable, Dr. Shepsrd vas asked to have the YA review and report back to tha
Science Panal specific informacion on the VA deach certificaces, any healch
infotpaticn that may be contained {n YA life insurance information, and to
survey the sajor VA hospitsls for any additional studies or information that
way ¢ svailable,

The Dapartmns of Defense (DOD)} was asked to Tapari on che status of the Sofe
Tizsue Jarcoma Regiscry at the Armed Forces Instituce of Pachelegy (APIP).

DOD wes avked to investigace and report on che kinds and amounts of herbicides
used {n non-Tistonam DOD installacions in vacious parte of the United Statan
and the test of tha warld,

The Department of Agrisulturs (DA) was ssked to ceport on any informatios from
thair sources (Excension or otherwisa) om the use of harbicides in the Unitad
States. Dr, Shaw of the DA wes concerned that speciel groupe in the United
States, such as thoae involved in spraying che electrical power tranmisaion
lines rights of way, could be [dentified and ¢ould contadn significant healeh
information on workers involved in this activity. Dra. Rall and Landeigan
falc that this ioformation would st best be sketchy, Dr, Thaw was ssked o
report to the Scisuca Panel on chis subject.

YA Mortslicy Study

br. Fiabrough suggescad chat the A proceed with the review of Lhe VA deach
certificaces for Vietha vecerans. ¥i has 95 to 98 percent 5f desth
certificates of vaterans who died on file in various locations around the
eountry. The scudy wuld slsc include, Lo cooperacion with DOD, individualy
vwho disd while still on sctive duty. Dr. Rimbrough will work with Dr. Shepard
and others to explore the fessiblicy of this being sccomplished. It was
suggeated by saveral oembers of tha Science Panal thef {n ordar o b success~
ful, individuais will have to be Idencified and crained co extract cha apacific
inforpation nesded in a uniform manner from the records., It is unlikely to be
successful simply by paying availeble pacple overtine to review records in
their current installation,

International & qius on Chlorinated Dioxine and Relsted Compounds
October 53-53, fsﬁ%

Dr, Shepard saked the Sciance Panel to andorse and various agencies to co~
sponser (without coumituent of dollars) the subject confarence, Dr. Landrigan
felt that the speakars listed on the brochure presented only ooe side of the

4
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.J? “TINEFAR TMENT OF HEALTH & HUMAN SERVICES

el

Bz Memorandum

‘Gate  Jeptember 14, 1981

Zewen  ocienea Panel Hambar

" 5

b Praliminary Assessoant of Zpidemiologic Urilicy of Aborced Ramch Hand
' Hissions ’

Chalrwan, Scienca Panal, Agent Oranga Werking Sreup
Through y'Pireceor, DSHEFS, KIOSH V)
Chiae, INSE, DSHEFS, NIGSH (ahbrnbadsanms

Un Septembar 10, 1981, I met with Departoent &f Dafense parscnnel to learn
thout sbarted Ranch Hand missions and to determine whethey sdequace
{nformation abouf cheae migsions is available tc allow idensificacion of 2
sohurt{s) with defined axposutre for epidemiclogic study. To thisz snd,
quastions about both the axposurt and potential cohorts ware sxplored.

Concerning the axpesurs, uinety abortsd oissions have been idancified, Of
thess, scme documentacion (e.g, date, alcitude, agens, gallons, locstionm,
ate.} i3 available for 28, aud less complete informatica on che addicional
52" oisslone is contained in che RERBS tape, It will be impertant te
acauble the eriginsl documentation for tha additicnal §2 missions. Basad
an what is known sboue the 18, it apoears that ulzimately dosumentacion for
some of the missions will be incomplate. When a1l available dsta sbout *
thesy wissions iz assembled, informacion such as sgent, sltitude, gsilons,
time snd date when available can ba snalyzed to estimate che area
contaninaced by the emsrgency duamps. The Army has bagun to map tha aborted
missicns, and chis activity ¢an and should continue with addizicnal
informatica on the emergencies. *

Concarning the populacicn exposad, it appears at this time rhat it will
continue to be difficulk to know with absoluta cartainty from records chat a
particular individusl or unit was located directly wndar and cawe in contast
with Agent Orangs relessed in wn emergency dump. The Aray has, from
preiiminary mapping of the misaions, bagun to identify military populaticns
in tlosesc preximicy to clusters of adorted mizaious. Ac this ciwe, four
populacion areas hava besn idencified with from approximately 800 to
approximataly 12,000 milicary persounel in residencs at the cioe of che
ahorted miszions in the four atmas.

In suwmary, this svalvation is preliminary. Afcer all available information
about the knoun aborted migsions in asseadled and evaluated, continued
affort can be applied eo identify the ground units in sloseat proximity. Ak
chat tima, issues of potential cohort size, sencrals, ete, can be
cousidered. It is very impertajc te nete, hovever, that further infarmacion
about chese shovted mizsions at bear can be utilized to paximize the
probability of exposure of & eshort; it will be difficult ot probably
impansible to define the sxposure of sach individual in any cohove.
(uascions of Evequency and smount ¢F expeaurs, and multiple gxposures, will
conaln.  And finally, given that che bulk of Agwn: Jrange expasure including
the aburted missions occurred in the lace 1960'4, the issua of inadequata
latemey must be addrassad if ¢ cohort mortality scudy is proposad.

2 el

Pagrdsia A, Honcher, M.5., Ph,D,
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information on those units that might have had the highest exposure. It is
necessary to determine the duration of acute, haavy, and long cerm 4xposure to
441 hecbicides used in Vietnam, For the hevbicide Agent Ovange, ik would alse
by ywaful if information asuld ba devaloped ov tha manufacturer and date of
aanufaccuce or at least whether this was one stripe or two erripe Agent. By
aousenyus of the Seisnce Panel, Dry. Honchar sud Kimbrough ware asked to work
#izh Dy, Bricker and My, Christian to davelop information frem the Army racords
and othar documencs, Hopefully, iz will be pessible to ldentify units chat
llave had eonsiderable exposurs to Agent Orange from thase tecords. -

A& requent regarding this macter was sent to Major Censral Avgerscn on

Sepcember 11, A& copy of that latter s sactached, Tha Science Panal recommands
cigt the Chair, Agant Oranga Working Group, ask the Rescycde Panel to axplors
providing tha necassary ressurcas td complate this task. By October 20, we
thonld kave a fairly good sstimate of what tasks will be needad, DID shouyld
peuvide o rescurce wstimate, Hot only are there groups who may have bean
Aeutgly heavily axposed to these oacarisis dut the surface ls likely to be
heavily contaminated. Tt sppears that st lesst soms of these incidency occurTad
ia placas with significant populations rwmeining in contast with the contami-
aacad agea for & peviod of time. The Scisnce Punsl will sxplore the possibility
of Edantifying similar non~Viscneoese aveas of contsmicacion that would lend
thompelvas to a study of for hew loog and how much of the TCDD is likely to
remain in the soil, It is known that TCDD degradas upon sxposurs Lo ultrsviolat
light, TCOR in soil on the other hand may bhe sxtremely persiscent, 0Dr. Kektney
of DA has bean asked to Tepert on this by Qccober 20 in mora “detall., Dr. Keasnsy
was also asked to decermine what enviroopental sonitoring data ia available

feom Cidtnam on 2,4,3T; 2,4D; and TCDD.

Laioraeery Qualicy Menicaring

e, Eric Zampeon of the Clinical Chemistry Division, CEH, CDQ, pressnced to

the Punel sous ganeral imformation oo quality control proced®rss used by the

;;lfcfm:i.on ¢a oew mathods developed at CTC for the precise measursmenc of
+3 capreductive h .

Tha Yoiesee Panel fecommends for any investigacioms, ingluding che Rom:h Hand
;hmly, that tight qualizy controls of laboracery bests be incorporated inte
tiwiv studies, This ia even aore critical when longitudinal obsarvations are
beisg wede en groups so rhe data will ba Zomparabla over time.

Sagpeccfully mbm:ud September 14, 1981, ot
K vqmu H. Baak, H.D.

Chaircsn, Sciscce Panel
Agenc Qrangs Working Group

N
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will consider being sworn to secrecy if the designers deem it necessary to protect the
integrity of the stuggv.

The OTA received a letter from Senator Cranston asking that we be especially
watchful for any evidence of biag on the part of the study’s principal inveatigator,
Dr. Gary Spivey. Dr. Spivey's protocol expresses an infention to keep details about
whether or not a veteran is thought to have been exposed and aboui health out-
comes secret from study participants. Part of the justification for this position is
concern that participants might behave differently if they are privy to specifics
about health exposure and health outcome. Such concerns are common to epidemi-
ologic studies. However, one panel member thinks that the protocol too strongly ex-
presses the opinion that veterans recalling of past events and reporting health ef-
fects might be influenced by their knowing details of exposure and health outcomes.
The review speaks to these concerns and suggests that the problems can be handled
without such emphasis on secrecy. The review suggests that health outcomen be
made public and that they be measured as objectively as possible. The review also
acknowledges that it may be deairable to withhold exposure information from par-
ticipants in tho early stages of the study. In that case, the designers should provide
justification for any decisions made about concealing exposure information and for
how long. A clear presentation of the designers' plans to disclose health outcome
measures and to disclose or to withhold exposure information will greatly reduce or
eliminate concerns that the alleged bias will compromise the study.

The OTA advisory panel remains intact and will review the re-
vised protocol when it is received. OTA appreciates the importance
of this study of possible health effects resulting from exposure to
agent orange and looks forward to continuing its role in the study.

Senator Murkowskl. Thank you very much,

[The prepared statement of Dr. Michael Gough, Project Director,
Office of Technology Assessment and the Office of Technology As-
sessment’s review of the VA's “Draft Protocol for Epidemiologic
Studies of Agent Orange” follow:]
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Senator Murgowskr, All right, let’s proceed with the witnesses
and then we will go into the questions. Mr, Gough, would you pro-
ceed with your testimony, please?

Mr. GoucH. I am Michael Gough and I am employed at the
Office of Technology Assessment, U.S. Congress,

The role of the OTA in the agent orange epidemiological study is
specified in section 307 of Public Law 96-151:

The epidemiological study shall be conducted in accordance with & protocol ap-
proved by the Director of the Office of Technology Assessment and the Director

shall mlonibor the conduct of such a study in order to assure compliance with such
protocol.

I am here today because of my responsibilities as Director of the
OTA review activity.

OTA assembled an advisory panel to participate in its review of
the UCLA protocol. The panel, which i3 chaired by Dr. Richard
Remington, dean of the School of Public Health at the University
of Michigan, includes two epidemiologists, two biostatisticians, a
neurologist, a biochemist, a lawyer, and a geneticist.

In addition to these experts, the panel also includes representa-
tives of organizations with an interest in possible long-term health
effects that may be associated with agent orange. There are repre-
sentatives from three veterans’ groups: The American Legion, the
Veterans of Foreign Wars, and the Vietnam Veterans of America;
representatives from three industries and one public representa-
tive,

The complete roster of our panel appears on page 22 of the OTA
review, That has been submitted for the record.

OTA received copies of the protocol prepared by UCLA in
August. We mailed copies to the advisory panel and received tele-
phoned or written comments from panel members before the meet-
ing of the panel on September 8. In addition to discussing panel
members’ analyses and opinions at the meeting, we also heard re-
ports from the Army about their record systems and from the GAQ
about its agent orange studies,

The draft protocol from UCLA lays out the elements of a large-
scale epidemiological study designed to investigate relationships be-
tween exposure to agent orange and subsequent health effects.

The large-scale study requires more planning and is seen by the
study designers as being some time away. In addition, five smaller
studies ecll.elatEd to the health experience of Vietham veterans are
proposed.

The overall reaction of OTA to the protocol was one of disap-
pointment, and can be summed up by quoting from Dr, John H,
Gibbon, the OTA Director, letter of transmittal that accompanied
the review document. It's rather long:

* * * the protocol lacks focus and detail and requires additional work. Current
plans call for the atudy designers to consider reviewers' comments and to submit a
revised protocol. The STA will review the revised protocol, and at that time, I will
be able to consider whether or not to approve the undertaking of a study.

The review emphasizes that additional details need to be provided about (1) meth-
ode to be used in determining whether a veteran probably was or probably was not
exposed to Agent Orange, and (2) how health outcomes that might be asscciated
with exposure to Agent Orange are to be measured. The designers of the protocol

expross a reluctance to specifly details aboui these items for reviewers, but an ade-
quate review i# impoasible unless those details are provided. The OTA Review Panel
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The Is-pg'non Agent Orange Advisory Panel, asseshled in summer 1981, is chaived
by Dr. Richard Remfington, the Dean of the School of Public Health ac the University
of Michigan. The sembership roster of the panel appasrs on page 22 of the OTA
review document, which has been subnit.ted for the record. The pansl includes 2
#pldeniologists, 2 blostatfetictans, a nevrologist, a blochewise, a lawyer, &
geneticliat, represantativé- of thres veterans groups =— the Aperican Legion, the
Veterans of Poreign Wars, and the Vietnam Veterans of Anerica ~- three
tepresentatives of industry, and one public representative. The public
repregentative, by the way, 18 a chewmical engineer whose farm was the site of the
discovary of PBB=contamination of cattle feed. He has, aince that discovary wae

made, been active in toxic chemical control programa in his howe state of Michigan.

OTA recelved coples of the protocol prepared by UCLA in Auguat, Wa mailed
copleg to the Advisory Panel and received telephoned or written comments from mny‘
menbars befora the mesting of the Adviaory l’a;m]. on September Bth. In additicn to
discuseing panel members’ analyses and opinions at the meth:s, we alac heard
reports from the Army about their record systems and from the General Aceounting -

Office about ite Agent Orange atudies.

Following that meating, Mellan Gelband of the OTA staff and I wrote o draft
review and diatributed coples £o tha Advisory Pamel and to other membera of the OTA
staff for comments. After that round of review, which was accomplighed by
talw&m, a reviped report vas delivered to Juhn H. Gibbona, Director of the OTA.
Dr. Gibbona weade a final teview aud then submitted OTA’s reporc to the Veterana
Affairs Committees and to the Appropriations Subcowmittses on AOD and Independent

Agencies in both Houses of Congress and to the Veterans Admintstration.

The drafc protocol lays out the elementa of a large—scale epidemiologlc study

degigned to investigate relationships hetween exposure to Agent Orange and
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PREPARED STATEMENT OF DR. MICHAEL GOUGH, PROJECT DIRECTOR, OFFICE OF TECIMOLOGY
ASSESSMENT

L am Michasl Gough. T am employed as a senior amalyst and project director at

the 0ffice of Technology Assessment, United States Congress.

The role of the GTA in the Agent Orange epldemiologic study is specified in
sacttoﬁ 307 of Public Law %6~151: "The epideniclogic study ahall be conducted in
4ccordance with & protocel approved by the Director of the Office of I'!'echnology
Asgessment ...[and] the Director shall menitor the conduct of such a study in order
to agsure compliance with such protocol.™ T am here today becawsa of my

reaponsibllities aa director of the OTA review activiey.

The primary functiton of OTA is preparing technology assesspents on & varlety of
subjects at the requeat of Comgress. Althovgh the protocsl approval and study
nonitoring role that has been mandated for the Agent Orange study is somewhat
umugual for OTA, wa followed the sama basic procedures in carrying out the protocol
review that we follow In other assesements. An impoTtant component of the process
15 the Advigory Panel that ie aseembled for sach project. Some members of each
Panel are tachnical experts ln the study tople, but OTA resognizes that decisions,
aven decisione abouk largely technical subjects, frequentiy have far-reaching
effects on large numbers of people. Certainly the conduct of the Agent Orange study
will have such far-reaching impacte. Ta anticipate such effects OTA invites
repregentacives of qrganizatlona that have a stake in the outcome to participate in

its advisory panels.
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", .sthe protocal lacke Focus and detail and requires additiomal work. Current
plans call for the atudy designers to consider reviewars’ comments and to submit a
tevised protocel. The QTA will review the ravised protocel, and at that time, I
will be able to consider whether or not to approve the undertaking of a study.

The review emphasizes that additional details need to be provided about {1}
wethoda to be used in determining whether s veteran probably was or probably was not
exposed to Agent Orange, and (2) how health outcomes that might be associated with
expogure ko Agant Orvange are £o be omasuyred. The designers of the protocol express
8 reluctance to specify detailas about these items for reviewers, but an adequate
review is imposdible unlesa those details ave provided. Twe OTA Beview Fanel will

congider being sworn to eecrecy if the designers desn 1t necessery to protect the
integrity of the study.

The OTA received a letter from Senator (ranston asking that we be especially
watchful for any evidence of bips on the part of the study’s primcipal investigator,
Dr. Gary Spivey. Dr. Spivey’s protocol exprespes an intention to keep detafls about
whether or not a vetaran 18 thought to have begn expoasd and about health cutcomes
seevat from study participants. Part of the justification for this poeition 1a
concern that participants might behave differently if they arva privy to specifics
about expogure and health outcomes. Such concerns are common to epldemiologic
studies, However, one Panel Member thinke that the protocol too atrongly expresses
the apinfon thet veterans’ recalling of pest events and reporting of health effects
night he influsnced by their knowing detatlas of exposure and health ocutcomes. The
review gpesaks to these concerns and suggests that the problems can ba handled
without such emphagis on secrecy, The review suggests that health outcomes be made
public and that they be measured as objectively as poseible. The raview also
acknowledges thac it may be desirable to withhold expegsure infoxrmation from
participancs i{n the early stages of the study. In that case, the designere should
provide justification for any decislons made about concealing exposure imformation,
and for how long. A clear presentation of the deaigners’ plans to disclose health
outcome measures and to disclese or to withbold sxposure inforwation will greatly
reduce or eliminate concern that the allegad bias will compromise the atudy."

I would like to offer an additicnal observst'io;: thet may be of considerable -
imporcance to the study of Agent Orange. Deciding what groups of veterans were
likely to have been exposad and what groupe were [ikely not to have bean eéxposad
depends on accees to and knowledge of government vecorde. The euperts in dealing
with those records are govarnment employeas, and it would be difficult and time—
conguming for people from outside the government to lesrn the details of thosa
systems. It may be that government employees are best able to identify likely-to=
have-tean-gxposed and not=-likely-to-have=been-exposed groups that can be studled to
deterpine the effmcts of Agent Orange. If that 1a the case, a procedure for gharing

government-generated information with the atudy designers and, equally Llmporgant, &

system to raview the government's work may be necessary.

The OTA Advieory Pamel remains intact and will review the revised protocol when
it is received. OTA apprectates the importsnce of the study of possible health

sffects resulcing from exposure €o Agent Orange and locks forward to continuing ite

tole {n the gtudy.
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subsequent health effects. In additton, five smaller studies related to the health

experisnce of Vietnam veterans ate propoged.

The large scale study requires mote plauning and 18 sgen by the study desfignere
4a being some time away. One reason for the delsy {8 problems in determining which
veterany were likely to have been exposed and which were likely not to have been

expoded to Agant Orange. Such wetinstes are, of course, tial to ing

queations about associatinns between exposure and health. The Five smi).er gtudies
are desgigned to leern about the morbidity and wortality exparience of the Vietnam
veteran population. Since those five depend on existing recorda and do not require )
astipates of exposoura, L was proposed that they begin whila plamming contimues for

the larger study.

OTA found so few detafls prasanted about the large study that it was iwpossible
to evaluatg the plan, In general, the OTA reveiw panel found merit in the propoesd
emall gcale study of the wortality expearience of the Vietnam vateran population.
Howavar, the study would be much more difficult to executs than the designera
envisloned because of difficulties in obtaining mecessary information from available
records. Subasequently, we learned that the Veterans Mninistratic;n has initiated
Planuing of a simtlar mortality seudy, but the UCLA researchers had not baen
informed of that atudy. One of the morbidity setudies proposes inapecting the
vegiastry of veterans complaints associated with Agent Orvange thet hae been collected
By ¥A. This effort was judged to he worthwhile for providing inforustion about

vetérana’ health concerns.

. The overall reaction of OTA to the protocol was one of dissppointment, and can

be summoned up by quoting from Pr. Gibbane’ letter of transmittal that acconpanied

the review document.

91212 Q—852—.-28
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should provide justificarion for eny decisions made abouf convealing exposyrse
information and for how long. A clear prumentatien of the designers’ plans to
digclose health outcoame mensures und to disclase or to withhold exposure
informmtion will greatly raduce or eliminmte concern that the alledged bias
will compromice the study.

During the period of the OTA review, Secretary Blchard Schwelker of the
Department of Heulth and Humen Services apmounced the existence of anawly-found
informatian shout exposure to Agent Orvange. That informacion would sesm to be
of great value to Dr. Spivey in desipning an exposure inden, and methods to
obare it with him are worthy of consideration.

Included in the attached OTA review packat 15 a list of the 0TA Review
Pancl Memhera, s chronslogy of the epidemiclogic study, a list of OTA otaff whe
participated tn the review, and written comments received froe each OTA Review
Panel Member. Should you pr your staff have any questions, pleame call Me.
Michael Gough at 226-2070.

Sincaraly,

J Q::‘ &ibbons

Enclosure
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. FEHNSLOAY ASNDEIMERT BOARD Eongrees of the Enlted dlates SHH H. Mo
 MORAIS K. OALL. SAEL Y1 CHAIMAN OFFICE OF TECHHOLOGY ASSESEMENT
TARLS L. oo - M, O B B r WASHINGTON, DS, 20810
o M Y SARAY WINN L,
ALY . HOLLNEE. §.6. SLARENCE £ WLLER, SHWD
A, SO —
iAo October 2, 1981 mo - N% g
FOR, ACTION faigK,
)
oory as:r.'r FOR INFO TO
Mr. Robert P. Ninmo SERD COI'Y CF KEPLF TO
Adminigtracer R

Verarans Administration 3?‘%&{% By,

Bl0 Yermont Avenus, H.W. IrATE, 4 i)

Washington, D.C. 20420 Ak {oAts /,
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Danr Mr. Nimuo:

1 anclose 8 copy of the Office of Technelogy Asscesmant’s twvlew of the
protocol for an epildemiologic study of possibla health effacts resulting from
exposure to Agent Orange In Vietnam. The review drawe upon writben comMente
topfved from OTA Review Panel Membars (which sre appended to the review) and
digcussiong at the Septeabet 5 Panel Meeting, Unfortunatsly, it {s our
Judgment that the protecol lacke focus and detail and requires addirional work.
Current plane call for the study designera te consider reviewars’ commants snd
to submit & ravised protocol. The 0TA will review the reviped protocel, amd at
that time, I will be able to consider whether or not to approve the undercaking
of & study. Thia consideration is required of me by the Yatarane Health
Programs Extension and Improvement Act of 1979 {Public Law 96-151).

The review emphasizes that additional dateils nead to be provided about
(1) methods to be used in detarmining vhather a veteran probably was or
probably waz not expoped to Agent Orengs, and (2) how healrh ocutcomes that
wight bs sagociated with exposure to Agant OTenge are to be measured. The
designets of the protocol express a reluctance to specify datails about these
itmoe for reviewers, Dot an sdmquate review 15 lapoesible wnless those details
ars provided. The OTA Reviaw Panel will considar baing sworn to secrecy if the
dazigners deem it neceopary to protect the intwgrity of the etudy.

The (YA received a letter from S¢nator Cranston asking that we be
especially waichful for any evidence of biae on the part of the etudy’e
priocipal investigator, Dr. Gary Spivey. br. Spivay’e pratocol expremses an
intention to keep datalls sbout whether or not & wateran ig thought to have
betn exposed and abour health outcomes sxcrut from study participants. Part of
the Justiffeation for this position is concarn that participants might behave
diffarently if they are privy to cpeciffce about exposure and health outcomes.
Such eoncerns are common bo apldemiologic studies, Howevar, one Panel Hember
thinke that the protocol too strongly axpresses the opinion that veterana’
recalling of past eveots and reporting of health sffeces might be influenced by
their knowing detaily of axpopure and haalth cutcomes. The review ppeaks to
these concerns and suggests that the probleme cen be handled without much
enphasis on secracy, The raview suggests that health outcomes be made public
and that they be measured au objectively as posaible. The review alsc
acknowledges that 1t may be deairvabla to 'withheld exposure ioformaticn from
participants in the early stages of the stedy. In fhat case, Ehe designars
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4. Two preliminary studi=s of morbidity among Vietnan vetarans that make

uge of exieting vecards.

The historicel cohort stuwdy is slated to begin ip 1983, The designars prapose

that the prelivinary studies be carried out in the incervening period.

HISTORICAL COHORT STUDY REVIEW

Dapcription of the Study

The contractors propose mn historical cohort etudy to investigate: I
exposure to Agent Orange Ln Vietnam relsted to subsequent morbidity aod wortality

aneng vaterana?

The apprepristenses of the hiscorical cohort approsch fs unchallsngad, but
the abdility to carry out such a study rests on one large unknown and a nunber of
other saricus hurdles. The tentrel question is whethéy or not sn acceptable
assesansnt of expogure to Agent Orangs can be developed. Witheut sech an
adsesgment, the study is not possible. The Other msjor conceyns, discussed in
this review, include: dJdetermination snd epecificetion of health outcomes,
parcicipation pates Eo be sxpected from vetsrans, Sampls slzes necepsary for the

study, organizacion and conduct of the study, mnd maintensnce of privacy.

The gtudy dasign is treditional, and proposes a comparison betwaen the
long~tetm health experience of a group of vaterans expoged Lo Agent Drange and
the axpacience of a gimilar wut unaxpesed group. The cohercs will include Aroy
and perhaps Marine Corps ground troops, sslected to represant varices levels of
exposurs. Active duty snd veteran records of sach member of the cchorts will ba
sxsudned for pertinent information, Al swobsrs of I‘no\:‘h' the exposed and
unexpossd cohorte will be eent a questionnaire and saked to participate in s
physical exemination. The cohorts will be followed inte the future to detect

ponsible looger-term haelth affects. Dats from all sources will be analyzed to
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REVIEW OF THE VETERANS ADKIRISTHATION

DRAFT PROTOCOL ¥OR
EPIDEMIGLOGIC STUDIES OF ADERT ORANGE

INTRODUCTLON

An OTA Mvisa::y Panel met and condidered the Draft Protocol for
Epidmmiologic Studies of Agent Ovange. The protocol was prepared by the Schoel
of Public Health, University of California at los Angeles, Gary Splwey, MD, MPH,
principal inwestigator, and Roger Detels, M, M5, and Dman of the Schosl of

Public Realth, co-principal investigacor.

The paucity and in some casws absence of details frn.n the protocol prevented
the Advisory Panel from reaching a decision about whather or not a study to
answer questions about assoclations betwesn Agent Orangs and heslth a_ftec:n can
be succesefully designed. To sope extant the lask of Jdetail fs underetandable
bacwase of the press of time to prepars the draft protocol, and the Pamel ie
syupathetic on that count. The fansl ip more concarned sbout the expressed
intention of the stufy designery to withhold details from reviewsrs to protect
the study’s integrity. The Advisory Panel will counsider swearing all or a
subgroup of Lt sembers 1o secracy in reviawing a detailed prococel, but it
cannot Afecharge its duty unless thoss details are provided. Possible mathods to
daal with privecy and escrecy during conduce of the scudy sre discusesd in the
body of this review. ’

The protocol describeass

l. A historical cohort study to assess possible asmsocisxtions batwaen Ageat

Orange exposurs and health affects.

2. 4 oethod ro estimats Apent Ovange esposure and the feawibility of
assembling exposed and unexpomed groups for the historical cobort
study.

3 Thres preliminsry studies of wortalicy smong Viatnem vetersns that saks

uss of axieting vecords.
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axposure index allowa for the possibility that a eattsfactory index cannot be
davelopad. Criteria to evaluate the feasthility study, snd the besie for making
& decision between -succass and failure, mupt be made explicit batore the
fusibili:y_ntudy is begun. Although a general cotline for wakinog en index wes
provided in the protocol, details which permit making s critical review are

lacking.

The panal agrees about the deui'abillty of constructing categories of
probable expoaures, but doeé not expect great precision im défini.n'g the catagories.
For instanes, the nugber of times (0, 1, 2, 3, or more) that a soldier may have
been exposed as ptobably pufficient to assign him to an exposure catagory. It may
be that such an expesure indes would obviate the nesd for a control group of vee-

erans who did not eerve in Vietnsm. Elimination of that control growp has sdvantages:

1. Difféerences betwese Vietnam vetérans and other Vietnam=-srs vetarans,
which could act as confounding variables, and falsely obacure or

enhance true associacions betwean exposure and ouccoms are avolded.

a

2.  The problem of differential vesp rates Vietnan veterans wod
other Vietnsm-era vetarans is avolded. It is likely that Viatnem-ara
wveaterang who did not werva iu Vietnam will be lens mocivated to
participate tham Viatnem veterans, to vhom ¢ventual benefits from che

stody might accrue

3+ Thosa Wno did not serve in Vietnim will be aware of thelr sxposure
status {not sxposed), whila others in the scudy sight not ba. This
difference gould produce blased vesponses. (The issue of disclosing

azposurs etatus to participsnts is discuased below.)

HEEBS Duts and Tape

Davelopment of an sccuvats sxposare grid depands heavily on the sccuracy of
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detorsine vhatber certain healch ocutcoaes sre statisticelly more cowmon in tha

.upoud group.

General Comnenca

As the suthorg have noted, the historical cohort study is deascribed very
broadly, with few details. It in not possible, thersfore, to eithar approve or
disapprove the plan. Grava doubte wers axprassed by some panel menmbars that any
possible study wuld produce sciantifically credible results. Until zore

pralioinary wurk is coopleted, » definitive judgownt cennot be made.

The panel favors procesding with the proposed “Peseidility Test of Exposure
Zatimatiom,” specification of health o-utcmu, and determining approprists
methods to Deasure outcomes (discussed ip detail below). Developoent of.tht
exposure index is peen as the nost criticsl tagk st this time. If such an index
can e developed, a decision can be made about the Feanibility of an Agent Orange

Study; if it canmot be developed, the study is inpossibdle.

& +

ng ful devalop of the axp ¢ index and identification of
outeomes, & pilot testing phase, which would be a scaled=dosm version of the
large etudy, is reconmended. The pilot atudy will define and staodardize
procedoras and provide an estimate of the rate of weteran participstion, sumother
touchstank of the study.

Bafore any testing of the duigq 1is bagun, however, decision criteris mast
ba developad for application during and after the feastibility sud pilot phages.
Feilure to mast thrashold critaria in critical aveas == in devalopmant of an
asposure index or in achieving an adequate responss rate -- oust lead to elther

asbendoning the study or making specific slteraticuos {s design.
sure

The contractors’ proposal to detarmine the feasibility of constructing an
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Participation snd Sample Size

The tace of résponge to lovitationt te participate in Che atudy is ouw of
the pivot poldits for deciding whether or not a study should be conducted. The
anticipated responde raté in the study L not discuseed in the draft protocel,
bat it pust be eddressed prooptly, either in the "fasaibility phase,” or ag part
of an iniria] pilor study. A breakpoint response, leading to alterarion ox

adandonmant of the etudy, should be specified in sdwance.

The designers should contrel for blam imtroduced by proportionately grastar
participation by weterans who both belisve they were exposed to Agent Ocaoge snd
have haalth cowplainge. Some cheeck on this psagible bias should be bilt inco
the protocol. A suggestion from the Fanal is to ask participante what cthey
telieve their swxposure etatus to ba and then to lotk for sssociations between
perceived exposures and the resulte of physical and laboratory testing. A

comparison of the associations becs bealth ou and perceived exposure and

between cutcoses and exposure ke defined by the scudy, sesuming that there are
some diffarences in the two messures, can ba used a8 an indicator of possible

self-galsction bins.

The munner of contacting cohort membwrs 1s c¢riticml to the potentilal succegs
of the atudy and details of the proposed procedure should be specified. Issues

that wiil bear on the rvesulting rasponge rvate include:
1, -Mathod of contact (parsonal imterview, telephone ipterview, latter)

2. Convactinog body or individual(s) (Vi, DOD, contracthr, other jovernmeny
officialg). The Alr Force has carefully considered this lssue, and

their daliberations are worthy of review by the gtudy planners.

3, The availability and use of supporting statemsnts froo vetarsna’

organizations to accompany invitations to participate.



357

the HERBS data,! Validatfon of thes< cata will tmprove th: :redibility of the
axposurd index, At the panel mesting, a steff mesber of the Houss of
Repragentetives Covmittee on Veterans® Affeirs stated that high altitude
photogeaphe uli‘twins argxs of defolietlon sxist. The time-place coordinates of
HERBS racords could be aatched againet the foformatien in the photographs as &
sengure of HERAES accurpey and possibly to fill in kmown gepe. Until wore is
knoum about these photographe, it fs imposeible to predict their usefulnese.
They are highly elawgified. It s our undarstanding that s wechanien can be
established to allow the defollacion patterms to ba intecprated and the
information turned over to the study designers. If our information ie accurate,

this could prove a valuable soyrce of date.

Health Cutcowes Measyrewents

The Panal strongly reccanends that health cutcomes be specified by the and
of the feagibility phese. Sources of informarion alresdy available or available

by the end of 1982 may be sefficlent to specify outcomes. Thess includes
1. Scientific Literature already published.

2+ Review of the harbicide licerature (aandated by the same law PL 96-151
that mandates this epidesiologic study) sxpected by October 1981.

3 iluul.u from the questioonaives and physical examinations of the Ade
Force Ranch Hand Study, avallable towsrd the eod of 1982,

As svidenced by':hd.r vaview of the popular literaturs, the authors
appreciate that vaterans have a wide vange of cowplaints that have not been
varified by medical scisnce, It is important, in deciding upon which outcomes o
measure, that the study look st health effects thsr vetersns bellswe result from
Agent Ovsnge, sven if scientific support 1s u;ak. The VA‘@ Agent Drangs reglstry

provides velevant information.
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&s  Use of a publicity cempalgn to precede and colncide wich the

invitations.

5,  The possibility of guaranteeing medical cars for comdftions detected in

study participants.

By the end of the feasibility phase, the study designers must sgtimate the
sample gize that will be required. An important consideration {n this estimetion
will be what health cutcomes are £o be measured. Epcimates of the time and
regources required for the cohort study will depend on sample size. The
orgagizational structure for the eventual study will alsc be partially deterninad

tr the sige of the atady.

Physical Examination

The Panel 4a highly critical of the discussion of physical examinationa in
the protocol, The uwee of a general screending exawination to detect porential
spciile, and often subtle, affects of toxic chemicals, i¢ inappropriste. In
addition, important areas of concern are not addrepsed by the physical
sxanination. Weuralogical, reproductive, amd pesycheological effects, for exampie,
cannot be detgcted with the proposed exem. Although the examinatioo and
laboratory procedures cannot be fully detsrmined until decisisms concerning
health outcomes sre made, there can be no doubt that certain effectz, intluding

those meutioned sbove, muat be incleded.

The lock of diacusalon of exsminacion procedures disturbed Pynel meebere.
Bata collection for chis study must be carried out systsmatically and in a highly
atandardized fashion. To the extent pogaible, outcome measures should depand on

objective meascrmaent.

The proposed phyaicel exanination procedurd, which apparently allows for ad

hos dacisions by physicians to perform additional exsminations and to require
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addfcional lLaboratory tests, is ble. Soma hanims should certainly be

L4

"devised for arudy physicians to refex participants to VA physicians or to thetr
own private phyaicians for additional tests or care, but all marticipants should

Thcalvg the _u_u study exanination.

The Eollowing items afght be considersed in afforts to standurdize both the
phyaical exanination and labovatory tescs:

1. Physiclane administering examinstions should underge training by the
organization rasponsible for the study.

2. The number of physiclans sdninistering sxanivations should be as swall
as practicable.

3.  Criteria ehould be specified for making decisions £o carry out mors

devailed sxaminacfons and cests for particuler conditions.

4, The muaber of centers at which sxapinetions tais place should ba as

amall ag pongible, without reducing the participacion rate becauvwe of

time snd travel inconvenienca.

3, It is preferable that all laborstory procedures ba ducted in o

single piace, or at leagt that all of one particular test be analyzed

at ona place. This s mest important for tests koown €o be diffieulc

to atandardize.

Who will conduct the Srudy?

The ovganizational structure for conducting tha stu’y is important bat not
discussed 4 the protocol. The stucturs can sariously influence participation
rates. It appearc that vecerans will be post raceptive to a design with ninjwal
1nvolvexant of the WA. Veterans’ groups believe that the credibility «f the V4,

with teppect to Agent Ovange, haq been sericusly cowpromised and that an outdlde
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group should run the study.

' Some roles for the VA may bs possidble in s study conducted by an cutside
group. For exsaple, partlcipsuts oight sccept exaninations by adnmu:ky. trained
VA doctors in VA-affiliated hespitals 41f che dace are givan to & privats
contractoy for analysie. Thers is univareal passinien thet suffictent

participation cap be achisved if the study is conducted exclusively by the VA,

Soma type of monitoring body, either with or without decielonnsking
authority, sWd be coudidered as part of the study’s adodnistrative structurs.
Such a group might be ugeful not only for sclencific purposes tmt as an impartial
group that would eohance the ceedibility of the study in the eyes of the public.

Privecy

The lesus of privacy hes two facets which comceru the Pamel: withholding of
inforaation fron review groupe, and withhoelding of informsmtion from study
.pm.{o!.p-nu and ths public. ~The Farvel fauls stxongly thet all detedls of the
study prococol must be wade sveilable co raview groups 1f chese groupa ars to
cogment usefully and, ip OTA's case, to fulfill the Congressionsl pandate to
approve or not to approve the study desigo.

'

The study designers identify some ¥isks lavolved in eaking the study plan
public, and tha Pamel vecognizes the same risks. However, the Panel belisvas
that these risks must be sccepied. Objactive mewsures and standardtzad
axspinations can, i{n part, offeet the risks. the following ressons argue for
aaking the haalth gutcooas ¢f the study public.

1. Becauss of the political and social tepsion asgociated with Agent
Oranga, studies bearing on the question of healch effects moet, to be

cradible, be carried ouc In an open Pauner.

2. - 11! outcomes are mst initially public, but becone 80 only sftar the
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study 13 ¢ompleted, the study can be fmulted for failing to look for
cartain haalth effectd. Rationales for including or sxcluding
particulat outcomes should be stated initially, and arguaentsy pro snd

 con sntertained befors the study is begun.

Based on information already pudlic, fotevestad parties will know most
of the outcomes being congidered, 4s soon ae the questionnaive snd
exapioation are adninlatecad to che first participance, interssced

partias will be sble to deternins, st Least g 1ly, whet out

aes baing de The plratoxrial at phere generated by

withholding information could have a deleterious effect on the cesults
of the atady.

The protecols should discuss the iseve of vevesling exposure Lnformation to

participants. To compound the problam of concealment of exposure status, there

sxigt & mmbar of mechanisxs vharaby veterans can get partial infomation about

potential exposure statust

1.

3

Copilas of the HERBS data taps sre svailabla for a fea frow Departoent
of Dafense (DoD), A veteran can place himself in the time-place grid

contained in HERDS,

The Dol will, upon yequest, provide veterans with information bearing

on the sxposure status of ctheir battalion.

A privats group in Parkeley is selling vecterans shat they cleinm to be

{nformation abeout potential exposurs to Agent Orange.

Veterans using inforamtion from one of these thras scurces to guess at their

aTpoqure statys sight cooproniee the study wore seriously than if they are told

thelr status by the investigators.

It wes suggested by Tepresentatives of veterans’ groups that as long as
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veterans vere aspured they would be informed of any health problama found and
provided necessary adical vrestoent that revealing exposurs status aight not be

vy, This contention is supported by & policy of the VA that mssunes a

vataran claiming axposurs to Agent Qrange wae, in fact, exposed in the ab of

positive avidance to the contrary. Thus, sxposere etatus, as Jetarmined by the
study, will not necessarily bear on any eventual claivé nade by study

participante.

Treatment of the issue of making inforuvation avallable to participancs is
inadequate in the present protocol. Protection of participants’ xeasonsble
rights £8 as important as protection of etudy integrity, but it i1s not dlacusasd,
Toa study designecs should discuss sn informad comsant procedurs and should
spacify the sthical problems they soticipate and how they will deal with them.

BEVISW OF FRELIMINARY STUDIES

Ganeral

The propossl outlines three erodiss of mortality and two of morbidity “to

provide & relatively quick look at several quastions .. in & reasonsble pericd

of time."
Daseription of Three FPreliminery Mortality Studiss

1+ & proportionate mortality analysis to "decerndoe if chere iz unusual
causa of desth or patcern of causas of death smong Vietnam wetecvans or

& specific subgroup of Vietnam vetacans.”

2« A detaxrmination and comparison of desth rates for Vietta veterans and

Vistnam=ars wetarsuos who 4id oot earve in Vietnas.

3, The "frequancy of sxparience in types of military units and of savvice
in geographic veglons of heavy defeliant use” will be cospared betwean
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aach of 2,000 deceased Vistnan veterans (cases) and 2,000 living
Vietnam wvaterans (controls), The cases and controls will be matched
for age, Tace, and educetionsl level at the tiwe of induction into the

armed forces.

All of the stuiies depand on existing racords and sve to be completed within
14 ponthe. Of -tht proposed yﬂrtaltty studies, the Adviepry Panel supports the
preporcionets wortality snalysis, but doubts ¢hae it can be completed in the time
allowsd in the protocol. The other pralimipary mortality studies, as proposed,
are ynlikely to yleld informgtion combenpurate with the sfforts requirad to

complate thew.

A genersl eriticiss of the proposed mortality etudies is that they do not
directly address the possible commection between exposure to Agant Orsnge and
mortmlity. Baceusa the thruat of ths current contract with UCLA 18 to
investigats that connaction, the Fanel questions undertaking etudies that do not
bear on that question. While such studies would roveal nothing about Agent
Arangs, vegults frow chem could be intarpreted se having somsthing to do with the
study of the herblcide, and might de nlsused In argupents about Agenc Orangs and
health. A related concero deals with the proposal’s suggestion that rasults from
the preliminary studies might be used wich the exposurs index, which will still
be undar construction st the time the preliminary studles are being conducted.
Oakil the exposure index i¢ firmly sstablished and valideesd, it should oot be
aead.

Crit of the Properticoate Hortality inalysis

‘The Advisory Panel generally favore undertaking the proportionate mortality
aml.ysﬁ. Such av analyeis may veveal wnuswel cevess of death or vhusual
patterns of causes in Viethen vatarans if they have occurred. However, it

appenrs isponsible to completa the s'r.udy in the 14 monthe as planned.
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_ The crux of the proposal 1s that the VA‘s BIRLS (Baneficiaries
Identificstion and Records location Syetem) can be need .to identify Vietpam
veterany and other ‘Vietnam-era veterans, discharged 1363 through 1972, who died
during the yesrs 1966 through 1981. SIRLS is a ralatively nev system, and the
coopletanass of ite records has mot been evaluated, but the aystem preceding it
included the fact of denth for more than 93 percent of all deceased veterans. It

18 expected that the per ge of d d vaterans identified in BIRLS is

nearly es high.

Om the negative aide, thera e no way for the BIRLS systen to discriminate
betwean a veteren who u_rm in Vietnam and another Vietnam-era weteran whe
sarved comovhere glee. {(Personal communicetions, J.F. Bub, VA; 5. Jablen,
Fational Acadswy of Sciences; G. Petarsom, VA.) Furthermore, sioce the anphasis
of the proposed study is oo ground troops, iy is important ¢o note that BIRLS has
information about bramch of service for only about 75 percent of vetérans.
Therefora, BIRLS cannot Iidantify those weterans who served in Vietnam, and it
cammet provide information sbout the beanch of service on a sigpificest

parcantage of veterana.

The timetabla for the wortality etudies allows two monthe to sbtaln death
certificatss for identified deceased veterans. According to the Hational Academy
of Sciences Follow-up Agency, which has had gxtensive experience with euch
afforts, about 6 months ie usually rsquirsd to accumulate 2,000 death
eertifticates. The cwo-month paricd sewss ioposaibly optimistic, especially if

130,000 death curtificates are to be studied.

It is beyond the scops of this review to astimate how loog & time will be
requized to coxplete the propertionate mortality analyeis. Neverthelass, it
sotmy evident thet it canuot be completed within 14 monthe., Whether or not it
should be undertaken can be decided only when addicional information is

presented. A sampling plan which would aot require collection snd examinstion of |

91-212 O—BZ——24
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130,000 death certificates night offer the possibility of & ansgeable ptudy,

A specific criticis 1 directed at the protocol’s plan to divide the
Vietnan vatéran population inte "subgreupe” for the proporticnate mortality
analysis. Mo Joscification 18 precented for making suoch divigions, the subgroups
ars pooxrly specified, and no criteria for inclusion or exclusfon are detailaed,
Some concern Was axpreseed thst certain “subgroups,” say “comwbat units,” might be
equated with "more likely exposed™ while "logistic units” might be grouped Inte
"oot likely exposed.”™ Such parallels, aven If not drawm by the investigators,
might be made by others and be very mislesding.

Critique of the Comparisen of Dewth Ratas

1£, ap suggested in the prococol, the Armed Porces Separation Ons-Parcent
Sample can be used to provide denominetor (population st riek) information, and
1f the proportionate mortality analyele is completed, calculation of death rates
wvill be an ¢asy exarcige. If the Cne~Fercent Sample is not adequate, the

calcuation becomes more difffcult and time-consuming.

Although the Advissry Panel expresses 1ittle enthusisaen shout this study,
argunents hava been mede in Congrese that the Vietnss vetaran populacion is
expariencing higher~than~expected desth rates. 3Baliably-calculsted death rates
would be usaful im that discussion. Bowever, & decision o proceed requires

battar estimacas of the time and effort osceseary to complate the study.

Crit: of the =Contyol Stud

The proposed case~control study is not atrongly supported by the Pamel. A
study with 2,000 cases 1a much too euall for s "fishing expedition” to asmoclate
particular causes of death with aither a geographic location im Vietnam or
service in s certain type of military apit. Case=control studies of selscted

causas of death sre viewed more faverably.
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Sml AMvisory Panel membare axpect that the propossd case—gontrol study
Imld provide vexy little or no information beyoend that to be expected frow the
proportionste mortility analysis. The case—tcoutrol study shares a problex with
the proportionate mortalit¥ acalysie. Thare is concern that inforsacion abeut
geographical location awd service unit will b traneposed intc surrogates for

Agent Orange e¢xposure snd lead to erronecus concluaions by the public.

Morbildity Studies

The protocel describes two prelininery morbidicy studies:

1. VA f£iles will be examined to compare claims made before and afier
widespraad publicity about Agent Orange. A proporticnate worbidity
snalyele wnd e couparison betweun wedical claime filed by Viatnaw
vaterans and Korean Way veterans at cowparable tine periods sfcer the

two conflices 16 alse propoped.

2, The YA's Agent Ovange Reglstry will be used to d ins che freq
of different types of complaints assoclated with Agent Orange by

veterans.

Morbidity studies are necessary, as the protocol staces, to detect adverse
bhealth effects which do vot result in death. Furthermers, results from
prelimiosry morbidity etudiss may be especially useful in developing cutcowe
measures for the planned cohort etudy., The Advieory Pauel aupports oaly the

sacond of the proposed studies.

Easules from the Ranch Eaod Study physical axaminations are expeacted late in
1982 xt abput the time that results can be expected from the fivet proposed
morbidity study. The Panch Hand resulté in combinstion with the resulte of the
Va-funded litermture review may provide the necessary information to design the

questionneive and physilcel for the cchort study, If thome two stodies do net
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provide suffictent informetion, more extensive worbldity studies might be

dusiratle.

Critique of the Morbidity Study Using Cleims Piles

The investigators Intend to seuple claime weds by veterans during tha pariod
1965 through 1975 and compare those to a3 sample of cleims wads durll.ns the period
1976 through 1960, The purpose of swxpling two periode i¢ to examine cluims oade
before much of the publicity sbout Agent Orange, and compare those to claims made
subsequently. Examioation of the two time paricds may well raveal a difference
in complaint patterns, but interpretarion of such a differvence will be difficult.
As one posaible explanstion for changing peatterns, consider a weteran who bad
been euffering from a minor complaint., Be might not veport the complaint to VA
until he learned that it had been associated with Agent Orsnge. Altsrnatively,
another veteran, hearing of & gubjective cowplaint being mapocinted with Agent
Orange wight report a similer eubjective compleint thar was either nonexietent or
generated by hearsay. In the first example, case finding is improved; in the

second, a complaint is generated.

Omly about 25 parcent of Vietnsm—era vetevane dapand on VA for sadicel care.
A study bassd on VA records will necessarily be incoaplats and the potential bime
intraduced by euch a sample iy not discussed in the protocal. The incomplete
coverage of veteraoe io the VA files would decrease the relisbility of any

rasults from a proportionate morbldiry anslyais that depends on those £ilss.

The Panel menbers find no value in the proposed conmperison of claiws made by
Vietnun vetarans against claine node by Forsan War vetarane. Timas, conditions,
standards, and pryctices changed ao much during the pericd betwesn the wars that

no ysaful information L¢ expected from the comparieon.

The VA file called "Vatarsns, Dapendents, and Benaficlaries Compmnsation and

Penglon Recorda™ bas many sdvantagas for a worbidity study ae is pointed cut in



369

the protocol. However, it doss not differentiate betwean Vietnan weterans and
other Vigtnan—era weterans, {T. Praston, Hatlopal Academy of Sciences), and 1t

includes infermation only about veterans who have filed claims with VA.
ritiqua of the t Orange Registry Analyel

The investigators preposs to determine the frequency distribution of
complaints filed by veterana in relaticn to Agent Orange from the VA's Agent
Drange Registry computer file. With wome rassrvations, the Advisory Panel
Zavored going ahead with this analyeis, in lavge part becausa it appeare to be &
relatively easy, straightforward task. Should major chetacles present thsmeelvaes
in the undercaking, which would require more tioe and rescurces, the question of
whather or not it should be compléted should be recpaned.

Rasexvaticons about the study ware ni'-ad bacaune the vegistry suffers fron a
munbar of shortcomings that veduce its weefulness for a morbidity stedy. TFor
axatiple the complaints ave from a salf-salected sample, and the ragistry wvus vor

designed a5 o resaarch tool.

The VA 18 currently comparing Agent Orange Registry complaints sgeinet Vi
hospital treatmant records, and VA 1s able to provide the contractors with scma

toformation.,

- 17 ~
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RECOMMENDATIONS FOR PROTOCOL REVISION

" The OTA Advisgry Fanal mskas ‘the following sugpestions for preparing a

ravised protocolt

1.

2.

3.

b,

Highest priority should be placed om:

& constrwetion and wvalidatiem of am exposurs Index, and dateraining
the feasibility of associating units or individuals with levels of

axposura,

b.  dacailing wod juscifying the hwalth outcoms to be avaluated in the

cobort study and developing mathods to messurse then,

¢+ preparing estinates of the size of etudy population necemsary to
#tudy health cutcoowes.

Flanning of the proportionate wortality swalysis should concinue, bue
oeicher ite planning nor exacution should delay vegloning the cohort
study.

Intoreation from Inspection of the Agent Ovange Regietry to lesrn about
vatarsns’ cosplaints should be considsred and eveluated in decailing

tealth cutcomes for the cohort scudy.

Decision criteris should be built into cthe cohort etudy plan to guide
decisions to contimue, slter, or discontinus che study. In particulsr,

such criteris should be epecified for the following sctivitiae:

a,  the construction of an exposurs index and ity application to

sesociating wnits or individunls with exposure lavels,

b, oathods to measucs specific health outcoaes in such & way es to

provide nesniogful veseles,
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© gs estimating the size of the study necessary to provide maaningful

tepulta,

de - .I.lww.tm an adequats perticipation rate among all the Atudy

cohort 5.

5. The study of death rates, the case-contvol atudy, end the morbidity
study uaing veterans’ cleims should efther be dropped or more atrongly
Juetified.

Bs The Review Funel oust be allowed to ses detalls of the exposurs index
and health outcoms measuras. Protection of priviledged information can

be provided as nacessary.

7. Plans for mking public or withholding informetion sbout exposurss snd

health cutcoses should be discussed in the eevised protecal.

I In vhatever manper the VA and the contractor procead in revisiog the
protocol safctar receiving comments, the Advisory Fanel agrees that it 1p
1»0?&:1« that sach proposed prelininary study and feasibility test be
thoroughly justified. Cactain minizal criteris must be met, incleding a clear
statemsnt of the hypothesas being testsd, s detnilsd timetsble for sach sapact of
the etudy, explanations for inclusions and exclusions of groups of veterans and
particular cutcoass, and the information expected to be gained towsrd answering

the larger question sbout the haalth affects of Agent Orange on Vietnan vaterans.

If the contractors are sevarley constrained by time, cthe VA aight consider
asking chat the contractors soncentrate oo determining the feasibility of
constrocting exposed and unexposed cohorts and on specliying health outcomss to
ba meapured, Alternatively, considerstion aight be given to extending the
raviaion period,

.
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A Chrondlogy of Evente in the Congressionally Mandated Epidemiclogic Study of
Viet Ham Veterana and Projected Dates for the Completion of Variscus Taske in the
Design of the Study.

Decembar 197%

Pec. 20, 1979

December 1979

Feb, &, 1990

Mar. 19, 1980
Apr. 11, 1980
May 6, 1980

May 8, 1980
May 1980

Jum. 13, 1960

August 1980

Feb, 2, 1981

Congrese pasaes Veterans Health Programs Extension and -
Inprovament Act of 1979 (PL 96-151). The Act directs

(1) the Adwinistritor of the VA to prepare & protocol (plam)

for the study of Viet Ham veterans who may be experiencing healch
effects resulting from axposure to dioxine contained in Agent
Orange;

(2) the Director of the Office of Technology Assesemmnt t0 review
and approve the study protocol within 160 daye after passage of
Act (that time period ended about June 20, 1980}, 1Tf the OTA
Director did not approva the plan.by then, he was periodically to
report to Congrass reasons for the leck of approval.

President signe Act into Law,

YA decides to yse coupetitive bid procedurs to select wn epidemi-

ologiat to design the etudy protocel.

V4 publishes its imtention to ler contract fm: desi.sn of the pro-
tocol in the Commerce Buminess Deily.

VA issues Request for Proposals (RFP).

Conference of potential bidders hosted by VA.

National Veterans Law Conter initiates legal action and bi,d protest

about procedures used by VA in woliciting bide.
Last day for receipt of bida.

A selection board of goveroment axparte revisws the bids and makes
tentacive ranking., HWo further action ia taken bacause of legal
suic and bid protest pending agaluet VA,

Judge Harold H. Green of the DC District Federal Court asked that
GAC make a ruling shout the issues reised in the bid protesc.

OTA beging making pericdic veports to the Committess of Congrase
about reasons it has not approved the study protocel, At that
time, VA expected to issus contract in September. Subsequent re-
ports kept Congressional Committees informed of continving legal
delaye.

GAO finds in favor of VA, and VA can proceed with letting contract,



Fab/Mar 1561

April 1981 -

May 1, 1981

Hay 1981
May 26, 1981

Ang 18, 1981
Aug 19, 19381

Sept 2, 1981

Sept B, 1931
Sept 23, 1981

Sept , 1981
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VA contacts bidders and seeks updated informatiom about thefy
interest In and capability to design the study protocol.

YA reconstitotes gelection beard of poveroment ¢xperts to examine
ravised bids. '

.

VA melecta the School of Public Hezlth, University of California at
Lop Angeles (UCLA) to design the study protocol,

OTA begine to sssembla panel to review the study protocol.

UCLA requacts and 1s subeequently granted a 30-day extension of the
contract.

OTA vecelves draft protocol from VA, |
OTA seuds coples of draft protoesl te Advisory Panel members.

Interagency Work Group on Agent Orange Science Panel recelves Qnﬂ:

protocel for meview.

OTA Advisory Panel meeting.

Departnent of Health and Human Services nees newly=-di d
wilitary records of aborted Agent Orange defoliation nisaions, which
mgy provide the basis for idencifying heavily exposed vetetans.

OTA Director asnds review of draft protocol to VA and Conpress.
TRIS BRINGS US TO THE PRESENT

Following receipt of all official reviews, tha Vi will foruerd commsnte
to UCLA for revision of the protacol. The official tinetable allows
A0 days for UCLA to respond. The ravisad protocol may require
additional review by OTA and others, Events after that atep ara
uncartain.

Ravised Septambar 1981 OTA
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*QTA contract parsonnel

Senator Murkowski. I have a question that I will pose to the
panel. Ig it customary that protocols are generally accepted the
firgt time that they are submitted or is this an unusual case be-
cause of its complexities?

Mr. KuLL. I would defer to Dr. Houk, who was—is the Chairman
oflthe Science Panel and had the opportunity to review that proto-
col.

Senator Murkowski. Dr. Houk,

Dr. Houk. I think that very few protocols are bought at first
blush in coming through and there is the process of development
and peer review to make certain that the result of the study when
it is over will meet the needs of the study that the appropriate pop-
ulation groups and et cetera.

The problem that we had, and the science panel, is again, which
everybody has discussed I think here today, that there is such in-
sufficient information that the Science Panel did not indeed classi-
fy this as a protocol. That we were not able to review congtructive-
ly and we set out in the charge that 1 %ave to the panel is that we
wanted to be as constructive as possible while we were reviewing
this to come through, but we were just simply unable to do so.

Senator Murkowskl. Is there a consensus among the panel with
regard to whether the protocol ought to be redone in its entirety,
or are there substantial portions that are acceptable?

Dr. Houk. To have a study design, one needs to know what is
going to be studied and then how to do it. And those two ingredi-
ents are basically missing from thé design.

Senator MurkowsKkl.- They would seem like the very foundation
of the study.

Dr. Houk. Yes. This is the reason, Senator, which we were
unable to constructively review the ﬁropoaal.

Senator Murkowskl. It would be helpful to have your opinion as
to why this very foundation was not in evidence here,

Dr. Houg. There are difficulties in establishing a group of people
or a cohort who have a high probability of being exposed, and a
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group of people, or a cohort, who have a high frobability of not
being heavily exposed. At the time Dr. Spivey and his colleagues at
UCLA were developing the protocol I think there was not sufficient
development of the records and understanding of the records that
this could be easily done.

Having spent a great deal of time in the last several months with
Mr, Christian and the people under him, I remain, or I am con-
vinced that if the epidemioclogists, the researchers, would specify
very clearly what is exposure and specify very clearly what is not
exposure, that is, what is a high risk group and a low risk group,
determine the numbers of people they need in each of these groups
to address these specific issues that are being addressed so that the
results of the study will have sufficient power that they will be
valid. Then Mr. Christian and his group could select the units and,
therefore, the people doing this kind of a study. :

The epidemiologic science is not a laboratory science. It is never
designed with everything in place. It ig not necessary to know that
every individual in the group that is selected that is highly exposed

is in fact that highly exposed.
" The issues we deal with every day in doing epidemiologic work,
do our best to select the groups to meet the criteria that we have
and then go on with the study design.

Dr, GougH. Senator.

Senator MurkowskI Please go ahead.

Dr. GougH. The UCLA document was not intended to be a final
_ product. It is a draft and the contract that VA wrote with UCLA
included a time review, and UCLA’s subsequent submission of a
final protocol. So, to answer your original question, this was always
expected to be a preliminary draft.

Senator Murgowski, Tell me, and I will address this to the
panel, does the working group have a proposal of its own or sugges-
tion for an exposure index and, if so, is it feasible? Might it be
helpful to UCLA to be given a definition of exposure and, if so, is
that possible? We seem to have a lack of a starting point here.

Dr. Houk. Yes, and these data are evolving at the moment. And
I think that whoever would do the study, that the Science Panel
has enough expertise on it and is familiar enough with the record,
work closely enough with Mr. Christian that we could come up
with some rather specific definitions of what is a high degree of ex-
posure and what is low probability of exposure.

Senator MURKOWSKI. So, you feel you could come up with an ex-
posure index?

Dr. Houxk. I would not like to call it an exposure index, but I
think we would come up with helping whoever did the study to
design the groups and to pick the groups that have these character-
istics or having been exposed and the absence of these characteris-
tics or not having been exposed.

Senator Murkowskl. In light of the fact that the working group
seems to have access to most of the available information about de-
veloping exposure indexes and the problems involved, should the
working group perhaps take the lead in doing 8o, or in determining
that developing such an index is not possible? Well, you have indi-
cated that it is possible. What would be the attitude of the working
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group to involve themselves specifically in developinﬁzhis exposure
index, which is what I call it, you call it something else?

Dr. Hourk. The entire effort of the Science Panel since the first of
August when it was reinstituted has been directed precisely at that
effort. To determine if it is possible, indeed, to do a study. It is my
opinion that it is possible and that the groups can be chosen and
that I would think that by giving the characteristics to Mr. Chris-
tian and his people who understand the records so well, the Science
Panel could certainly oversee that effort to insure that the appro-
priate groups were indeed selected.

Senator MurkowsKI. Do you feel that the UCLA should have ad-
ditional chances to improve the protocol that they now have?

Dr. Houk. The development of a protocol, or development of a
study; that is, a protocol is a piece of paper, to address an issue as
complex ag this one, it seems to me that the timeframe originally
proposed in the RFP was inadequate. I doubt that anybody in the
world in that timeframe could have come up with all the questions
answered and with all the details in there that people would like to
have seen.

I think that no competent epidemiologic group in the country
which I am aware could have met those timeframes specifically.

Senator Murkowskr, I agsume then the additional time given
UCLA, in your opinion, would not be adequate, the additional 80

days?

I‘Sr. Houk. My—speaking my personal opinion and not of the sci-
anm1 bnel, yes, it would not Eg adequate. 1 would hope that it
would be.

Senator Murrowskl. How much time would you suggest might
be reasonable? Personal opinion.

Dr. Houk. Personal opinion, something of this complexity and in-
tegrity that’s been going on for 2 years since the law was passed, it
seems reasonable, it would seem reasonable to me to think in
terms of 3 or 4 months to design the protocol, to get into the record
gystem, to work with the Science Panel, to do the things that we
can help whoever is going to design this with the knowledge that
“;e hav? gained over the last several months in identifying cohorts
of people,

enator Murkowsgl, Can you provide, or any of the staff, any
further suggestions to help Dr. Detels or Dr. Spivey if they are re-
quested to revise the protocol?

Dr. Houk. I think the major area that we would be able to help
Dr. Detels is sharing with him our knowledge about ex};:osure and
groups of people that are probably exposed. The approach that they
are taking, once that gets established, in answering this question,
the very acceptable and standard approach that most everyone
would take to address the issue.

Senator Murkowskl. If the design is ultimately not approved,
what course of action would you sug(glest that the VA take?

Dr. Houk. That is as I understand the legislation, that they are
required to %roduce a study. And if that is not approved, then to
issue, or go back, make another assessment of who else would be
able to bid, who else would be able to design. I think one of the real
difficulties is that it has not been well enough addressed yet of
what needs to be done and how it needs to be done. And I think the
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“who needs to do it” needs to come after those first two. Who has
the capability to do it needs to come after those first two things are
answered.

Senator Murkowski. Now, you indicated your personal opinion
that a reasonable timeframe or an adequate timeframe might be 3
or 4 months additional time allotted to the present contract. Yet, if
the design is not approved, and they have to start again, what ig
the timeframe in your opinion that would be reasonable to assure
thoroughness?

Dr. Houx. I believe adequate time and the epidemiologic exper-
tise that exists in any well-founded institution such as UCLA and
many others in the country would produce a protocol, would pro-
duce a study that could answer these guestions or give the prob-
ability of answering these questions for the Congress, the American
people, and for the veterans. .

Senator Murkowskl. In what timeframe?

Dr. Houk, I think that within 3 or 4 months——

Senator MurkKowsKI. So, it would be the same then whether they
continue with the existing contract or not?

Dr. Houx. Yes.

Senator MurkowskI. That seems a little difficult for me to total-
ly accept because 1 would assume that if you went out again that
there would be a certain leadtime necessary to cite the specifics of
what was going to be requested. And in view of the necessity of
having this, I am wondering what in the best interest of Federal
funding is the best alternative time wise,

Dr. Houk. The time I gave you, Senator, is my opinion shout
after you selected who is going to do this. A great—with the litera-
ture review done by the VA and recently published, with these
things, putting all of these things into one place would make some
of the preliminary work much easier than it was before that UCLA
went through.

Senator MurgowskL. I understand. I think that concludes the
questions that I have at this time,

Chairman Simpson has asked me to advise you that evidentally
this room will not be available soon and the hearing will reconvene
at 1:30 in room 412 of the Russell Senate Office Building. That's on
the fourth floor.

Iz it necessary that you gentlemen be excused at this time or
would you be willing to sit initially during the introductory period
of the reconvening of the panel?

Mr. KuLL. I can’t speak for the cthers, but I would like to contin-
ue to be present and 1 think that——

Senator Murxowskr. All right, I would appreciate that and I
would ask that the counsel so advise the chairman and I thank you
for your excellent testimony and your response to the questions.

Mr. KuLL. Thank you very much, Mr. Chairman.

Senator MurkowskL First session is adjourned until 1:30,

[Whereupon, at 1 p.m., the session was recessed, to reconvene at
1:30 p.m. this same day, Wednesday, November 18, 1981.]
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AFTERNOON SESSION

Chairman SiMpsoN [presiding). The hearing will come to order. I
appreciate your patience as we relocated ourselves, having been
tossed out of the other hearing room unceremoniously. And now
back to the Veterans’ Affairs Committee room.

I believe we are at the agenda item of the Office of Technology
Assessment and the Chairman of the Agent Orange Working
Group. Senator Murkowski had asked some questions and I now
have a very few additional ones. Then we will proceed with the
next panel.

Dr. Gough, under Public Law 96-151, which mandated the OTA
to review and approve the study protocol or to report to the Con-
gress reasons for lack of approval, you have reviewed the protocol
submitted by UCLA. You stated on the first page of your review
that due to the absence of details, the advisory panel was prevent-
ed from reaching a decision.

Is that a2 normal occurrence when reviewing protocols? De these
study designs usually lack detail? Can you describe the type of
work that is usually anticipated or expected in a protocol?

Dr. GoucH. I can’t respond to the first question about whether or
not it’s usual, because this is the first time the OTA haa participat-
ed in a review of an epidemiologic protocol.

I can respond to the second part of the question, which ig what
kind of detail was expected. The OTA Advisory Panel needs to
have details about the construction of the exposure index or indi-
ces, and also about what health effects are going to be locked at in
the veterans’ population. Those details were not provided in the
firat draft.

Chairman SiMpPsoN. So it was somewhat unusual from that
standpoint?

Dr. GougH. Yes, that was an unusual circumstance.

Senator SiMpsoN. If the final design of the protocol is not ap-
proved, what steps would you recommend the VA take?

Dr. GoucH. Speaking as an individual?

Chairman SiMpsoN. Yes, if you would rather,

Dr. Gouan, Yes, because we have not discussed that as part of
our review.

I think that a year and a half ago the VA made the correct deci-
sion to go outside the agency to have this study conducted. If it's
decided that UCLA cannot do the study, I think the VA would
again have to go outside and lock for a group of competent people
to carry out the study.

It was clear from our review that veterans would be more likely
to participate and more likely to believe in the results of the study
if it was conducted with minimal involvement of VA,

Chairman SmapsoN. After hearing the testimony this morning, do
you believe that it is possible to establish some kind of statistically
valid exposure index for agent orange?

Dr. GougH. I think it can be done. As you know, the OTA sits as
an observer on the Aient Orange Working Group and there is a
division of opinion in that group about whether or not an index can
be developed.
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Chairman SiMpsoN. Even in the face of this morass of undeci-
pherable records that need manual attention, which we heard
about this morning?

Dr. Gouga. The manual attention requires time and manpower.
I have heard Mr. Christian say, and I believe him, that the records
are not in disarray, but there are a lot of them. I think to charac-
terize them as a morass is incorrect. I think they are difficult to
get into, but [ think the information is there.

Chairman SimMraoN. Dr. Houk, what is your thought on that?

Dr. Houk. I would agree with Dr. Gough very much. I have spent
time going through those records. 1 have been privy to a fair
amount of them that Mr. Christian has brought to the science
panel and I would not characterize them as in disarray. They are
going to take time to get through.

I am personally convinced that if the scientists can decide what
are the characteristics of an exposed group and what are the char-
acteristics of a group that is going to be called not exposed, that
Mr. Christian and his staff, and then the population numbers that
are hecessary to do the study, Mr. Christian and his staff can come
up with the ag)propriate units to match that request.

Chairman SiMpsoN. The Law Center criticized the protocol for fo-
cusinﬁ too strongly on the causes of death, rather than on current
health problems and possible birth defects. Could you please com-
ment on that?

Dr. Houk. Well, I think that the protocol did mention the mor-
tality part of the study. They did not detail the other health effects
that would be adverse, which we felt was a deficiency. I think the
mortality study, a proportionate mortality study is very necessary
part of answering this question.

The birth defects, we were told this morning that is going to be
looked into by the UCLA group, had that planned. And I would
very much agree with the comment that was made that that is not
duplicative of the CDC effort and their birth defect study because
they are going to be addressing quite different issues and quite dif-
ferent kinds of ways. And if both turn out positive, then there is
verz good evidence that you can say that it had some effect. If they
both turn out negative, then that’s evidence that you can say that
it may not have had an effect.

Chairman SivpsoN. Yes, I recall that response about the differ-
ence in methodology. So you do think that a dual approach is very
important?

Dr. Houk. Yes, sir.

Chairman SiMpsoN. I have just a couple more questions. Do you
feel that the expertise to determine which veterans were exposed
and which were not exposed to agent orange lies within the Fpogiser—
al Government? Does it lie with the Science Panel or OTA? Are
Federal personnel best equipped o develop this information? What
are your recommendations? What are our options as a committee?

Dr. Houx. Whoever is going to ultimately do the study needs to
understand the nature of records and what's included in those re-
cords and what is the strength of arriving at probability of expo-
sure or probabilitg of low exposure. I should say probability of high
exposure and probability of low exposure, However, I think that we
have spent a considerable amount of time and can be very useful to
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anybody who ultimately is going to do the study so they don’t have
to, if I can use the expression “reinvent the wheel,” and the Sci-
ence Panel has spent a great deal of effort over the last 3 months
addressing just precisely this issue. You know, how can we degign a
cohort, expose people in a cohort of probably lesser exposed kinds
of individuals.

I think it is unnecessary for another total review of that record
system since so much is already known about that record system
3nd it could be pulled out, not easily, with difficulty, but it can be

one,

Chairman SiMpsoN. One final question. You heard the discussion
this morning about expanding the epidemiological study. What are
your comments on the recommendations of GAQ to expand the
feasibility study to general service in Vietnam, rather than limit-
ing the protocol solely to establishing the health effects of exposure
to agent orange? What if we come to a l]:coesition, once we finish a
vali s;tudlYl on agent orange, where we have to do another major
study on the effects of agent blue, agent white, other herbicides, in-
secticides, and various other things?

Dr. Houk. The previous Science Panel, Senator, I believe, and 1
could be corrected if I am in error, either concluded or was con-
cluding that it was going to be so difficult to get to probability of
exposure of individuals, specifically to agent orange, that it would
be reasonable to look at the Vietnam experience rather than spe-
cifically at agent orange.

Our flurry of activity recently came about, in essence, hecause
we were looking at other ways of looking at exposed groups; Were
there other data available, other than just the fixed-wings spraying
migsions or the other things. Dr. Bricker of DOD and his colleagues
began to come in with so-called aborted missions, dumping of the
stuff. And we looked at spraying of base perimeters, looking at
chemical battalions and this sort of thing.

I think it is possible, this is my personal opinion, there is a divi-
sion on the Science Panel about this; everybody does not agree. But
I think that it is possible to develop a study looking at the overall
Vietnam experience and also focusing on a subset to look specifical-
ly at the dioxin containing herbicides that were used, or agent
orange among others.

Chairman SimrsoN. Yes. Dr. Gough, do you have some response
to that please?

Dr. GougH. Yes, but I would like to respond to an earlier ques-
tien first if I may, concerning the criticism of the protocol by the
National Veterang Law Center. I have not seen that criticism in
writing, but if it is as you characterize it, it’s unfair. The large-
scale epidemiological study proposed by UCLA would look at
health effects among living veterans.

Three of the five proposed preliminary studies would look at
what deceased veterans had died from, because death certificates
are readll{aavailable and may contain valuable information. How-
ever, the large-scale study and the other two preliminary studies
concentrate on the health effects being experienced by living veter-
ans.

To respond to your last question, I think that it's probably wrong
to talk about an agent orange study or Vietnam experience study

91-212 O--82——25
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as though those two things were incompatible. I think that Mr.
Christian and his staff can identify units of troops who were most
likely exposed to high levels of agent orange. At the same time, we
can identify troops who served in Vietnam, that we think were not
exposed. Looking at the health histories of both the exposed and
not exposed groups and comparing those histories to those veterans
who served in other theaters during the same period of time would
result in both an agent orange and a Vietnam study.

I think that both of those studies, the Vietnam experience study
and the agent orange study, can be run at the same time. And I
think it would be a mistake not to do so.

Chairman SiMpson. Do you all concur with that suggestion?

Dr. Houk. I concur with that.

Cgairman SiMPsoN. Are there any divisions about that sugges-
tion?

Dr. Houk. There's division on the Science Panel, Some members
of the Science Panel do not share that opinion.

Chairman SimpsoN. I thank you. This is all very helpful, and I
appreciate your patience and your understanding of our situation.
Thank you so much.

Mr. KuiL. Thank you very much.

[The responses of the Department of Health and Human Services
and the Office of Technology Assessment to written questions sub-
mitted by Hon, Alan K, S8impson, chairman of the Senate Commit-
tee on Veterans’ Affairs and Hon. Alan Cranston, ranking minority
member of the Senate Committee on Veterans’ Affairs, follow:]
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RESPONSE OF THE DEPARTMENT OF HEALTH AND HUMAN SERVICES TO WRITTEN QUIESTICNS
ggg :%fN K. SIMPSON, CHAIRMAN OF THE SENATE COMMITTEE ON VETERANS?
AL

Question 1la: Does the Working Group have its own proposal for
an exposiure index?

Answer: Hot at present.
1B. 1Is the proposal feasible?

Answar: The Science Panel is exploring the feasibility
with Working Group members,

Question 2A: As an "Interagency Agent Qrange Working Group"
how do youw find the communicaticon between the
various Federal adgencies, regarding exchanging
information about Agent Qrange that is already
available?

Answer: The Science Panel is completing a detailed
inventory of all Federal activities relating to
Agent Orange, This will be completed within 2
weeks and will be periodically updated. 1In
addition, the ¥A has completed its literature
raeview on herbicides and transmitted it to the
Science Panej,.

2B. To what extent has there been effeactive
communication between the VA, UCLA, and the
Working Group, with regard to Agent Orange and
other herbicide studies that have already been
completed?

Ansver: The Veterans Administraktion (VA) has transmitted
to kthe Working Group information on Agent Orange
research that it has completed. The Science
Panel has reguested from the VA all Agent Orange
research activities that are being conducted
within the VA Hospital System., The VA is in the
process of providing that information. To do &so
will reguire a apecific reporting system to be
developed batween the VA central office and its
individual facilities. The Working Group has not
transmitted specific information to UCLA nor does
it know all of the details of the VA/UCLA
dialogue since the contract is between the VA and
UCLA.
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Question 3A:

Answer:
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Dr, Spivey's proposed mortality studies replicate
the already completed VA mortality study,
prepared for Lthe American Public Health
Association., and Dr, Spivey's proposed Agent
Qrange registyy analyZe the information in the
hgent Orange Registry. It appears that Dr.
Spivey did not know those efforts had already
been made by the VA. Is the Working Group
finding this lack of communication to be true
with regard to other Federally sponsored Agent
Orange scientifi¢ efforts?

The VA has not completed its proposed mortality
study, Instead, their presentation, as we
understand it, to the American Public Health
Association meeting was an autline of the
proposed study--not the rasults. The Science
Panel is currently reviewing the preliminary
proposed protocel for the mortality study.

ks stated above, the Science Panel has not
communicated specific information to UCLA.

What suggestions do you have to improve this
situation?

The Agent Orange Working Group is making every
effort to ensure it is informed of all Federally
sponsored Agent Qrange activities,

I realize that a large part of the mission of the
Work Group is to share information, with regard
to Agent Orange, among all Federal Agencies., To
what extent are non-Federal agencies contacted or
sought after for Agent OQrange information?y

The Agent Orange Working Group is seeking to
develop mechanisms by which non-Federal
activities sre made known to the Working Group.
In this regard, we have asked the VA as well as
all other agencies to inform usgs of any known
non-Faderal activities.
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The HHES Regional Directors have been asked to
keep the Working Group informed of any activities
that may he taking place in the States, In this
regard, we are concerned that some States are
taking separate actions that may not be
scientifically justified, are very expensive, and
lead to false eXpectations among the veterans.
The industry and veterans organizations are aware
of the Working Group's interest, and we are
receiving information on some, 1if not all, of the
non-Federal activities. The Centers for Cisease
Control {CDC) employees stationed in and detailed
to State and local health departments have been
asked to notify the Chairperson, Science Panel,
Agent Orange Working Group (presently Acting
Director, Center for EBnvironmental Health, CDC)
of any information relating to Agent Orange
activities which come to their attention.

I understand the State of Wisconsin recently
submitted a propesal to develop a zeries of
detailed maps of Vietnam, based on Wisconsin
veterans' guestionnaires and the HERBS tape data,
that will provide visual depiction of the
locatians and the dates of herbicide spraying
missions conducked in South Vietnam. Has the
Working Group seen this proposal?

The Science Panel received the proposal to the VA
from the State of Wisconsin approXximately 3 weeks
ago. That subject will be addressed at a meeting
to the Science Panel on December 14, 1981, and
will be reported to the Agent Orange Working
Group.,

Is it feasible?

This cannot be answered until thorough review has
been completed, Most members of the Science
Panel at the moment feel that although this may
be degirable, it is important that the
information contained on those maps be factual
and useful. The Sclence Panel has not determined
as yet that those two parameters can be met.
Information on exposure is needed not only from
the BERBS tapes which reflect aircraft spraying
missions but alsc information pertaining to
petimeter spraying and the so-called aborted
migsions, This information must also be
displayed In a manner that is understandable.

One member who is an expert in this field
eatimated that this would require over 1509 maps.
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Are all sguch proposals relating to Agent Orange,
that are non-Federally sponsored, reviewed by the
Working Group?

We do not know, It is highly likely, however,
that any proposal submitted to a Federal agency
for funding or comment would be made available to
the Working Group for its review,

In light of the fact that the Working Group seems
to have access to most of the available
information about Agent Orange, should the
Working Group perhaps take the lead in developing
an exposure indexy

The Science Panel has spent considerable time in
the last 4 months working with the Department of
Defense (DOD) in attempting to develop groups of
people who are likely to have been heavily
exposed and groups of people likely not to have
been heavily exposed,

The Science Panel believes thakt given these
exposure characteristics, the DOD working with
the Science Panel as oversight can develop these
groups, As soon as such an index is developed,
we will provide you with the information.
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RESPONSE OF THE DEPARTMENT OF HEALTH AND HUMAN SERVICES TO WRITTEN QUESTIONS SUBMITTED
BY HOM. ALAN CRANSTON, RANKING MINORITY MEMBER OF THE SENATE COMMITTEE ON VETERANS'

AFFAIRS

Question 1A:

Ques. 1a(i)

Answer:

{ii)

Answer:

Question 2

Afl)

Answers

(ii)

Answar:

puring the course of this Committee'’s September
10, 1980, Agent Orange Update hearingg, br. John
A. Moore, then Chairman of the Interagency Work
Group’s Science Panel, teatified that the four
Swedish studies of rallroad workers, which
suggested an increased risk of developing
soft-tissve tumers or malignant lymphomas amnong
those exposed to phenoxy aclds, could be further
strengthened by an indepandent verificatien. Dr.
Moore further indicated that, rather than making
a recommendation regarding verification of a
federal agency at that time, the IAG was walting
to see if any of several independent groups that
had considered undertaking such a verification
would actually do sc. Dr. Moore testified that
if these groups did not take such action the IAG
would strongly consider making a formal
recommendation Lin this regard.

To date, has any auch follow-up atudy been
initiated by an independent group?

Yes

(If yes) Who is doing this study, and what is its
current status?

The Hational Institute for Occupational Safeky
and Health and the National Cancer Institute are
in the process of designing studies independently
and collahoratively to answer this guestion.

In Appendix ¢ of your statement, it is noted that
the Science Panel i3 reviewing the Case Conkrol
study recently completed by Stanford Research
Institute on the relationship between exposure to
2,4~D and spontanecus aborkions in humans.

Has the Bcience Panel completed its review of
this atudy?

Yes

{If yes) Pleage provide your assessment of the
study for the record.

The assessment is as follows:
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The estimation of exposure, for instance is
very crude.

A followup of 48 non-respondenks was made to
determine why they did not respond, This is
a very small sample of the 6,460
non-regpondents, namely, less than 1%,
Hormally such a followup sample should at
least represent 5%,

It has still not been satisfactorily
explained how the controls were chosen or
why &ll normal pregnancy Outcomes were not
incinded in the study,

At the bottom of page 27 and the top of page
28, it is stated that it was decided to use
anly the mest recent pregnancy in the hope
of maximizing the accuracy of the pregnancy
and exposure history recall, For the 55
instances in which both live births and
miscarriades were reported in the study,
only the miscarriage informatlon was used.
It iz not ¢lear from this or from any other
statements in the report whether the
pregnancies and the miscarriages were
matched in time for the period of conception
since fluctuations normally occ¢ur during the
year in the number of miscarriages,
pacticulacrly in the lower socio-economic
Jroup.

It is realized bhow difficult it is to verify
miscarriages, However, a miscarriage
verification of only 56% of reported
niscarriages makes this a rather
inconelusive study. What is particularly
disturbing is the discrepancies about the
canception date in view of the fact of the
seasonal £luctuations of miscarriages.

on page 2-9, the flrst paragraph is not
clear and may not ke scientifically

correct, Spermatogenesis takes place in the
testes over & period of weeks, At any point
in the development of a sperm starting with
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spermantogonia, a chemical could conceivably
affect its development. After the sperms
bave developed, they remain in

the epididymis until ejaculation. It is
thecretically possible that spermatogenesis
may be affected at the level of the
spermatodonia or spermatogytes but khe
specns that are in the epididymisz may be
perfectly normal and result in a normal
pregnancy. Thus, exposure could have
occurred several months before impregnantion
and c¢ould have resulted in a miscarriage
while no such effect would occur immediately
after exposure.

The different groups that were umed as cases
and controls are sc variable and sc
diversified that we baaically feel they
cennot really be compared. Thisg is
particularly true £or the farm group
represented by members of the Cattlemen's
hesociations, Peed Council, Wheat Growers'
League, and Dairy Assoclation. We doubt
very seriously that these people were
actually the ones that did any s&praying with
2, 4=D. 0On the other hand, pesticide
applicators would prebably have heen exposed
to many other pesticides and so would
formulators, wkility and transportation
workers. The mill workers are not defined
at all in the identification of the study
poepulation.

on page III-8, the possibility of
confounding variables is discusged and age
nentioned as an example, It 1s not c¢lear
from thia report whether other confounding
variables were also simuitanecusly accounted
for, such as aleohol, cigarette or marijuana
gmoking, and socio-economic factors. Since
an elevated rigk for spontaneous ahortion
waas obaerved in the 18-25 year age group of
forest/commercial subjects, this should be
further examined to determine whather there
was, indeed, another confounding vaciable
other than the 2, 4-D ezposure that might
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account for this., The chlorophencls were
mentioned as one poseibility in the text,
but other chemicals such as fumigants or
other unrelated factors need to be ruled out
as well. Another interesting finding is
that there may be an asasociation between
spontaneous abortions apd the smoking of
marijvana. This should also he further
investigated,

3. It 13 not clear from the data presented
whether or not an attempt was made to
determine if the combination of alcohol and
clgarette smoking or alecobol and marijuana
amoking affected the inecidence of
spontanaous ahortions.

In summary, because of all the shortcomings
of this study, some of which cannot be
rectified, no definite conclusions can be
drawn £rom the study.

What would you estimate to be a reascenable and
realistic timetable for the ¢ompletion of the
protocol design and the atart of the
epidemniological study --

if the current contractor continues to be
involved in the protocol design effort?

We would estimate hetween 2 and 6 months.

If a protocol designed by the currenkt contractor
Ls not accepted?

4 to 9 months.

What ie your assessment of tha preospects for
devaloping an exposure indax in a manner such as
is ontlined in the so=called draft protocol?

The Science Panel believes that it is poaszible to
develop a Vietnam ¢o¢hort with probable heavy
exposure to Agent Qrange, probablie little
eiposure and a nonexposed non=Vietnam cohort.
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At the hearing, Dr. Bouk discussed & role for the
8clence Panel to play in the development of
exposure data,

Please provide a brief description of how this
would he done,

The Science Panel has spent considerable time in
the lagt 4 months working with the Department of
Defense (DOD) in attempting te develop groups of
people who are likely to have been heavily
exposed and groups of pecple likely to have had
little exposurae in Vietpam.

The Science Panel believes that given these
expoaure charactecristics, the DOD working with
the Science Panel as oversight can develop these
groups. A& soon as such an index is developed,
we will provide you with the information.

Have You discuesed this with the VA or the
contractora?

The Veterang Administration (VA) has been
represented at the S¢ience Panel deliberatiors on
this matter for the past =several months, The
proposal has not reached the final stages;
however, we balieve that within the next month,
it will be reasonably final. The Science Panal
has not discussed the proposal in detail with the
contractors az yet since the propossl is still in
the evolutionary stages.

({If yes) what has been the response to this
proposal?

We believe that the VA concurs with this
proposal.

In Attachment C to your statement, the Chronology
of Activities RE: Aient grange, there is a
reference to a "promising new concept®™ for the
identification of people exposed to Agent Orange
in addition to the Air Porce Ranch Hand personnel
which became evident whan Dr. Rouk and several
other members of the Working Group visited the
Army Agent Orange Task Porce Office,
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pid this refer to personnel who were exposed when
herbloides were dumped hy alircraft in aborted
gpraying misaiens?

This proposal refers to personnel exposged not
only to the so-called "aborted missions® but also
those exposed in base perimeter spraying and
other uses and disposal of Agent Orange.

What has been done thus far to develop this
patticular source of data?

Please See answer to Question 3 ¢,

What more needs to be done to develop this or any
cther source of data?

Plaase See angwer to Question 1 C,

In Dbr, Houk's October 21 letter to Dr. Shepard
transmitting the Science Panel's review of the
draft protocoel, provided as Attachment B to your
statement, Dr. Houk expresses the panel's coneern
about the lack of specific detail in the
protogol, What are the major defjiciencies of the
protocol in this regard and what specific
improvements should be incorporated in the
raviged submission to correct these prablems?

Basically, the Science Panel had difficulty in
providing a meaningful review because the
document was not a protocel. Instead it appeared
to conglskt of khree parts. The first 19 pages
were primarily an introduction. The second 65
pages represented a discussion of the
difficulties normally faced in epidemiological
studies, and the rest of the document was a
literature review covering 141 pages., Every
menber expressed concern about the lack of
details te the point that it was not possible to
congtructively review the proposal.

The individnal specific comments have heen
recturned to the contractor from the Secience
panel, and we believe also from the review by the
0ffice of Technology Assessment and the VA
Advisory Committee, Using those comments, a
gpecific protoceol should be able to be

developed.
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In your statement, you referred to the Working
Sroup's efforts to prepare "a comprehensive
updated catalogue of &ll relevant federal
research.”

When will this be completed?

We believe thiz will be completed withip 2
weeks.

Will you please provide copies of this catalogue
to the Committee and to me directly once it is
completed?

When completed, this will he provided to the
Committee and to you direckly.

With reference to other federal activities

related to dioxin, what is the status of the
Environmental Protection Agency's regulatory
activity directad at the herbicide 2, 4, 5-T2

The cancellatien hearing en 2, 4, 5-T began in
the spring of 1980. In the spring of this year
Dow Chemi¢al and EPA jointly reguested that the
proceeding be recessed so that the possibility of
a settlement could he explored. Those
negotiations are continuing at this time.

What tole, if any, does the General Accounkting
Office play in the Working Group?

The GAD has been invited to attend several
meetings of the Working Group and are regularly
briefed on all peports. Although GAQ is not a
member of the Working Group, their inpuk is
constantly sought in our activity,

Section 307(c} of Public Law %6-151 requires the
President (A) to coordinate the VA
epidemiological study with all other studies by
the federal government pertaining to the adverse
health effecks of exposure to dicxin and (B) to
ensure appropriate coordination and consultation
between and among the YA and all other federal
entities in the design, conduct, monitoring, or
evaluation of all such studies. Has the Working
Group heen delegated this responsibility by the
President?
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{If no) da you know why not?

Will you reconmend to Secretary Schweiker that he
recommend to the White House that such a
delegation be made?

At present, what official or agency legally bas
this responsibility?

(If yes) please provide a copy of the delegation
for the record.

If thie delagation is made in the future, please
provide me a copy of such delegation.

Akt present there are no plans for formal
delegation of the AOWG under P.L. 96-151.
However, on July 17, 1981, the President stated
duripg his meeting with national veterans
organization leaders that the Administration had
re-established an expanded Working Group and
raiged its status to Cabinet Council Working
Group status, The decision to make the Werking
Group an integral part of the Cabinet Council on
Human Resources reflecte the President's
commitmant and accords the highest priority to
the mission of the Working Group, If a
delegation is made in the future, we will send
¥OU a copY.
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RESPONSE OF THE OFFICE OF TECHNOLOGY ASSESSMENT TO WRITTEN QUESTIONS SUPMITTED BY HOM, ALAN K.
SIMI'SON, CHAIRMAN OF THE SENATE COMMITTEE ON VETERANS® AFFATRS

Question {. Will you comment on br. Detele’ opinion that maintaining secrecy of study
details {3 fuportant ¢ remove possible bilas?

Anszwer 1. Haintaining seerecy of eertain study detaila, known in epldemiology as
"“blinding," i{s sometimes desirable as a means to maintain the cobjectdvity
of participants and reszarchers. As stated in the OTA review, 1t way be
degirvable to keep detalls of exposwre secrat from the percicipants, but
probably ouly for a 1imited time. However, it 1s meither possible hor
dezirable to attempt to keep detalls about the health examination
sectet, If details of che phyaicel exanination or interview questiome
are initially withhaeld, how long after examinaticns and interviews begin
wiil it be before choae detatile become known? The possible bias
incroduced through ther mechanism would be harder to pin down ard aceount
for than the pogelble blas introduced in the case whers everyone knows
about the exem and questiona ahead of time. IE€ a study 1s designed and
begun undat assumpticne of blinding, but deralls are veleased by,
perhaps, sengational means, the study could be irreparshly damaged.

Puraly scientific censidavation might be advanced to suppoxt
gacrecy, but purely sclentific lssues ave pot the only consideration.
Reasons of pubklic cvedibility and acceptance argue for a more opan study.

Question 3. If UCLA continueg to fnafst on secrecy in thelr effort, would you be able
ta approve the protacel?

Answer 2. Our advisory panel feals steongly that it is dwpoasible to teview the
protacel without knowing all the dzcails. As mentioned in our review of
the draft protocel, we would consider swearing the entire pansl, or a
gubgraup of 1F, to secrecy s¢ that details could be revealed to them,

Question 3,  How many chances to improve the protecol should UCLA have?

Answer I, The VA, 1o allowing UCLA an additional 35 days to completa & flrat draft,
has, in effack, given UCLA one “chance" more than was allowed in the
original econtract. When the firgt draft 1z completed and reviewad, UCLA
should, as stipulated in the cortract, be grinted additionsl time to
prepare the revision. If the revielon 15 unacceptable, no more
opportunicies are called fors

Question 4. Can you provide further suggestlons to help Dr. Datels and Dr. Spilvey a
they revise the preotocel? .

Answer 4, We have provided a number of suggastions for ravigfon of the proctocal {n
our raview. The recent progress in records developmenc, of which we have
been infarmed, should alszo be considered in revising che pretocoel. Much
of ths progress in recards has come in response to queries of the
Department of Defense by the Agent Orange Work Group Sclence Papel. The
8efence Panel ig in & good position to offer sugpgestianaz te UCLA. If a
decieion 1z made to ghare information between the Science Panel and UCLA,
some provisicn might be considered for keeping Science Panel members
charged with reviewing the UCLA protocoel ssparate from those who dct as
advisors.
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What are your @ on the t dation of the GAQ to expand the
feamibility study to geneval eervice in Vistnam, rather than limiving the
protocol seolely to establishing the health effects that result from
exApogure Lo Agent Orange?

Wea believe that the atudy could be expanded to lock at what has been
called "the ¥ietnam experience,” while walntalning a apecific study of
Agent Orsnge. In the expandad study, the possibility would exiat ta
identify other characreriatics of serving [n Vietnam that might be
apgoclated with subsequent health effecta. We differ from Q40 in
beliaving chat Agent Orange can be examined as an Individusl viek facrtor,
in the context of a breader study.

What gltermatlves to the proposed historical cohort study might be
fensible?

If a study of the long-term health effects of dioxin-containing
herbieides 1z undextaken, the histovricsl cchort design 1 most
appropriate acientifically, Because this type of study becomes less
powerful, statistically, as one looks at raver and raver henlth effects,
it will not likely anawer quastiona about cvarer types of outcomes. For
such conditions, certailn forme¢ of cancer, for exampla, case-control
studies, which are cheaper and more powerful statistically for vare
outcomed, could be considered to supplement the ccohort study, but would
not replace it.

What aca your viewa on the possibllity of cstablishing a statistically
walid exposure index for Agent Orvanga?t

It is still too early to say with certainty whether a statistically valid
expoaure Index for Agent Orange can be developed. Judging Evom the
progass made by the Department of Defenne in racerde devalopment, and
asgumdng more will follow, there fs a geed chance chat an index can be
developed. A feasibility test of any proposed index still wust be
anticipated.

A. Does the expertise to determine which veterana were exposed and which
were not exposed lie within the Federal Government? —- Parhaps within the
Sclence Panel or OTAT

B. Do you balieve that Federal Employees are hest equippad to davelop
that informaciont

. What are your recommendations?

UCLA, as part of the protoccl, has the responaibility to develop the
exposura index, which will be essentlally the criraris chat will be used
to asslgn veterans to "exposed" or "oen-zxposed" cohorts. Thase criteria
will be important to other sepecta of the study design and executiem, and
it 1g preferable to have them specified by rhe atudy deaigners. However,
the expasure index cannot be developed independently of knowledge of what
information is available in Department of Defense vecords. The expertise
te lecate the requirved records doea 1ie within the Federal Government,
specifically in the Dapartment of Defense. We believe that the Sclence
Panel of the Agent Orange Work Group womld provide an excellent forum far
the exchange of Information between the Faderal Covermment and UCLA that
ia essential for developmant of the expopure Index.
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Answer 9.

Question 1d.

fnswer 10,
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Doms your job inelude, net only an approval of the deaign submitted, but
respougdbility to ensure that certais subataztlve ag well a4
mathodological concerns are Lncludad}

Wa conglder that our task includes evaluating the subatantive information
included or omitted, and the evaluation of methodologlcal aspects ef the
atudy degign. We have addresmed the ranges of thess concerns in our
teview of the draft protocol.

The Law Centat criticired cha profsesl for focusleg too strongly on
ceuses of death, and not current health problews, and not including any
study of possible birth defects. Would you please comment?

The historicel cohert study focuses almost entlrely on current health
statuya. We agree that without further detail it ia imposeible to
detarmine whather health concerns ara addressed adegquately., We have
stresged the loportmnce of such datails Ln our review, fncluding the
concern that birth defects were not discogsed in rhe dreft protocsl,

on the other hand, we feel it highly approprlate that moertality data
be yaed te tha fullest extent poseible teo look for early, unusual
patterns of wortality. It would ke negligent Lf some type of mortaliiy
atudy were not done, though it need not necesasrily be deslgned or
corried oot hy UCLA, particularly in light of the VA's uwwn mortalicy
ptudy, which 1z already under way.

91212 O—B2-——26
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RESPONSE OF THE OFFICE OF TECHNOLOGY ASSESSMENT TO WRITTEN QUESTION SUBMITTED BY HON,

ALAN CRANSTON, RANKING MINCRITY MEMEER OP THE SENATE COMMITTEE ON VETERANS' -
AFFAIRS

Cuestion 1A, Did you experience any difficulties or delay in receiving the deafe
protocol submifted by UCLAY

Angwer 1A, We underetand from the VA chat they recelved the draft protocol from UGI..\
on August &, 1981. We zacelved the 23 coples we required for our Advisacy
Bangl on Auguet 18, We had expected to receive thew within two or three daye
of VA'm recaipt of the document From UCLA, and had telaphone converastions
expressing our coneern almost dally between the 6th and tha 8th.

Question 1B. Are you satiefied that the YA recognizes the statutoTy crole asstgned by
OTA by Public Law 96=151 to review and apptove the gtudy protocol?

Answer 1B, In genersl, there has been good ccoperatieon betwen the YA and 0TA, and we
are genarally satiefisd with working arrangements between the two
crganizations.

However, the exact paturé of the relationship remsine unclear. 4s you
koow, in his veto of $.2096 on January 2, 1980, Prasident Carter eaid,

"1 viswed the provisior in that bill {P,L. 96-151] requiring
approval of the gtudy by the Office of Technology Assessment as
being constitutlonally defective, and T am instyucting the VA
Aduinistrator not to Ereat that provielon as legally binding."™

Mot everyone agreed with the President about the defectiveness of the
provigion: After the veto wessage, there was an sxchange of lattars bhebtween
Senatar Cranston, then—Chairmen of the Senate Vetarans’ Affaire Committae and
the VA Adomindetrator about the statutory requiremsnts of P.L. 96~151. In
additton, two memos from the Aperican Lew Diviaicon of the Congresaicnal
Reswarch Service have atated that the provision is conetitutional.

Despite the unesttlad patura of the argument about the constitutisnalicy
of OTA’s role, wa interpret P.L. %6-150 to requive that the Director of OTA
approve any study to be undertaken. Becauae of the axpense involved, VA will
require funds to mount any epldemiologic study, Givan that the Committee wowld
not likely authorize or allow appropriation of funda for a stody that lacked
OTA appraval, OTA appraval will he aesential. Those considerations meam,
praceically apeaking, that OTA will, ad the statute tequiren, have te approve
ot digapprove the protocel. Howevstr, tha statutory role of UTA remains, eo far
ae we know, unresolved.

@st - What would you eeétimate to he a reasanable and reali.stic tipatable for the
complation of the protocel design and the etart of the epidemiological study —=
{A) 1f the current genttactor continuee to be involved in the protocol deeign
effort, and (B} tf a protocol designed by the current contristor ie not
acceptahlat

Answer 2. Aspumdng UCLA continues to deafgn the protocol and & cooperative
arpangemant between UCLA and the Departoent of Defenme records group, planning
could ba completed within two to Ffpur monchs, Feasibilicy testing and pllok
tescing, including developing procadures for loceting participants apd testing
the questionnaire and physiceal examination, will require an_additional year.
The full=scale study could then be launched.
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If another contractor takes over the planning process, wa cotimate that anp
additfonsl one to three months of actual work time would probably be
necessnry, This astimate does nok include the subatantial block of time thet
would necessarily be spent In conteacting procedures, Thim timetable assumes
that all necessary security clearances are completed before the cun:racl: paricd
beping.,

Question 34, ho you belfeve the contractor can revise tha so-celled draft protoce! in
35 days go that it might be acceptable to the OTA reviewing panei?

. Answer 3A. Me asaumed that UCLA had been working on a reviston while the first draft
wag reviewed, and Lt seemed posaible that an acceptable dreft protocol could be
completed in the 35 days that explre ac the end of December. However, wa
recently learnad that Drs 3pivay hme buen incapacitated and that fact hes
necogafcated & further extension.

fuestion 38. (1} What is your asessament of the fanafbility of daveloping an axposure
@x as ocutlined in the draft protocol; {i1) how long would it take to develop
such an indax; {{11) at thae hearing, De. Houk discuased a vole for the Sclence
Panel to play in the development of exposure data=-what 1s your view of thie
suggention? N

Answer 3B, The description of the sxposure index protocol fe se sketchy that fe is
impossible to agsess whether or not it could ba the baels for the index that 1e
eventually duvised. Wu are, however, encouraged that an Index can ba
developad, especlally In light of che progress wade by the Departmenc of
Dafenga in records devalopoent, and aseume that more will follow, The lodex
can probably be devaloped in one o two monthe. Selaction of lodividusle
weeting criterfa fovr inclusion in the exposed or n posed cohort will
require addiciconal time.

Mr, Richard Christisn esvimstes that identiffcetion of individuale will
require nine wonths ko one year. Other aspects of the atudy, development and
teating of questlonnsives, phyaicals, ete,, can, of course, g0 ahead at the
pame time groupe and individuals are being fdentified.

The Science Panel of the Agent Orange Working Group would provide an
excellent forum for the exchange of informakion between the Federal Govarnment
and the contractor that 1s essential for development of the sxposure index.
The Science Panel iteelf could play a wore active role by, for sxample,
actually daveloping the index and offaring it to the contractor. The Sclence
Panel containg 4 woalth of expertise on all sspecte of the Agent Orange
quedtisn and could move easily accowplish this task than any outeide
contractor,

Msti(m 4A. In your opinion, what are the merits and drawbach ding the ecops
of the epideninlogical study as authorized 1a Pubuc l.aw 97—?2?

Answer 4A, Expanding the scope of the Agent Orange study te look at the total |
"Pietnap experlence™ would have smveral advanteges. Such a sbtudy would allow
tha fovaetigators to leok for affects of the ovegall experience of having huen
in Vietnam, and, in tha eawe gtudy, to look for effgcts from some of tha
individual factors that comprise the Vietnea axparience. (me Factor wouild be

P & to dioxin taining herbicides. This study will undoubtedly be ong
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of the largest ever undertaken in thim country, and it would be folly to pase
up the opportunity te gather as mueh information and to anawer as many
questions ae posalble.

1i tha YA dacides to sxpand the scope of the srudy, that decieion should
be made moon: The background work dome thus far by UCLA wi1l) not have been
wagtad, but further detailed planning toward an Agent Orange=-cnly study wight
be inappropriate in the context of an expanded study. The expanded study need
not include eignificantly more participacte or cost significantly wore monsy
than 4 study solely diracted at Agent Orange.

Question 4B, Do you believa that it is feasible to conduct an Agent Jdrange=ouly studyf

Answer 4B. Yed, assuming an exposure Lndex can be develeped, adout which we ave
optinistic,

Question 5, In your opinfonh, what should be the VA's role in the actusl conduet of the
mandated gtudy?

Answer 5. Quoting from the OTA raview:

"It appears that vetsrand will be moat receptive to & design
with minimal involvement of the VA, Varerans® groups balieve that
the credibility of the VA, with respact to Agent Orange, has bean
serlously compromised and that an outside group should run the
study.

Some rolaa for the VA may be pageible in a study conducted by
an outside group. PFor example, participants night accept
examinatione by adeguately tvained YA docters in VA=-affilinted
hospitals if the data are given to a private contractor for
analyeds."

Guestion 6. In Dr. Glbbons” letter of tranamiteial that was quoted in your statement, the
point 15 made that the review Ysuggests that haalth cutcomes {that will be
locked for in the atudy] be made public." Do yau have a 1liet of what health
outcomes ahould be looked far in the atudy?

Answer 6, OT4 has not compiled & liat of health cutcomes that should be looked for
in the stady. However, snimal tests and epidemiclogie studles indicate that
certain areae ghould at least ba considered. Twe such broad arveaz are
neurologle die=ases and birth defects, nelither of which are mentioned in the
draft protacol.
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Chairman SmvpsoN. The next panel, David Erickson, Birth De-
fects Branch of the Center for Environmental Health of the Center
for Disease Control in Atlanta, and Dr. Nelson 8. Irey, Chairman of
the Department of Environmental and Drug Induced Pathology of
the Armed Forces Institute of Pathology, Paul W. Myers, Lieuten-
ant General of the U.S. Air Force, Medical Corps, Surgeon General,
U.8. Air Force, Col. Thomas F. Zuck of the Armed Forces Institute
of Pathology is not present.

It is a pleasure to have you gentlemen with us, and if you will
proceed under the time limitation, it would be most appreciated.

Dr. Erickson, if you will proceed first.

TESTIMONY OF A PANEL CONSISTING OF DR. J. DAVID ERICK-
SON, BIRTH DEFECTS BRANCH, CENTER FOR ENVIRONMENTAL
HEALTH, CENTER FOR DISEASE CONTROL, ATLANTA, GA,; DR,
NELSON 8. IREY, CHAIRMAN, DEPARTMENT OF ENVIRONMEN-
TAL AND DRUG-INDUCED PATHOLOGY, ARMED FORCES INSTI-
TUTE OF PATHOLOGY; AND LT, GEN. PAUL W, MYERS, SUR-
GEON GENERAL, MEDICAL CORPS, U.8. AIR FORCE

Dr. Ericeson. Mr, Chairman, I am Dave Erickson, a scientist
with the Center for Environmental Health of the Center for Dis-
ease Control in Atlanta. I am the principal investigator for the
birth defects study which is underway at CDC, and I am pleased to
be here to present testimony on the scope of that study.

CDC's study is based on a registry of babies born with birth de-
fects in the metropolitan Atlanta area. The registry is unique in
that it is derived from the only population-based surveillance
system in the United States which has reasonably complete ascer-
tainment of babies born with structural congenital malformations.

The registry now containg information on approximately 13,000
babies born with birth defects among more than 300,000 babies
who have been born gince the surveillance program began in 1968,

From the total of about 18,000 babies born with birth defects,
about 7,600 will be included in the study. These 7,600 babies are
babies who are born with major or serious malformations, that is,
malformations which cause premature death, result in serious
handicap or require substantial medical care in those who survive,

The study involves locating the families of these babies and in-
terviewing their mothers and fathers, The interviews will contain
questions about military service in Vietnam. In addition, we wili
ask the babies’ parents about a number of other factors which
might be connected with the occurrence of birth defects; for exam-
ple, alcohol and tobacco usage, medicines the mother took during
pregnancy, family history of birth defects, and serious chronic dis-
eases in the parents, For comparative purposes we will also inter-
view the parents of 3,000 control babies. These are babies who were
born without defects.

The main comparison of interest to this committee in this study
will concern the proportion of fathers who served in Vietnam in
the case and control groups. A finding of no difference in the pro-
portions will suggest that Vietnam veterans are not, in general, at
higher risk of fathering babies with defects. Conversely, a finding
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of a higher proportion of Vietnam veterans among the fathers of
case babies will suggest that veterans are at increased risk.

You will note, Mr. Chairman, that I have focused on Vietnam
service rather than on agent orange. If Vietnam veterans are found
to be at higher risk, they may be s0 for reasons other than expo-
sure to agent orange. In addition to this rather broad focus, we will
make use of all exposure, agent orange exposure, data available to
us to assess its impact as best we can.

CDC's study will be the largest of its type ever conducted. It will
have a very good chance of detecting relatively small increases in
the risks of birth defects in babies of Vietnam veterans in general.
However, I want to add the caution that the study will not likely
be sensitive enough to detect a modestly increased rigk if it only
occurs among men with very heavy and/or prolonged exposure to
agent orange. I state this on the presumption that such heavy or
prolonged exposure was infrequent—I may be incorrect in that pre-
sumption,

Further, the study will not be particularly sensitive for detecting
very small increases in risk or for discerning increased risk for
very rare types of defects,

I would like to close by briefly describing the process by which
we developed the study procedures and about our anticipated time-
table. The bagic study protocol and guestionnaires were develo
by the staff of the Birth Defects Branch of CDC. They were then
reviewed by a panel of CDC scientists and also by staff of the State
of Georgia Department of Human Resources.

Later, CDC assembled a review panel of four university-based sci-
entists. The protocol was also submitted for review to four veter-
ang’ organizations, and a review was made by the Science Commit-
tee of the Interagency Work Group on Phenoxy Herbicides,

Finally, the protocol and questionnaires were approved by the
Office of Manaiement and Budget. We are now in the earéi phases
of conducting the study. We began about 1 month ago with a pilot
study, the purpose of which is to insure that we don’t have any
major problems with the study procedures and questionnaires. We
expect to begin the full-scale study sometime in January. And we
anticipate completing a report of our findings in the late summer
or early fall of 1983. '

Mr. Chairman, that concludes my testimony and 1 wiil be pleased
to answer any questions you have.

Chairman SimpsoN. Thank you very much. Now, Dr. Irey, please.

Dr. Irgy. Mr. Chairman and members of the committee. This is a
report on 408 cases in the agent orange registry of the Armed
Forces Ingtifute of Pathology. This registry was formed in 1978,
originally jointly with the VA, then with the Air Force and more
recently with the Armig.

It's purpose: In the first phase to find out what diseases are cur-
rently affecting Vietnam veterans as reflected in tissues removed
during surgery and in findings at autopsy examination.

In the second phase, to see if these diseases might be related to
exposure to agent orange while in Vietnam.

We are presently in the first phase, reviewing materials sent to
us by VA and Armed Forces hospitala, The sole criteria for submis-
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sion: service in Vietnam, thus, eliminating the bias of local selec-
tion of cases on other grounds.

In the detailed r?i%ort in your hands are tabulations of our find-
ings, demographic data, lists of organs involved, lists of skin and
liver diagnoses, and special tabulations of benign and malignant
tumors.

Diagnoses of 457 were made on diseases affecting 55 organs or
sites. This demonstrates a wide distribution of diagnoses and sites
involved. Of special significance would be any of the three follow-
ing features: (1) Clustering of particular organ diagnosis combina-
tions; (2) clustering of any patholic changes unusual for a particu-
lar site; and (3) clustering of unusual ages for any diagnosis, espe-
cially in tumors. _

The rationale for the significance of these unusual features is
that in past experience with diseases relating to environmental
chemicals it has been found that an adverse effect from a particu-
lar chemical tends to occur in a limited number of target organs or
tissues, Thus, a study of individuals with the same environmental
exposure will commonly show a pattern because of this selective
targeting. Examples: Asbestos and pleural and lung tumors; vinyl
chli)ride and liver tumors; and vaginal cancer and diethylstilbes-
trol.

Thus, chemicals tend to have a predilection for their sites of ad-
verse reactions.

Getting back to the tabulations in these 408 cases: (1) Two major
clusters were found, lipomas—tumors of fat; and epidermal inclu-
sion cysts—dilitation of the deeper hair structures. Both are
benign, both occur in the gkin or just beneath it, both are trivial
findings with no present or future consequences of any signifi-
cance. Their numerical frequency may be related to the presenta-
tions of the patient as lumps in the skin causing him to seek medi-
cal attention.

(2) The liver and benignh  tumor tabulations show no significant
clusters as yet.

(3) The malignant tumor grou&presents as yet no %}zparent clus- .
tering. There were six cases with unusual features. Details are in
your full report, but they are single incidences,

(4) The tabulation entitled “Diagnosis on Remaining Cases”
shows a wide gcatter pattern and congists of many instances quite
unlikely related to agent orange causation such as hernial sacs,
torn knee cartilages, and so on.

This tjlzpe of study has the following capabilities: The identifica-
tion of clusters relating to residuals of previous acute toxicity and
the identification of tumor patterns. Since the latent period for
chemically-induced tumors is measured in years or decades, the
failure to find them at this point may be because enough time has
not yet passed,

This type of study has limitations: It does not address problems
of congenital anomalies, genetic changes, decreased fertility or
neuro-behavioural consequences of chemical exposures.

In summary, this is a preliminary report. We do not as yet have
confirmation of Vietnam service in many of these cases. We lack
certain demographic data such as age, zex, and race on some cases.
All these missing data we are attempting to obtain.
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While this study is initially morphologic, we recognize that sta-
tistical and epidemiologic considerations are essential. We plan
shortly to meet with representatives of these disciplines to review
this data, to further analyze our findings with them, and to make
plans for future use of this information. We will continue to re-
ceive additional cases and will integrate our studies with the statis-
ticians and the epidemiologists.

This concludes my statement, Mr. Chairman. I would be happy
to entertain any questions that the committee might have,

Chairman SimpsoN. Thank you so much, Dr. Irey.

[The prepared statement of Dr. Nelson S. Irey, Chairman, De-
partment of Environmental and Drug-Induced Pathology, Armed
Forces Institute of Pathology, follows:]
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PREPARED STATEMENT OF DR. NELSON S. IREY, CHAJRMAN, DEPARTMENT OF ENVIRONMENTAL
AND PRIG-INDUCED PATHOLOGY, ARMED FORCES INSTITUTE OF PATHOLOGY

HR. CHAIRMAN AND MEMBERS OF THE COMMITTEE:

I appreciate the opportunity to present to you the findings of the
Agent Orange Registry (AOR) that is located in the Armed Forces Institute
of Pathology (AFIP) here in Washington.

The Ageat Orange Registry w;s organized in 1978 to learn what disea;es
Vietnam veterans were currently suffering from, as reflected in biopsies
removed during surgical operations, and as reflected in autopsy examina-
tions,

To do thia, the AFIP was designated by the Veterans Administration
(VA) as a center for the collaction and study of these biopsy snd autopsy
materisls., More recently, the AFIP has alsc been designated by the Armed
Forcea as a focal point For the study of aimilar pathologic materisl on
active duty personnel with prior service in Vietnam.

To implemert this project, the VA and Armed Forces hospitale were
directed to submit to rhe AFIP case material through cheir vespective
pathologists. The sole criterion for the selection of cases ko be

submitted was: service to Vietnam. The purpose of using this asingle

criterion was Lo obtain as complete a sampling as possible of the cuvyent
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medical problems of Vietnam veterans as reflacted by 2 study of their
diseased tissued, free of the bias of local selection of cases.

For general orientation, it has been found in past experience with
envirponmental snd iatrogenic diseases caused by chemical agents that =
particular chemical or drug will tend to affect primarily or predominantly
one organ, site, or tissue, Examples: vinyl chloride and hepatic
angloparcema; carbon tetrachloride and Yiver necrosis; diethylstilbestrol
and veginal carcinema; and asbestos and pleural mesothelioma.

While nultiple targets for a particular chemical are sean, it does not
adversely affect all organs and systems simsltaneously, but tends to
exhibit its wost serious cansequence on one "critical organ™, or at most
sevaral "ericical organs™.

With thia prin;:iple in mind, the cases in the AOR are being monitored
for the follc;wi.ng findings:

1. clustering or peaks in specific organ-diagnosis combinations;
2. c¢luatering of any pathologic changes that are unusual for
particular sites; .

3. clustering of unusuwal ages for particular diagnoses.

If, in the imitial phase of thia cohort-type atudy, such cluatering,
peaks, or trends are found, they will constitute a focusing of attention on
particular diagnoses amd organs that would lead to subsequent epi-
demiologic (case centrol) studies with sppropriate controls. The assess-
ment of causality of diseases found in Vietnam veterans in relation to
their exposure to Agent Drange is in rhe initial phase of collection and .

pathologic evsluation in this Agent Orange Registry.
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The pathologic findings on the firat 403 cases are condensed in a
series of enclosed tabulations. Salient features of Chese tabulations
will be discussed in swvecession under the following categories:

1, Demographic data. (Enclosure #1)

2. Listing of eites or organs. (Enclosura #2)

3. Listing of the skin diseases,(Enclosure #3)

4. The liver diagnoses,(Enclosure #4)

%. The benign tumors (Enclosure $5)

6., The maligpant tumore,{Enclosure #63

7. Plagnoses on the remaining cases, (Enclosure #7)

More detailed information if desired way be obtained by veferring to
the attached enclosures.

Demographic daca (Enclesure #1):

1. The most frequent age group of the veterans in the AOR at thie
time is in the 30-39 decade, At the time of these veterans' Vietnam
service, they would have been ten or more years younger, which is consonant
with the relative youth of our Ammed Forces sexving in Vietnam,

2. Bource of cagses was predominantly from the* VA hospitals
{345 cases). Cases were submitted From 45 States.

3. Race: In 143 of the cases, the rdace of Lthe v-'eteran was not
stared. OFf the 265 cases in which the race was stated, 222 were white
(83%),

4, Sex: Males dominated (400 of the 408 cases}.

Listing of sites or organs {Enclosure #2):

There weve 55 different eites or organs invelved in these 408

capes. This is a wide dispersion, as 44 of the sites had five or less cases,
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The most frequent site of disease was the skin, Eollowed in
frequency by: lymph nodes, liver, and lungs,

Listing of the skin diseases {Enclosure #3):

Thare was & wide scattering of the 60 diagnoses in the akin
biopsies. The largest group fell into the chronic dermacitis category,
with many of its variants occurring as single instances.

There were three ¢lusters: epidermal inclusion cysts, lipomas,
and dermatofibromas. All are benign, all frequently seen, none with
serious consequences. The reason for their dominance may well be related
to the desire of rhe patient to aeek dizgnosis on any abnormality rhat can
be seen or felt inm the skin., ALl of these rhree lesions are visibie

and/or palpable.

The carcinomas of the skin in this group were all common
varieties, the basal cell type being the mast frequent, with no unusual

features as to location or ape of the patient.

The liver diagnoses (Enclosure #4):

In this group of 31 cases, cancer from other sites metastasizing
to the liver was the most frequemt finding {7 cases). The remaining
diagnoses occurred in low frequency, with no dominant clustering, There
was a wide dispersion of diagnoses, 21l with low frequency. Complicating
the interpretation of these cases as te their cﬁuses is the Fact that
eleven of the 31 ¢ases were said to be chronic aleocholics, drug abusars, or

both,
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The benign tumors (Enclosure #5):

Of the benign tumors in this group, 38 cases were in the category
of lipoma or dermatofibroma {previously discussed under skin lesions) and
are benign and wnot of gerious import, The remaining tumors listed in
Enclosure #5 had wide dispersions as to localiey and type, and occurred in
low freguency in any one location or diagnosis.

The malignant tumors {Enclosure #6):

This group included 28 diagnoses. Malignant tumors in lymph
nodes were the most frequent tumor category. Breakdown into sub-types of
Hodgkin's disease and lymphoma revealed that there were no more tham two
cages in any omne of the seven gub-types. The lung tumors had five
histologic types in the eight cases, with no clustering of significance.
The remaining cancers had a wide dispersion as to losation and diagnosis.

8ix tpees, occurring singly, had features of unusualiry, amd
these are detailed in Enc].oam:; #6. To date, they have occcurred in omly
single iunstances.

Diagnoses on the remaining cases (emclosure #7):

This group constituted 143 cases, with a very wide dispersion.
Many of these cases (74) had a frequency of three or less in any site or
I organ. The largest single Eroup in this category was labellad as normal or
nagative, including sputum, pleural fluid, urine smears, and seminal
fiuid. This group of "other" diagnoses included one suicide by gunshot,

and two drug overdose cases.
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DISCUSSION

This Agent Orange Registry repoct is, at this stage, a preliminary
cne. Certain of the demographic Information is as yer unavailable (age,
sex, race), In addition, confirmatior of service in Vietnam has te be
obtained in many instances, However, elimination of any case, because of
failure to confirm Vietnawm service, would decreass the number of cazes in
any particular organ-diagnosis combination, and only reduce the clustering
in any specific category.

For adequate documentation of these cases, as to Vietnam service, the
names and social security numbera on 300 have been turned over to the VA
headquarters, in the hope of confirming or denying such service from their
records, Demographic data, vhere missing, has been requested from the
contributors.

While this worphologically-ariented cohort-type study iz c4pable of
bringing to light unusesl findings and feoatures (clustering of similar
disgnpses; increased incidence of anatomic sites of disease; unususl ages
Eor particular tumers; or unusual patholegic Eindings), it has its
limitatjons, This project does not address the following types of problems

that might be related to Agent Orange:

1. Teratogenesis,
2, Mutagenesis,
1. Decreases Fartility.

B~

. Heurobehavioural abnormalities.
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SUMMARY

1. Pathologic end demographic data has been presented on 408 cases

submitted to the AOR of the AFIP as having had service in Vietnam,

2. There were 457 diagnoses made on & total of 55 organs, sites, or
tizsues in these 408 cases, indicating 2 broad spread and wide distribution

of sites and diagnoses.

3. There were two peaks of relatively high incidence of disgneses:
lipomas and epidermal inclusion cysts, Both are benign. Both lesions ave
subgutaneous in location, with viesibility amd palpability to the patient.
With the sen'si.tivity of the Vietnam veteran to any abnormality, medical
consultation would be soughr, with subsequent excision For disgnosis.

This may explain their high incideunce.

4. There were six single instances of cases with unusual features,
These were listed at the end of the tabulation of the malignant tumors. Ho

clustering of these unusual cases was noted.

5. Many of the diagnoses made on this series of cases have little or
no possibilicy of an etiologic relationship with exposure to Agent Orange
{examples: deviated nasal septum, hemorrhoids, herniated intervertebral
diges, ganglia of tendom sheath, shrapnel fragments, degencrated knee
cartilage, etc.). These examples do, however, give avidenge of at leasc a
degree of adherence to the directive that cases sent to the AOR should have

only one criterion For submission: i.e., service in Vietnam.
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SUMMARY {(conc'd)

6. Within the Limits of the presently available information, there
sere no glusters or peaks of unusual cases, except of the benign fatiy
tumors {lipomas), and rhe epidermal inclusion cysts of the skin (both
benign lesions), The cases cited with unusual features in the malignant

tumor gection were all eingle instances, without clustering.

7. At this stage of the pathologic evaluation of Vietnsa veterans'
biopsy and autopsy material, there appear to be no findings yet that would
lead to subsequent epidemiologic studies far evalustion of their gignifi-

cance.

8. The findinge and evaluations on these 408 cases 2re not necessarily
unchangeable or final, but are subject to possible modification oa receipt

of additional case information,

This contludea my statement, Mr. Chairman. I will be happy to answer

any questions that the committee may have.



Age:
20-29: 50
30-39: 218
5049 41
50~59: 34
60-69: 11
F0-79: k
80~89: 1
Unknoun: &8
Infants: 2
Total: 408

Bex:
Hale 1 400
Female : 4
Unknown: t
Total: 408

Geographic sources of cases:

91-212 0—82——27
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ENCLOSURE #1

DEHOGRAFHIC DATA

Source of Cases;

VA Hospitals:

Civilian
Alr Forece
Army
Havy
Soldiers &
Sailors
Memorial
Unknown
Total

Race:

White
Black
Other
Unknown
Total

45 States

H

345
36
14

222
3%

143
508



Skin and Subcutancous Tissue

Lymph Hodes
Liver

Lungs

Bone & Jolat
Herrial Sac
Seminal Fluid
Colon

Prostate
Teatis

Sputum
Appendix
Cartilage
Cervix

Fibro Cartilage {Knee)
Inguinal Region
Tendon

Brain
Esophagus

€Gall Bladdexr
Tonsile
Urinary Bladder
VYertebral Pisc
Ascitic Fluid
Braast

Kidneys
Parotid Gland
Pleural Fluvid
Rectum

Spinal Column
Stomach

Tongue

Veins

Abdominal Wall
Adipose Tissue
Bone Marrow
Conjunctiva
Epididymis
Heart

e junum

Larynx
Heninges
Mucosa, oral
Muscle

Hasal mucosa
Nose (septum)
Penis

Perianal Tissue
Peritracheal Tissue
Pleural cavity
.Betroperitoneal Tissue
Spinral Fluid
Thymua

Urine

Vaa Deferens
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ENCLOSURE #2
SITE OB ORGAN

¥Wo., of Cases

-153
~19
=17
~13
-9
-9
-8
~7
-7
-7
-&
-5
-3
-5
-4
=4
-4
-3
-3
=3
-3
-3
-3
-2
-2
-2
-2
-2
-2
-2
-2
]
-2
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
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ENCLOSURE #3
SKIN DLAGHOSES

Ho. of Cases

DIAGHOSES
Dermatitis 35
Dermatitis, chronic, non-specific 9
" " with perivasculicis &
" " with folliculitia 5
" , papulosquamous 3
" ; granulometous 2
" , with atypical lymphohistiocytic
infiltration 1
" , ¢hronic, with lichencid keratosis 1
" , chronie, with Iymphohistiocytic
inFlammation 1
" , chronic, nummular 1
" , chronie, light eruption 1
L , chroni¢, with pseudoepitheliomatous
hyperplasia 1
" , pustular 1
" , chronic, pyogenic granuloma 1
" . chranie, ¢/w polymorphous light
eruption 1
" , seborrheic 1
Total: 35
Epidermal inclusion eyst 22
Lipomas 21
Dermatefibroma 11
Hevus -]
GCompound nevus &
Intradermal newvus 3
Kevus, giant pigwented I
Total:™ 8
Scar 7
Angiolipoma &
Carcinoma 7
Basal cell &
Squamous cell 1
Total:" 7
Perivasculitis &
Keratosis Seborrheic 5
Condyloma acuminata I
Inadequate for diagnosis &
Vasculitis 4
Angiolipoma and 1ipoma 3
flidradenitis suppurativa . . 3
Keratosis 3
Keratesis, actinic 2
Keratosis, lichenoid 2
Lentigo, benign 2
Verrvuca vulgaris 2
Acne rosacea 1
Acpeform lesion - 1
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ENCLOSURE #3 {cont'd}
DIAGHOSES SKIN DIAGNOSES No. of Cases

Angickeratoma

Ecerine acrospiroma

Exrythema nodosum

Hemangioma, Capillary

Lichen simplex

Lymphoid hyperplasia, reactive
Heurofibroma

Papilloma, inverted

Papilloma, keratotic
Papilloma, squamous, hyperkeratatic
Parapsariasis en plaque
Pavakeratosis & acanthosis
Pilar cyst (sebaceous)

Plantar wart

Polyp, fibroepithelial

Scar with foreign body reaction
Scar with hemosiderin deposits
Steatocyatoma muleiplex
Shrapnel fragments

Uleer (burn)

Urticaria, papular

e e e e b b b b b e P et e bl et b b e

ENCLOSURE #4

DIAGNOSES LIVER DIAGNOSES No. of Cases
Metastatic Carcinoma -7
Fatty Hetamorphaosis 4
Hepatitis Chranic Persistent -4
Hemesiderosis -2
NecrainFlammatory Disease -2
Portal Triaditis -2
Cholestasis -1
Cirrhosis -1
Fatty Metamorphosis & Focal Necrosis -1
Fatty Metamorphosis & Portal Fibrosis -1
Hepatocellular Carcinoma -1
Hepatitis Chronic -1
Liver Abscess -1
Hecroinflammatory Disease, early cirrhoaia -1
Periportal Fibrosis -1

Portal Fibrosis -1
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ENCLOSURE #5

BENIGN TUMORS

DIAGHOSES

Lipoma
Dermatofibroma
Angiolipoma
Polyp
Colon
Mauth
Rectum
Skin of neck
Vocal covd

Angiolipoma + lipoma
Adenoma

Colan

Salivary gland

Papilloma
Skin (squamous)
Hasal cavity (ioverted, atypical)

Angiokeratoma

Ecerine acrospiroma {scalp)
Ciant cell tumor (rendon)
Hemangioma, capillary (hand)
Neurilemmoma {retroperitoneal)
Heurofibroma (subcutanecus)
Steatocystoma multiplex (neck)

Bo.

of Cases

21
1l
6
5

e e



418

ENCLOSURE #6
SITES & DIAGNOSES HALIGHANT TUMGRS No. of Cases
Lymph Hodes g
Hodgkins Disease 5
Malignant lymphoma &
Total: 9
Lung? 3

Undifferentiated large cell carcinoma 3
Anaplastic carcinoma 2
Adenocarcinoma 1
Carcinoma ws lymphoma 1
Spindle cell carcinoma (? primary) 1

Total: 8
Skin 8
Basal cell carcinoma 6
Metanoma 7 i
Squamouns cell carcinema 1
Total: 8
Gastrointestinal tract 5
Colon ~ Adenocarcinoma 3
Jejunum - Adenccarcinoma 1
Stomach - Adenoearcinoma 1
Total: §
Testlis 3
Seminoma 1
Seminoma + teratoma 1
Gonadoblastoma + sarcoma {epididymis) 1
Total: 3
Bone 2
Chondrosarcoma 1
Hultiple Myeloma i
Total: 2

Prostate - Adenocarcinoma

Kidnrey - renal cell carcinoma

Bladder - carcinoma, papillary, Grade-1
Brain - Glisblastoma multiforme

Lip ~ Squamous cell carcinoma

Liver - Hepatocellular carcinoma
Mediastinum - Sarcoma

Peritoneum - wescthelioma vs lymphoma
Pleura — mesothelioma

Salivary gland - Hixed tumor

Ll N I o X

Tumar Cases With Unusual Features

1. Colon, adepocarcinoma, mucincus-an unusual type of mucingus carcinoma
in the coton.

2. Jejunum, adenocarcinoma with metastases in a 37 year old BM, BSite and
age are unuwsual,

3. lung, large cell undifferentiated carcinoma, probably primary inm the
lung, Age unusual {age:31)

4. Lung: anaplastic adenocarcinoma {1978); and well differentiated pros-
tatic carcinoma (1%80). Merachronous malignancies - of different histo-
logic types. Double tumor in the same case, different sites and different
types.

5. Prostate: carcinoms, age &4: unusvally young age For this tumor,

6. Testis: Gonadoblastoma, sarcoma of epididymis, and inguinal 1. node
with metastatic carcinoma, all in the same case.
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ENCLOSURE #7
DIAGNOSES DIAGNOSES ON REMAINING CASES

Rogative or normal

Bernial Sac

Herniated Disc

Hyperplasia Vein

Inadequate For Diagnosis
Appendicitis

Atrophy, Testis

Foreign Body Reaction
Meniscus (Knee)

Cholecystitis

Degenerative Changes (Ence)
Exostosis
Fibroais,perineural

Ganglion Cyst

Gynecomastia

Hemorrhoids

Oligospermia i
Pneumonitis, interstial
Proctitis

VYericosities

Anal Fissure

Ankylosing spondylitis
Balanitis i
Bullse, apical,lung

Bone Fragmenta

Colitis, chranic

Daquarvains Disease

Deviated Septum

Drug Overdose {toxicity)
Embolus

Fistula (Perianal)

Gastritis, chronic

Gangrene {Thumb)

Infection Chronic {Tansils)
Lymph Rode, lipogranulomas
Lynph nods, reactive hyperplasia
Lymphadenitis, chroaic
Lymphadenitia, Dermatopathic
Lympoproliferative Syndrome
Hecrosis (Lymph Hode)
Bephritis Inrerstitial
Ostecarthritis (femoral head)
Dsteochondritis dessicans
Osteomyelitis, mandible
Panereaticis, Nemorrhagic
Pancytopenia

Parotitis

Pneumcthorax

Preumonitis, granulomatous
Fseudoarthrosis
Preunoconiosis, 2N thracosilicosis
Reactive Changes (Bone-Cartilage)
Retained Iron Fragments (Shrapnel)
Selerosis {(Bundle of His)
Spondyloligthesis

Suicide

Toxicity (overdosa)
Varicocele

Ho. of Cases

-46
=7
-6
b
=5
-4
-3
-3
-3
-2
-2
-2
-2
-2
-2
-2
-2
-2
-2
-2
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
=
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
-1
~1
-1
-1
-1
-1
-1
~1
=1
=1
=1
-1
=1
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Chairman SiMpsoN. General Myers, please.

General Mygrs. Thank you, Mr. Chairman, I appreciate the op-
portunity to give you and the committee members an update on
the Ranch Hand study. 1 will submit a statement for the record.
For purposes of brevity T will just touch on milestones and things
accomplished.

Why a Ranch Hand study? There are two simple answers:
Known heavy exposure among those individuals and the capability
of identifying those people with relative ease.

We went through an exhaustive protocol development. It was
subjected to extensive scientific review. The University of Texas
School of Public Health at Houston, the Air Force Scientific Advi-
sory Board, made up of civilian scientists, the Armed Forces Epide-
miological Board, composed of civilian scientists, and the National
Academy of Sciences all critiqued the protocol. The last report was
received in May of 1980.

We were finally given the go-ahead by the Interagency Work
grouf) after extensive review by that body, including the Science

anel.

We have identified the Ranch Hand group. I have personally
spoken to many of those individuals at their national convention,

e have accomplished our control group for matching which is on
a basis of 10 to 1 overall, That’s the match pool. The matching for
mortality will be a 5 to 1, for the questionnaire 1 to 1, and for the
physical examination 1 to 1; all meeting the necessary epidemiolo-
gic criteria. ‘

Our questionnaire has been developed, field tested for its valid-
ity, and the contract for its administration has been awarded. That
questionnaire is now being applied in the field by the group that
was awarded the contract. It consists of a 3-hour personal interview
with the interviewer going to visit the interviewee in his home,

If the -individual refuges that interview, then an abbreviated
questionnaire is given by telephone.

The administration of the qluestionnaires will be completed by
the end of April 1982. The preliminary review of that data will be
published within 12 months subsequent to that date.

The ﬂhysical examination has been developed and standardized.
We will include nerve conduction studies and other neurological
testing as well as more sophisticated liver studies.

The bid review for a contract to administer the physical exami-
nations is new in Air Force procurement hands. The first examina-
tions will be done after Januarg 1, 1982. All examinations will be
completed by September 30, 1982. The peer review committee has
been appointed by the A% nt Orange Working Group. The exami-
nations will be redone at 3, 5, 10, 15, and 20 years. We do have pre-
liminary data on the mortality study. There have been 58 deaths in
the Ranch Hand group since 1962, including 22 killed in action, 16
accident, 3 suicides, 2 homocides, 2 malignant neoplasms, 1 endo-
crine disorder, 7 circulato roblems, 4 diseases of the digestive
system, and 1 from an ill-defined, as yet undetermined condition.

hat data will continue as more deaths occur. Interim reports are
expected to be available in April or June of 1983,

The questionnaire will be completed in April 19582 and we should
have some preliminary data by the end of 1982, We should look for-
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ward to having some preliminary data on the examinations, which
will be completed in September 1982, some 6 to 8 months later.

That concludes my statement, sir,

Chairman SimpsoN. You have some precise figures there to pres-
ent to us. Could you repeat, General Myers, the total number of
deaths from all causes?

My, MyERs. Fifty-eight, sir.

Chairman Smpson. Fifty-eight out of?

General Myegs. 1,200,

Cl';?ligman Simpson. 1,200. What was the average age of those de-
ceased?

General Myers. Well, some of those deaths occurred obviously
early on when those people were very young and there has been a
gradual——

Chairman SimpsoN. How many were killed in combat?

General Myers, There were 22 killed in action,

Chairman SimpsoN. Fine. I will be interested in looking at those.

[The prepared statement of Lt. Gen. Paul W, Myers, Surgeon
General, Medical Corps, U.S. Air Force, follows:]
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PREPARED STATEMENT OF LT, GEN. PAUL W. MEYERS, SURGEON GENERAL, MEDICAL CORPS,
0.5, AIR FORCE
MR. CHAIRMAN AND MEMBERS OF THE COMMITTEE

1 AM LIEUTENANT BENERAL PAUL W. MYERS, AIR FORCE SURGEON GENERAL. I
THANK YOU MR. CHAIAMAN FOR THE OPPORTUNITY TO PRESENT AN UPDATE ON THE AIR
FORCE EPIDEMIOLOGICAL INVESTIGATION OF RANCH HAND PERSONNEL EXPOSED TO
HERBICIDE ORANGE. . '

LET ME REDEFINE SOME OF THE TERMS USED IN THLS STATEMENT. WERBICIDE
ORANGE WAS A DEFOLTANT USED TN VIETNAM. [T WAS A 50:50 MIXTURE OF 2,4,-D
{2,4-DICHLOROPHENCXYACETIC ACID) AND 2,4,5-T {2,4,5-TRICHLORDOPHENOXYACETIC
ACID). BOTH OF THESE COMPONENTS WERE REGISTERED BY THE U,S. DEPARTMENT OF
AGRICULTURE, THE COMPONENT 2,4,5-T CONTAINED A CONTAMINANT TCOD (DIOXIN)
PRODUCED DURING THE MANUFACTURING PROCESS. THE NAME HERBICIDE ORANGE CAME
FROM AN IDENTIFYING ORANGE STRIPE PAINTED GN THE ORUM I WHICK THE HERBICIDE
WAS STORED, RANCH MAND WAS A CODE NAME ATTACHED TO THE AIR FORCE AIRCREWS
INVOLVED IN THE HERBICICE SPRAYING OPERATIONS BETMEEN 1962 AND 1970.

BECAUSE OF PUBLIC CONCERN ABOUT ALLEGED HARMFUL HUMAN EFFECTS RESULTING
FROM EXPOSURE TO HERBICIDE ORANGE, THE AIR FORCE MADE A COMMITMENT TO THE
CONGRESS AND TO THE PUBLIC TO CONDUCT A STUDY OF THE RANCH HAND GROUP.

THIS GROUP WAS SELECTED BECAUSE OF KNOWN HEAVY EXPOSURE, THESE AIRMEN
COULD ALSG BE READILY IDENTIFIED.

WE DEVELOPED A STUDY PROTOCOL FOR AN INTENSE EPIDEMIOLOGICAL INVESTIGATION

CONSISTING OF THREE INTEGRATED ELEMENTS: (1) A MORTALITY STUBY (DEATH),

(2) A MORBIDITY STUDY (DISEASE, INCLUDING GIRTH QEFECTS IN OFFSPRING), AND

{3) FOLLOW-UP. THE PROTOCOL WAS SUBJECTED TO EXTENSIVE SCIENTIFIC REVIEW,

THE UNLYERSITY OF TEXAS SCHOOL OF PUBLIC HEALTH AT HOUSTON; THE AIR FORCE
SCIENTIFIC ADYISORY BOARD (CIVILIAN SCIENTISTS); THE ARMED FORCES EPIDEMIOLOGICAL
BOARD (CIVILIAN SCIENTISTS); AND THE NATIONAL ACADEMY OF SCIENCES ALL

CRITIQUED THE PROTOCOL. THE LAST REVIEW REPORT MAS RECEIVED IN MAY 1080,
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EACH REVIEWING AGENCY RAISED A NUMBER OF TECHNICAL ISSUES ABOUT THE AIR

FORCE PROTOCOL, THE NATIONAL ACADEMY OF SCIENCES EXPRESSED CONCERN ABOUT
CREDIBILITY IF THE AIR FORCE CONDUCTED THE STUDY. THE INYERAGENCY WORK

GROUP TO STUDY THE POSSIBLE LONG-TERM HEALTH EFFECTS OF PHENOXY HERBICIDES

AND CONTAMINANTS MADE THE OETERMINATION AS TO HOW THE STUDY SHOULD BE
CONDUCTED AND 8Y WHOM. THE INTERAGENCY WORK GROUP BEGAN ITS REVIEW ON

JUNE 17, 1980 AND A RECOMMENDATION WAS MADE ON AUBUST 1, 1980 TO THE ASSISTAKT
TO THE PRESIDENT FOR DOMESTIC AFFAIRS AND POLICY THAT THE RANCH HAND STUDY,
WITH APPROPRTATE PROTOLOL MODIFICATIONS AND DUTSIDE PEER REVIEN AND MONITORING,
BE COMMENCED BY THE AIR FORCE AS SOON AS POSSIBLE. ON SEPTEMBER 16, 1980,

YHE ASSISTANT TO THE PRESIDENT FOR DOMESTIC AFFAIRS AND POLICY CONCURRED

IN THIS RECOMMENDATION. THE SECRETARY OF DEFENSE WAS SO NOTIFIED.

IN THAT SAME MONTH, A CONTRACT WAS AWARDED BY THE AIR FORCE FOR THE
DEYELOPMENT OF A MORE EXTENSIVE QUESTIONNAIRE BASED ON THE RECOMMENDATIONS
OF THE PEER REVIEW AGENCIES.

WE COMPLETED THE REVISEO PROTOCOL BASED ON THE GUIDANCE OF THE INTERAGERCY
WORK GROUP IN NOVEMBER 1980.

IN THE INTERIM, THIRTY THOUSAND PERSONNEL RECORDS WERE SCREEWED. A
MATCHING OF A CONTROL GROUP TC THE 1,264 RANCH HAND MEMBERS WAS COMPLETED
AT A RATIO OF 10 TG 1. MATCHES WERE MADE BY AGE, OCCUPATIONAL CATEGORY,

AND RACE. A1 TO 1 MATCH FOR THE PHYSICAL EXAMINATIONS AND § TO 1 FOR THE
MORTALITY STUDY WAS ALSO DONE.

THE MORTALITY STUDY HAS CONTINUED. TO OATE, WE KNOW OF 58 DEATHS:
22-XILLED I% ACTION; 16-ACCIDENTS {AIRCRAFT, MOTGR VEHICLE, DROWNING);
3-SUICIDES; 2-HOMICIDES; 2-MALIGNANT NWEOPLASMS; 1-ENDOCRINE, WUTRETIONAL
AND METABOLIC DISEASES; 7-DISEASES OF CIRCULATORY SYSTEM; 4-DISEASES OF
DIGESTIVE SYSTEM; AND 1-SYMPTOMS, SIGNS ANO ILL DEFINED CONDITIONS. THESE
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ARE DISEASE STATES AS GROUPED BY THE BOCK ON INTERKATIONAL CLASSIFICATION
OF DISEASES, NINTH EDITION.

THE DRAFT QUESTIONNWAIRE AMD CONTACT LETTERS WERE APPRGVED BY THE
OFFICE OF MANAGEMENT AND BUDGET ON MARCH 30, 1981l. THE QUEST]ONMAIRE WAS
PRETESTED BY ‘A CONTRACTOR ON A GROUP OF FGRMER AIR FORGE VIETNAM VETERANS,
THE RESULTS OF THE PRETEST WERE USED 0 REFINE THE QUESTIORNAIRE AND THE
FINAL QUESTIONNAIRE WAS PROVIDED TO THE AIR FORCE IN MID-JUNE 1981,

THE CONTRACT FOR ADMIMISTRATION OF THIS QUESTIONMAIRE WAS AWARDED ON
SEPTEMBER 18, 1981 TO LOUIS HARRIS AND ASSOCIATES, INC. ALL POSSIBLE
RANCH HANDERS AND CONTROLS WILL BE INTERYIEWED DURING THE SIX MONTHS SUBSEQUENT
FO SEPTEMBER 1981. THE QUESTIONNAIRE WILL [DENTIFY THE HEALTH, MEDICAL,
DEMOGRAPHIC, SOCIAL AND PSYCHOLOGICAL CONDITION OF THE STUDY SUBJECTS AND
THEIR TMMEDIATE FAMILIES.

STUDY SUBJECTS WILL ALSO BE ASKED TO PARTICIPATE IN AN EXTENSIVE
PHYSICAL EXAMTNATION, THE STATEMENT GF WORK FOR THAT PHYSICAL EXAMINATION
HAS BEEN COMPLETED AND A REQUEST FOR PROPOSAL WAS PUBLISHED OH AUGUST 21,

+ 1981, THREE BIDS MAYE BEEN RECEIVED AMD ARE BEING EVALVATED AT THE USAF
SCHOOL OF AERDSPACE MEDICINE, BROOKS AIR FORCE BASE, TEXAS. [T 1S ANTICIPATED
THAT A CONTRACT WILL BE AWARDED OURING THE LATTER PART OF THIS MONTH, THE
PRYSICAL EXAMINATIONS ARE SCHEDULED TO BE COMPLETED BY SEPTEMBER }932.

THE IRITIAL CONTACT LETTERS TD RANCH HAND PERSONNEL AND TO CONTROL
PEOPLE ANNOUNCING THE STUDY AND ENCOURAGING THEIR PARTICIPATION WERE SIGNED
BY THE SECRETARY OF THE AIR FORCE AND MAILING WAS COMPLETED OM OCTOBER 16,
1981, FOLLOW-UP LETTERS FROM ME, PROVIDING A FACT SHEET, AND GIVING DETAILS
OF THE STUDY WERE MATLED NOVEMBER 6, 1981. .
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THE TNITIAL ROUND OF QUESTIONNAIRES ANI PRYSICALS WILL BE THE BASIS
FOR THE REMAINDER OF THE 5STUDY. FOLLOW-UP EXAMINATIONS WILL BE AT 3, 5,
10, 15, AND 20 YEARS.

THE AGENT ORANGE WORKTNG GROUP, THRGUGH THE UDEPARTMENT GF MEALTH AND
HUMAN SERYICES, HAS ESTABLISHED AN ADVISORY COMMITYEE TO MONiTOR THE RANCH
HAND STUDY,

INTERTM TECHNICAL REPORTS FROM THE FIRST ROUND OF QUESTIONNAIRES AND
PHYSICAL EXAMINATIONS WILL BE AVAILABLE [N APRIL/JUNE 1983. THE RANCH
HAND STUDY SHOULD PROVE TG BE PRODUCTIVE IN DETERMINING THE POSSIGLE
LONG-TERM HEALTH EFFECTS OF PHENOXY HERBICIDE EXPOSHURES.

THERE HAS BEEM MUCH MISLEADING AND ERROMEOUS INFORMATION PUBLISHED IN
RECENT MONTHS CONCERNING ABORTED RANCH HAND MISSIONS AND DUMPING OF
HERBICIDES. ALL "ABORTED" MISSIONS DID NOT RESULT IN A “DUMP"™ OF THE
HERBICIDE. THE DEPARTMENT OF DEFENSE 15 CURRENTLY REVIEWING THE DATA TO
DETERMINE THOSE DUMPS THAT MAY HAVE BEEM NEAR MILITARY INSTALLATIONS.

THIS ISSUE WILL BE AQDRESSED BY THE REPRESENTATIVE FROM THE DEPARTMENT OF
GEFENSE. MUCH HORK REMAINS TO BE DONE, BOTH THE AIR FORCE AND THE NATIONAL
ACADEMY OF SCIENCES HAVE ACKNOWLEDGED THE OUMPING OF HERBICIDES IN VIETHAM
AS A RESULT OF SOME ABORTED MISSIONS. THERE HAS BEEN NO COVER-UP OF THIS
DATA AS HAS BEEN ALLEGED.

THE RAHCH HAND STUDY WILL PRGCEED ON SCHEDULE. MWE WILL CONTINUE TO
WORK CLOSELY WITH ALL TNTERESTED AGENCIES IN SEEKING THE ANSWERS TO
QUESTIONS COWCERNIKG THE HEALTH EFFECTS, IF ANY, OF EXPOSURE TO HERBICIODE
ORANGE IN VIETNHAM,

[ WILL BE HAPPY TO ANSWER ANY QUESTIONS.
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Chairman SimpsoN. I will not belabor the panel, so I will just
bounce around on some guestions,

Dr. Erickson, with regard to the birth defects study, has it been
difficult to locate the cohorts? How are these veterans contacted?
What has been the rate of response or participation there? In your
opinion could these same methods be employed on a national scale
with regard to the agent orange epidemiological study? Are you fa-
miliar with the State of Wisconsin's recent efforts to locate Viet-
nam veterans in the State of Wiscongin through utilization of the
State’s selective service docaments and discharge papers? Would
such a gystem be feasible on a national scale?

Dr, Erickson. Well, with respect to your last question, I am not
really familiar with the Wisconsin business. I believe that it some-
how revolved around a bonus that was paid to Wisconsin service-
men if I am not mistaken and that’'s——

Chairman SiMpsoN. It deals with maps. I just wondered if you
were familiar with the effort,

Dr. EricksoN. No. In terms of our own study, we are into its very
early stages and, of course, we don’t have any hard figures on what
sort of location rates that we have. We expect it to be a problem
because many of the babies in our study were born in the late
1960’s and early 1970's and we are starting out with our study with
an address, name and address of parents at the time of birth. We
think that we can locate fairly easily about 50 percent of them,
almost at the drop of the hat,

Ag you try and increase your location rates to a high level, which
we want to do, it becomes more and more difficult. We have a
number of methods which we will be using. We had hoped to make
use of a public law which permits the National Institute of Occupa-
tional Safety and Health to send the Internal Revenue Service the
social security number and the Internal Revenue Service returns to
NIOSH a relatively current address. We had hoped to use that but
the practical application of this procedure is such that IRS requires
that the social security number be accompanied by a surname and
that if IRS can match the surname with a number, they will
return an address.

We are starting out with social security numbers for mothers.
We had no access to social security numbers for fathers. And be-
cause our society has fairly frequent name changes for women, we
:}::gect that process not to be useful and are rather disappointed by

t.

Overall, we are still hopeful that we will achieve an acceptably
high location and participation rate.

Chairman Simreson. We will be interested in your figures on the
response rate.

hat is the CDC’s reaction to the Spivey protocol? Would you
please comment on your idea of what a protocol is and how the
UCLA product fits within that definition? Do you have any sugges-
tions to the authors that would be helpful to them as they prepare
the revised pretocol?

Dr. EricksoN. Well, I can’t gpeak for CDC. I have reviewed the
protocol briefly in my Cali]aCitY as a member of the VA Advisory
Commitiee. And I found the protocol to be lacking, like everybody
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els?d has, lacking in sufficient detail so that the VA could conduct a
study.

My idea of a protocol is that it should be in sufficient detail that
somebody could begin the conduct of a study.

Chairman SiMpsoN. You have heard us again return to the issue
of expansion. In your opinion, should the protocol for this epidemi-
ological study be broadened, as is the CDC birth defects study, to
include general service in Vietnam rather than just exposure to
agent orange? Would broadening the agent orange study make de-
signing the protocol more appropriate?

Dr. Enicgson. Well, T think that would not necessarily make de-
signing the protocol more appropriate. We designed our study to be
a general service study because in our group at CDC we get calls
from people wanting to know why their babies were born with
birth defects. We were getting calls from women who said, “Well,
my husband served in Vietnam, but he doesn’t think he was ex-
posed to agent orange, but we are still wondering if something hap-
pened to him over there.”

And T guess my personal opinion is that a study of the broad
issue of Vietnam service in tandem with a study of agent orange is
probably what is warranted. That’s a personal opinion and not an
official CDC position.

Chairman SimMpsoN. I appreciate your frankness, It is something
we are going to have to pay careful attention to. I know that you
are in the early phases of conducting the CDC birth defects study,
but are there any initial findings that are of interest? Have you
bhad any problems with the pilot study?

Dr. ErwcksoN. No, other than potential problems in locating
people, we have had no problems and things are going along fine as
anticipated,

Chairman Simrson. I see.

[Besponse of the Department of Health and Human Services to
written questions submitted by Hon. Alan K. Simpson, chairman of
the Senate Committee on Veterans' Affairs, follows:]
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Now, as the questionnaire completion approaches that April 80,
1982 date, we will have an exact idea of how many participants
there are. We hope that we will get very high percentages among
the ranch handers themselves because of their avowed anxious
participation. It might be a little harder to determine out of that
large control group, which is a 1-to-1 ratio, just how many we will
get at this time.

Chairman SiMPsoN. What has been your experience with bias of
the cohorts in the Ranch Hand study? Have you found that a high
level of secrecy, which Dr. Sgivey seems to insist upon in his proto-
¢ol, is neceasary for your study?

General MYERS, The purpose of secrecy is to protect the protocol
and the questicnnaire because, if they were known publicﬂr there
would be an obvious bias. The answers to the questions would be
made in an individual’s mind before they were even asked. So, we
are keeping secret the protocol and the questionnaire,

Chairman SmprsoN. Would you agree that oversight by a peer
review committee, such as was implemented for the Ranch Hand
study, might be a good idea for the VA’s epidemiological study? 1
would like your views on that.

General MyErs. Yes, sir, I think that’s an absolute requirement.
It’s difficult enough to get individuals to agree on protocol. It’s very
hard to develop that protocol. Once it is develo and put to test,
then there has to be some outside group that monitors the progress
of that study the way to make sure that protocol deviations are not
occurring, whether there are any new added factors that are con-
sidered and put into the study,

Chairman SiMpsoN. Who in your command has been most deeply
involved in the Ranch Hand study?

General MYErs. We have some 16 people who are currently com-
mitted to the Ranch Hand study. Two other people who have been

eatly involved are Maj. Alvin Phil Brown from my office and

aj. Alvin Young who is an avowed expert in herbicide orange and
who has testified at great length before this committes,

Chairman Simpson. Yes. I just wondered what their opinion
might be of the protocol based upon their own experience in imple-
menting the plans for the Ranch Hand study.

General MYERs. I wouldn’t presume to speak for them, but all of
usg have worked in concert together to make certain that we had a
protocol which would turn out to be scientifically valid. We agreed
within the Air Force on the direction in which we wanted to go.
We accepted the criticisms from the review groups and incorporat-
ed those changes and then left it up to the interagency work group
to determine whether or not we should proceed. We got that direc-
tion and are off and moving in that study.

Chairman SimMpsoN. And you think it 1s working very well?

General Myers. I think that we have been able to hit the mile-
stones that we predicted. I am terribly hopeful that we will have
fine cooperation and participation and that we will get something
out of it. If we could make a prediction on what's happened thus
far, then my enthusiasm is very high.

Chairman SiMpson. Let me ask you about the Ranch Hand

?:'ll\p‘t ?pp%rently they keep in rather close touch with each other.
8 that true?
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General Myers. Very much, yes, sir. They wear some distinctive
garments at their conventions, a great deal of—oddly enough not
orange, green.

Chairman SiupsoN. Green.

General Mygers. I think that’s a natural spinoff from aviators
who keep in touch with their crews. They had something in
common, Now they know that they have an opportunity to make a
contribution. And there is quite an esprit de corps in that group.
They are working almost as a single individual.

Chairman SmMpsoN. I am curious. What would have been the
average time of exposure during a period when they would trans-
port this dioxin? I suppose that would differ with a fixed-wing craft
vg)rsus a helicopter. But did they all remain in constant exposure to
it?

General Mygrs. Oh, yes, sir. They have, and we have shown this
not only photographically but from the recap of the experiences of
the individual crewmembers, that their exposure is calculated to be
the highest of any group who served in Vietnam. And the example
is that the 1,000-gallon tank that needed to be filled and carried
aboard the 123 aircraft, was hand pumped. There was a lot of spill.
Usually the control operator who handled the spray equipment and
other personnel in the aircraft were exposed to the spray. When
the misgsion took place that spraying occurred over 3% to 4 min-
utes and that's a relatively short time.

If there was more than one aircraft flying in the formation, there
was a lot of contamination from aircraft to aircraft. If you got
caught in a crosswind, downwind, or in some kind of maneuver and
had the spray blow. Some of the contamination, however, occurred
on the ground; that is, from the spray covering the airframe and in
zhe ki;ransfer of the agent into the tank and the cleaning of the

anks.

Chairman SivpsoN. I continue asking these questions because
my administrative assistant used to do that. I am going to get away
from that now, however.,

I thank you very much. It has been very helpful to the commit-
tee and [ thank you for your participation.

General MyEers. Thank you, sir.

[Subsequently, the Department of Defense submitted the follow-
ing letters for the hearing record:]
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PEPARTMENT OF THE AIR FORCE
WABMINGTON, D.C 20320

QFFICE OF THE SECRETARY DEG 2 B Igsl

Honorable Alan Cranston
Ranking Minority Member
Comrmittee on Veterans' Affairs
United States Senate
Washington, D. C. 20310

Dear Senator Cranston:

This is in further reply to your letter of December 4, 1981, te the Air Force
Surgeon General concerning Herbiclde Orange,

The following answers are provided to your questions:

a. Question: How many of the Ranch Hand personnel are currently on active
duty? Answer; There are currently 234 Ranch Hand personnel remaining on active
duty.

k. Question: How many are employed as pilots or other flight crew members
in commercial aviation? Answer: We are unable to determine the number involved
in commercial aviation at this date. The questionnaire should provide an answer to
this question through collection of the occupational history, We do know that 177
hold current FAA certificates. Not all 177 would necessarily be involved in
commercial aviation, Some certificates would cover persons involved in military
or private aviation or avocational flying.

c. Question: What have these personnel been told regarding the effects that
the results of the exam might have oh their current status?  Answer;
Confidentiality is to be maintained except in two cases: (I} a judicial order to
release personal medical data following an Air Force and Justice Department
defended lawsuit; and (2} serious medical findings which impact public health and
safety. Two examples of situations in which public health and safety would raise
the questions of disclosure are: a participant has typhoid fever; a participant who
directly impacts the safety of others either in his profession, or as 2 volunteer, is
found to have a serious nerve, heart or mental disorder. In this instance a
committee composed of a physician of the individual's choice, a flight surgeon, a
judge advocate {lawyer) and a representative from the individual's field of
expertise will be convened to review the medical findings, Before any disclasure js
made t0 medical authorities, the committee must determine that the findings
jecpardize the public health and safety.

di  Question: Will the physical exams of the Ranch Hand personnel be
conducted in a central location? Answer: All Ranch Hand personnel will receive
the physical exam at the same location, Kelsey-Seybold Clinic, Professionat
Association, Houston, Texas.
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€. Question: Over what period of time will the exams be given? Answer:
Exams are targeted fo start in mid-January 1982, and to be compleied not [ater
than September 30, 1982,

f. Question: ! understand that the individual physical exams will be quite
extensive—comparable to the exams given to astronauts returning from space. Is
that correct? Answer: A very comprehensive research orlented physical exam will
be given to each participant. Systems to be covered during the examination
include a general medical history, a review of major physiological systems, and
detailed medical and laboratory examinations of the heart, liver, kidneys,
neurclogical system, reproductive system, blood, hearing, sight, and skin.

g Question: How many hours or days is an individual exam expected to
take? Answer: The exam is scheduled for 3-4 days,

h. Question: What steps have been taken to ensure that the physical exams
will be standardized and that jaboratory work will also be analyzed in a standard
fashion? Answer: An extensive quality control program has been instituted for
this effort. [ncluded will be a full time on-site monitor at the exam facility;
stringent laboratory quality requirements; weekly processing of all results to
identify possible trends or biases; a limited, stable staff performing the
examination; fully certified laboratory facilities; use of a single laboratory for
tests; board certified physicians; appropriately certified technicians; and, a
standardized examination for all participants.

We are pleased to be of service in providing you this information.

Sincerely,

éﬂ‘ F. O'NEILL, Lt Col, USAF

Deputy Chief, Legislation Division
Office of Legislative Liaison
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DEPARTMENT OF THE AIR FORCE
WASHINGTON, D.C 20330

OFFIGE OF THE SECAETARY FEB ] 1932

Honorable Ajan Cranston
Ranking Minarity Meraber
Cormmittee on Yeterans' Affairs
United States Senate
Washington, D.C. 20310

Dear Senator Cranston:

This is in further response to your letter of December 4, 1981, concerning Herbiclde
Orange.

In cur letter of December 28, 1981, we set out two examples of when confidentiality
iz 1o be maintained on the resutts of medical examinations. One provision states that
confidentiality is 1o be maintained except In the case of (1) a judicial order to release
personal medical data following an Air Force and Justice Depattment defended lawsuit

L

e

Examples of judicial orders directed at information accumulated during medical
exams ares

a. An order to disclose a participant's home address for use in an action by an ex-
wite to collect child support.

b, An order to disclose medical information regarding pre-existing injury in
personal injury litigation brought by a participant against a third party tortfeasar.

The language which reads ".. following an Ait Force and Justice Departrsent
defended lawsuit ..," was included to specifically state that the Air Force does not intend
to release any information provided by participants in the medical exarmnatlan program
until a)l avenues of defense against release have been exhausted.

If we may be of further service, please let us know.
Sincerely,

.

PHILIP F, O'NEILL, Lt Col, USAF
Deputy Chiet, Legislation Division
Qffice of Legislative Liaison
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Chairman SiMpsoN. Next, before I go to this classified briefing, I
will certainly begin the process to hear from the various veterans’
groups. The first witness of the next group is John Sommer, assist-
ant director of the National Veterans’ Affairs and Rehabilitation
Commission, accompanied by Paul Egan, the assistant director of
the National Legislative Commission of the American Legion; and
Philip Mayo, special assistant to the director of the National Legis-
lative Service, accompanied by James Davis, claims consultant, Na-
tional Veterans' Service, and Frederick Mullen, Sr., claims consult-
ant, National Veterans’ Service of the Veterans of Foreign Wars of
the United States. It is good to have you here and I thank you for
your patience. Would you please proceed, Mr. Sommer.

TESTIMONY OF A PANEL OF REPRESENTATIVES OF VETERANS’
ORGANIZATIONS CONSISTING OF PAUL S, EGAN, ASSISTANT DI-
RECTOR, NATIONAL LEGISLATIVE COMMISSION, THE AMERI-
CAN LEGION, ACCOMPANIED BY JOHN F. SOMMER, JR., ASSIST-
ANT DIRECTOR, NATIONAL VETERANS AFFAIRS AND REHA-
BILITATION COMMISSION; AND PHILIP R. MAYQ, SPECIAL AS-
SISTANT., NATIONAL LEGISLATIVE SERVICE, VETERANS OF
FOREIGN WARS OF THE UNITED STATES, ACCOMPANIED BY
JAMES DAVIS, CLAIMS CONSULTANT, NATIONAL VETERANS’
SERVICE AND FREDERICK MULLEN, SR., CLAIMS CONSULTANT,
NATIONAL VETERANS’ SERVICE

Mr. Ecan. Mr. Chairman, my purpose today is to introduce our
- witness who you have aiready recognized, Mr. John Sommer. But
before beginning I would like o say that the American Legion has
got to view with a considerable sense of foreboding the vagueness
of the UCLA study. And that sense of forebeding is underlined by a
variety of unanswered questions, two of which have emerged today.

The first one being, Will an additional 35 days be sufficient to
produce a methodologically sound and clear protocol. And second,
at the end of that 35 days will we be looking at a study of the ef-
fects of—a protocol for a study of effects of agent orange or will we
be looking at a protocol for a feasibility study of whether or not an
agent orange study ought to be produced at all.

After havirég made those remarks, I will let John go ahead.

Chairman SimpsoN, Thank you.

Mr. SomMER. Thank you, Paul,

Mr. Chairman, we certainly appreciate the opportunity to appear
here today. There are certain factors pertaining to the draft proto-
col which are of great concern to the American Legion; the first
beinge that the design is incomplete and unacceptable as presently
written.

We find it disturbing that the authors are so cbsessed with secre-
cy that information pertaining to symptoms of interest to the study
have been withheld. While we can understand their concern, we
feel that it is necessary to be specific in spite of their perceived in-
herent dangers.

For the sake of uniformity of examinations and to be sure that
the symptoms sought are complete, it is necessary for this to be
known. To withhold such information would only cause added skep-
ticism among Vietnam veterans as to the credibility of the U.S.
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Government in determining the effects of exposure to agent
orange.

The authors admit that the draft bill is not a complete protocol
for a number of reasons, some of which are no fault of their own,
For instance, as has been mentioned previously, the investigators
were denied access to certain classified military records because of
the lack of a security clearance. This does not excuse the fact that
the contractor did not employ individuals with a knowledge of tac-
tical military operations in Vietnam or the records pertaining
thereto.

The timeliness of reporting study results is also essential. An im-
portant phase of the proposed study will track the long-term effects
of agent orange exposure, but they are of no instant use to the af-
fected veterans. Immediate effects have been questioned such as
chloracne and certain sarcomas and it will be necessary to prompt-
iy identify and report any such effects that may be found in order
to be of value to Vietnam veterans who were exposed.

We feel that due to the large number of veierans who will be ex-
amined, the use of VA medical centers would be the most practical
approach. However, we would make such a recommendation only
upon the assurance that specific guidelines will be implemented to
prevent the specter of conflict of interest from arising. This must
require uniformity of examinations, education of the physicians
performing the examinations, and the establishment of an impecca-
ble external supervisory board to insure that the examinations are
competently carried out and that the results of such examinations
are carefully interpreted by the independent scientific body respon-
sible for conducting the study.

The questionnaire to be used with the examination should be
made available for review by the groups conducting the peer
review prior to conducting the study.

The Legion is opposed to the agent orange study being conducted
by the Veterans’ Administration. As was the protocol design, we
feel the study itself should be contracted to an independent scien-
tific body once the protocol has been completed and approved.

Because of the absence of detail and the need for additional re-
search and development, it is obvious that a period longer than
that specified in the contract will be required to complete the draft
and implement the recommendations thereon; and we would rec-
g}rlnrr{?id that an extension of time be provided the contractor by

e VA,

In conclusion, it is crucial that the VA cooperate with the con-
tractor to the fullest extent possible by providing all material
needed for the satisfactory completion of the protocol.

Further, it is imperative that the contractor retain the services
of soglseone knowledgeable in the area of Department of Defense
records.

As mentioned at the outset, the harm to be done in invoking se-
crecy will exceed the gains to be expected. Confidence rather than
distrust in the results is to be sought.

Mr. Chairman, that concludes our statement.

Senator SiMpsoN. Thank you very much, Mr. Sommer.
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[The prepared statement of John F. Sommer, Jr., assistant direc-
tor, National Veterans Affairs and Rehabilitation Commission, the
American Legion, follows:)
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PREPARED STATEMENT OF JOHN F. SOMMER, JR., ASSTSTANT DIRECTOR, NATIONAL VETERANS
AFFAIRS AND REHABILITATION COMMISSION, THE AMERICAN LEGION

Mr., Chairman and Members of the Committee:

The American Legion appraciates the opportunity to comment
on the draft protocol of the spidemiclogical study of long-term
health effects of Agent Orange expogure mandated by section 307 of
Public Law 946-151, and contracted to the U.C.L.A. School of Public
Hezalth by the Veterans Administration in May 1981,

We are not epidemiologists, and therefore will not attempt
to recommend an altermative protocol for the study or to revise the
general methodology that is sketched out in the broad outline that
hag bean presented. However, there are caertain factors centalned
in the draft protocol which are of great concern to The American
Legion.

At the outset, it mist be said we find 1t quite disturbing
that the authors are so ohbsessed with gecrecy that information
pertaining to diseases or symptoms of intarest to the study, and
details relating to veterans they considar to be in high or low
exposure groups has been withheld., While we can understand the
authors' congern about the specific symptoms and signs to be sought
in the examination we nevarthaless feel that it is necessary to
be specific in these in spite of their perceived inherent dangers.
We believe that this study is neo different from other surveys

wherein egqual problems have heen faced without undue hazard to the
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study. For the sake of uniformity of examinations and to be sure
that the symptoma sought are complete, it is necessary for this to
be known,

Further, to withhold such information would only cauge added
skepticism among Vietnam veterans as to the credibility and
sincerity of the United States Govexnment in determining the affects
of agent drange exposure.

Aside from the failure to disclose the foregoing data, the
authors admit that the draft 13 not a full protocol, for a number
of other reasons, some of which were no fault of thgir own., For
instance, the investigators were denjed ascess to certain classified
military records because the Veterans Administration had failed to
obtain a security clearance for the contracter or his asaistants,
This, of courae, does not excuse the fact that the contractor did
not include among the staff of invegtigators and consultants an
individual or individuals poasessing knowledge of *actical militaryy
oparations in Vietham or the administrative records pertaining
therato.

Documentation of exposure is an extremely important factor
and it appears that sufficient information exiats in available
military recorda to develop an exposure indeX. Although it is
unlikely that {ndividual exposure data could ever be verified, ft
is possible te identify battalion or company mized units located
in close proximity to sprayed areas, The draft protocol propoges
the exclusion of certain individuals from the study, such as battle

casualties and military pexrsonnel who served more than 13 months
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in Vietnam or 3 years in the Armed Forces. However, the justification
for such exclumion has not been clarified. It would seem that such
individuais might have a greater exposure and thus be moxe likely

to show ill effecta as a result.

The timelinessz of reporting study results is mssential.
Granted, an important phase of the proposed study will track the
long~term effects of Agent Orange exposure, but they are of ne
instant use to the 4ffected veterans, Certain immediate effects
have been gquestioned sguch as chloracne and certain sarcomas,
Therafore, it will be necessary to promptly identify and report any
such effects that are found in ardar to be of value to Vietnam
veterans who were exposed.

The ocutline of tha proposed historical cchort study contains
a sizable discussion relative to the possibility of conducting the
necegsary physical examinationa in VYA medical centers, and whether
or not auch a practice would be acceptable to the Vietnam veterans
concerned,

It is the feeling of The American Legion that due to the
large number of veterans who will ke examined the uge of VA medical
canters would be tha most practical approach., However, we would
make such a recommendation only upon the asgurance that spacific
guidelinas will be implemented to prevent the specter of conflict
of intexest £from arising. Such contreols must réquire miformity of
examinations, education of the physicians pexforming the examinations,
and the establishment of an impeccable éxternal superviscry hoard
to ensuyre that the examinations are appropriately andéd competently

carried out, and that the results of such examinations are carsfully
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interpreted by the independent scientific hody responsible for
conducting the atudy.

It is also felt that the questionnaire to be used in conjunc-
tion with the examination should be made available for review prior
to the onset of tha study, particularly so that the groups
regponsible for peer review may comment thereon,

Ag has been ofpressed on many occasions, the Legion is opposed
to the Agent Orange study being conducted by the Vetaerans Adminis-
tration, not bhecause we doubt the integrity of the VA, but becaunse
we are concernad that the end results may be subject to guastion
concerning posasible eonflict of interest. As wasg the protocol
design, we feel the study itself should be contracted to an independent
sclentifia entity, onhce the protocol has baen completed and approved,

Because of the absence of detail, and the need for additijonal
regearch and development, it is chbvious that a period longer than
the 30 days specified in the contract will be required to complete
the dyaft and implement the racommendations thereon:; and we would
racommend that an extension of time be provided the contractor by the
Va.

In conclusaion, it is crncial that the Veterans Administration
take the steps necessary to secure a security clearance for the
contractor in ordey to snsure access to critical military documents
ralative to Agent Orange exposure; and cooperate with the contractor
to the fullest extent possible by providing all material needed for
the satisfactory completion of the protocol. Further, it is

imperative that the contractor retain the services of someone
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knowledgeable in the area of Department of Defense racords, so that
a workable exposure index may be developed, and for the intarpretation
of other important military data relative to the activities of the
ground troops wha served in Vietnam.

As mentionad at the outset, while we can appreciate the ¢oncern
of the contractor to avoid premeditated distortion of aymptoms, we
do not believe the actual findings will be distorted, The harm to
be done by invoking gecrecy will excesd the gains to ba sxpected.
Confidence rather than distrust in the results is to be sought,

Mr. Chairman, that concludea our statament,

Chairman SiMpsoN. Phil Mayo, please.

Mr. Mavo. Thank you, Mr. Chairman, for holding this hearing
and inviting our views on these matters.

First of all, we would like to commend the committee for its ef-
forts in advancing what is now Public Law 97-72. We believe that
this law provides the necessary latitude to resolve the herbicide re-
lated issues.

We share the view that we must get on with the necessary ac-
tions that would resolve the guestions veterans have concerning
herbicide exposure. The issue has been widely debated and we be-
lieve its resolution should be a matter of highest governmental pri-
ority. We believe that current law provides the means to overcome
any questions regarding the availability of information for this pur-
pose, and we would urge this committee to exert its influence
toward the accomplishment of a timely and accurate investigation
of all the herbicide related issues.

We note that no mention of coordination, or interfacing, or
review with either the Australian, Vietnamese, or other studies
has been made today, and we find this omission ironic. Certainly
valuable information could be derived from studies done on those
groups and we have repeatedly pointed this out to other groups
that have testified before this committee today.

That concludes my remarks.

Chairman SiMpson. Thank you very much.

[The prepared statement of Philip R. Mayo, special assistant, Na-
tional Legislative Service, Veterans of Foreign Wars, follows:]
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v F VETERAMS OF FOREIGN WARS OF THE UNITED STATES |
W '
NATIONAL LEGISLATIVE SERVICE !

Offica of Direcror

PREPARED STATEMENT OF
PHILIP R. MAYO, SPECIAL ASSISTANT
NATIOWAL LEGLSLATIVE SERVICE
VETERANS OF FOREICH WARS OF THE UNITED STATES
BEFORE THE

COMMITTEE OF VETERANS' AFFAIRS
URITED STATES SENATE

WITH RESPECT TOQ
HATTERS RELATING T¢ HERFICIDE EXPOSURE
WASHINGTOH, DC HOVEMBER 18, 1981

MR, CHAIRMAN AND MEMBERS OF THE COMMITTEE:

Thank you for the cpportunity to present the wiews of the Veterans of
Foreign Wars of the United States with respect to mattare relating to the uee of
hatbicidea in Vietnam,

At the outset, Mr. Chairman, we would like to commend thie Committeas for
ite efforte in securing the passage of what is now Public Law %7-72, the "Veterans'
Health Care, Training and Small Buainess Loan 4ct of 1981." As you know, provisions
of that law ralate to autherizing eligibility for basic health-care services by tha
Vetarans Adwinietration for a vateran's disability if it s found chat the veteran,
during active duty in Vietnam, may have heen exponed to any toxic substance in a
herbicide or defoliant.

It alec authorizea the Admfnfietrator to expand the scope of the Agent
Orange epidamiclogical study wmendated by Public Leaw 96-151 to include additional
factors including expoaure to other, herbicides, chemicals, medicationse, or

envivonmental hazards or conditionms; and that the Administrator shall publish in

VW, MEMONIAL BUILDING # 200 MARYLAND AVENUE, H.E. & WASHINGTQN, D.C, 20002
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Federal Register, for public review and comment, the actions, if any, the Veterans
Adminiatration proposes t¢ take with respect to VA progrzme in light of the results
of the study and other available pertinent information, We believe this measure
provides the latitude necessary for the federsl goverament to procesd to a timely
reaclution of this issua,

Mr. Chairman, Public lLaw 96-151 mandataed that the Adminiatratoer aof
Vetarana' Affaive conduct an epidemiclogical study of the long=term health affecta
op vaterane of the harbicide Agent Orange. In complying with chat mandate, the
Adminiatrator consummated a contract with the University of California, Loa Angelaa
(UCLA) to design a protocol suitable to accomplishing that study.

In that connection, information availeble to us iIndicates that those whom
the VA contracted with have experienced difficulty in gaining acceas to records
where iwportant information upon which & reasoasble recommendation for auch a proto-
col can be basad. This is the result of the absence of the appropriate suthoriza=-
tion in the contract award. We find such an owlssion anpd, particularly, the lack of
its resolution, to be untensble; it provides a subsatantive basis upon which the
protocol deeipgn may be rejected, thereby constituting a waate of more than $133,951
of texpayar's momay. Host importently. it represents a further delay in progress
on thie iseue; we find such unscceptable and respectfully urge this Committee to
uge ita influence to corvect thla and any other shortcomings which may arise.

Mr. Chairman, it is cur positicn that cha reaclution of this issue be
mada a watter of highest governmental priority. Thia requires that the funding and
rescurces necegaary for such be made available and progress toward that end be
encouraged by the Congress. It is our cenviction that the facilities of the Depart-
ment of Defenee--~particularly its Reseerch and Rulemaking Bramch--may contribute
greatly in these efforts. We etrese this point inssmuch as our preliminary review

of the recent "Review of Literature on Harbiecides, Including Phenoxy Herbicldes
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and Associated Dioxina" compiled for the VA by JREB Aseociates hae determined that
tha existence of a subagantive relationship between the uwee of herbicides in Vietnam
end health problems suffered by Vietnam veterans is deemed inconclualve. Our view
is also supported by our knowledge of a number of criticiems of the proposed proto-
col, which we balieve the VA should review at the esrlieat popsible dace. In other
worde, it appears that the mandated astudy may be the only mesne by which thia highly
controverefal fsgpue may be resolved, and we find unacceptable any actions which may
delay 1t. We also believe that this will require the complete support of the Con~
grags and the Executive Branch; and, again, we respectfully requeat thia Committee
to exert its c¢omsiderable influence toward that geal.

Hr. Chairmen, in recognizing the nesd to reaolve thia lgaue on a timely
hasis, the delegates to our wost recent National Convention adopted Resolutions
Hoa. 624 and 716 eatitled ™Herbicide Exposurs." HBoth are appended hereto for your
review.

Mr, Chairman, this goncludes my testimony and I would be happy to respond

to quagtions you may have at thia time.

91-212 O0—82——29
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Reeolution No, 62b

HERBICIDE EXPOSURE

WHEREAS, defolisnts, the moet commonly knovn being "Agent Orange" were ubtilized
in Yietnam; and '

WHEREAS , many of this nation's Vietnsm Veterans wers sxposed, in varying de-
grees, to these toxie defoliants; and

WHEREAS , some resssrchers contend thet dloxin found in herbilcides cauvse cane
cerous tumors in test animels in coneentrations of as little as five parts per
triillicn; and

WHEREAS, other resgarchers contend that exposure to herbicides containing
dioxin ceuse health dafects, nervous systems disorders, liver dysfunctions, gene-
ti¢ changes, spontanecus abortions or miscarriages, nausea, dizziness, and skin
disesge; and

WHEREAS , some experts contend that dioxin concerns ere considerabdly aver-
blown and that no medical evidence existz %o substantiate compensatory cleims; and

VHEREAS, thess factors, as well as saverel industrial accidents involving di-
oxin, have brought about one of the nation's most heated and potentially wide-
ranging controversles; now, therefore

BE IT RESOLVED, by the B2nd Natlonal Convention of the Yeterans of Foreign Wara
of the United States, that we use every means et our dispossl to insure an accursie
and timely completion of studies to resolve thiz question indspendently of the Vet—
erang Administration; and

BE IT FURTHER RESOLVED, that we endorse and support liberalizing criteria
for proper dispositicon of herbicide related claina; end

BE IT FURTHER RESOLVED, that the VFW continue to utilize its monthly maga-

gine and other publications to lnform veterans potentially exposed of regent da=
velopments in this area,

Adopted by the 82nd Wational Convention of the Vetersns of Forelgn Wars of
the United States held in Philadelphie, Pennsylvanis, August 14-20, 1931,

Rejoliution He, &2l
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Resolution Ho. 716

HERDICIDE EXPOSURE

WHEREAS, defoliancs, the moat commonly known belng "Agent Orange]' were utflized
eaxtenaivaely in Viatnam; and

WHEREAS, many of this Nation's Vietnam Vetaraus vere expesed, In varying deprees,
to these toxic defoliants; and

WHEREAS, some researchers gontend that diexin found in herbieides cauwse cancerous
tumors in test animals in concentraticns of as livtle aa five parte per txillion;
and

WHEREAS, other researchers contend that exposure t¢0 herbicidee contalning dioxin
caugas haalth defects, nervous system disordera, liver dysfunctions, genecic
changas, spontaneous abortione or miscarriages, nausea, dizziness, and skin
disease; and

WHEREAS, other heslth detrimence which affect Vietnam Veterans fnclude Agent
Blue, an acid which is an organic form of arsenic; Agent Purple and White sg well
a6 the experimental malaria drug Dapsoune and the physiolegical effects of
paychological stress; and

WHEREAS, some experte contend thet dioxin concerns are considerably overblowa
and that no medical evidence exists to substantiete compensatory clzims; and

WHEREAS, these Factors, as wall as several industrial accidents involving dioxia,
have brought about ope of thie Hation's most heated and potentially wide-ranging
controversiee; and

WHEREAS, undar corrant law, the V& can provide cervice connected disability bens-
Fits for certain diseases which mainfests iteelf within one ygar of the vetersne
date of discharge; and

WHEREAS, over the last two ysara, thousands of vetarans have contacted the VA
tor treatment andfor filed claime regerding symptoms and maladies they feel were
due to their exposure to the defoliant, "Agent Orange™; and

WREREAS, the vast majority of these vaetevans left Vietnam before 1970, their
skin conditions, lung conditione, cancer and neurclogicel disorders are just now
surfacing, and of the many claims acknowledged by the VA for conditions related
to Agent Orange, relacively few vaterans nave received service connected disa-
bilities believed caused by defoliante, in none of thess VA declglons were
defolianta cicted as the cause of digabiliry. The VA was able to grant service
copnection in all cases without citing & cause of disability, bacause eymEptoms
appoared while etill in military service; now, therefore

BE IT RESOLVED, by the 82nd Rational Convention of the Veterans of Foreign Ware
of the United Statea, that wa endorse and support any pending legislation or
other legielation that may be introduced in the future providing €or am apen—
ended presumptive pericd for any chronic disesse or disorder deearmined through
medical research to be the result of exposure to Agent Orange or other toxic

:uistances uded in support of the United Stakga wilicary activicies in Southeast
sin.

Adopted by the 82nd National Couvention of the Veterans of Poreign Wars of the
Taicead States held in Philedelphia, Pennaylvania, August 14~20, 1981.

Resolution Ho. 716
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Chairman SmmpsoN. I do understand the concerns of the veterans’
groups about the importance of getting this study underway in as
timely a fashion as possible. I appreciate your remarks about the
recent legislation, which I believe is going to have a significant
impact on meeting some interim needs of the Vietnam veteran who
believes exposure to agent orange is giving some significant diag-
nostic concern to him or her. And so, the need is timely and I
couldn’t agree with you more.

However, in light of the problems that you heard portrayed
today about this admittedly draft protocol, what are your views on
a possible delay while the protocol is being revised?

ﬁr. Mavo. To include other herbicides and——

Chairman SiMpson. I will ask that question separately. If you
wish to respond to the issue of expansion, you maz. But I am talk-
ing about your views on whether there should be an additional
delay while the ;ﬁesent protocol is being revised,

Mr. SomMMER. Mr. Chairman, John Sommer with the American
Legion. It will certainly be necessary for a certain delay while the
recommendations of the peer review groups are being put into the
Erotocol and that additional research and development is being

one. However, I don't feel that this will totally stop anything that
is being done in preparation for the study. For instance, the addi-
tional work that ig lI?)eing done on the protocol will not stop Mr,
Christian’s operations in reviewing further military records per-
taining to exposure.

Mr. Mavo. I think a modest delay which would improve the
gil;ud);1 being accomplished on a timely basis and would be certainly
in order,

Chairman SmMpsoN. What about that issue of expansion? Do you
believe we should expand the study into other areas?

Mr. SomMMER. The American Legion would have no objection to
the expansion of the study so long as the efforts that are being put
forth on the agent orange gtudy are not diminished as a result.

Mr. Mavo. We of the VFW, Mr. Chairman, have suggested that
this take place on numerous occasions before this aruf other com-
mittees in the House of Representatives. Our view has not changed
on that whatsoever.

Chairman Simpson. Would you still object to the VA’s continued
involvement in the study if the request for proposal is modified and
improved?

Mr. Sommer. The American Legion is mandated to oppose the
Veterans’ Administration carrying out this study. Of course, the co-
operation of the VA is more than necessary in assisting the con-
tractor in carrying out the study satisfactorily, by the provision of
information, statistics and so forth. However, we are certainly op-
posed to the VA carrying out the study itself,

Myr. Mavo, The VF‘%V olds similar views, Mr. Chairman,

Chairman SiMpsoN. 1 thank you. I appreciate your views. It is
always helpful to have comments from these two very capable vet-
erans’ organizations. Thank you very much.

Mr. SoMMER. Thank you, Mr, Chairman.

Mr. Mayo. Thank you, Mr. Chairman.

[The responses of the American Legion and the Veterans of For-
eign Wars to written questions submitted by Hon. Alan K. Simp-
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gon, chairman of the Senate Committee on Veterans' Affairs and
Hon. Alan Cranston, ranking minority member of the Senate Com-
mittee on Veterans' Affairs, follow:]



450

RESP(RSE OF THE AMERICAN LEGION TO WRITTEN QUESTIONS SUBMITTED BY HON. ALAN K.
SIMPSON, CHAIRMAM OF THE SENATE COMMITTEE ON VETERANS' AFFAIRS

Question 1. If UCLA continues to maintain that the use of secrecy is an im-
portant element of its protocol, how would you feel about the VA retaining Doctors
Spivey and Detels, giving them another chance to complete the protecol?

Answer 1. As was pointed out in our statement, we are gquite displeased
that the authors are soc obsessed with secrecy that a substantial
amount of pertinent information was withheld from the draft
protocel.

Becticon 307 of Public Law 96-151 assigns the responsibility
of approving the protocol, in accordance with which the Agent
Orange study is to be carried out, to the bDivrector of the Office
of Technology Assessment. In accordance with the mandate, the
OTA Director appointed an Advisory Panel, on which an American
Legion representative was invited to serve, for the purpose of
reviewing the protocol and recommending revisions thereto. The
Advisory Committee met on September 8, 1981, and drafted a report
which reflects a great deal of concern regardipg the aura of
concealment surrounding the protocol, and which suggests that
there need not be such an emphasis on secrecy,

The Request for Proposals {(RFP) issued by the VA in May,
1980, required that all information regarding the outcomes of the
Agent Orange study were to be included in the protocol. And it
is our understanding that the VA has recently informally advised
the contractor that generally all information regarding the study
is to be made public.

Given the assurances that Doctors Spivey and Detels will
fully comply with these recommendations and reguirements regard-
ing the disclosure ¢f information; and earnestly strive to
davelop a functional protocol, The American legion would not
obiect to giving them an opportunity to fulfill their contract.

_Duestion 2. Do you object to the VA's continued invelvement in the study?

Answer 2. The American Legion objects to the Rgent Orange study being
carried ocut by the Veterans Administration. However, a gertain
amount of involvement by the VA is necessary for the successful
completion of the study.

As was mentioned in our statement, it is our feeling that
due to the large number of veterans who will be examined the use
of VA medical centers would be practical if dertain stringent
eriteria are adhered to. .

A substantial amount of the input needed to conduct the
study is only obtainable from the Veterans Rdministration, such
as data from the Agent Orange Registry, and information from
veteran's claims folders and clinical records.

Therefore, we would certainly encourage the VA's coopera-
tion in that respect with the independent scientific body ulti-
mately charged with the responsibility of conducting the study.



451

RESPONSE OF THE AMERICAN LEGION TO WRITTEN QUESTIONS SURMITTED BY ITW. ALAN
CRAMSTOR, RAMKING MINCRITY MEMUGR OF THE SENMATE COMMITTEE (M YETERANS'
AFFAIRS

Question 1A, During her testimony, Ms, Jean Bernstein, representing
Viatnam VYeterans of America, recommended that twoe stodies
be done -- one that would examine the general health status of V¥ietnam
veterans without any findings of expesure to specific substances and
one focusing en the health effects in Vietnam veterans of exposure to
diexin as found in Agent Orange.
What are your views on this proposal?

Answer 1A. It would appsar that a substantilal amount of information
regarding the general health status of Vietnam vebtérans will be
availabla as the result of the historical cohort study that is
prepared in the draft protocol. The guastion at issue is what
are the long-term health effects of exposure to Agent Orange. As
we hava previously stated, The American Legion would have no
objection to expanding the study mandated by PL 96-151 to inclode
a determination of the effects of exposure to other toxic substances
that were present in Vietnam, =z& long asg the additional research
does not diminish the effort put forth on Agent Orange.

Question 1B. If both studies were to be undertaken, what role, if any,
de you see the VA playing in the design and conduct of the studies?

Answer 1B, Regardless of the nature of the study or studies to be carried
out, participation by the Veterans Administration to & certain dagrae
will be necessary, as a great deal of the information needed must
be secured from that agency. However, The Bmerican Legion strongly
recommends that the responsibility for the design and conduct of the
research be agsigned to an independent sclentjific body.

Qusstion 2. How would you recommend that the VA improve its efforts to
alert Vietnam veterans teo the agency's activitieson the Agent Orange
issue, including the provision of physical exams and, in sone cases

as authorized by Fublic Law 97-%2, health care for disabilities of

Vietnam veterans?
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Answar 2. The ¥h has taken somg steps to publicize its activities on the
issua of Agent Orange, such ag the film and pamphlet pertaining to
the Agent Orange examination program) news releases ennouncing the
availability of medical treatment as provided by PL 97-72; and
briefings for veterans corganizations relating to this subdject. In
corder to further this informational effort it would be helpful if
public service announcements ware prepared by VA and broadeast on
radio and television advising Vietnam veterans that tha examinaticns
and treatment are available. This information should also be posted
in all v medical centers, Veterans Assistance 0fficeas, Regional
officen, and Vet Centera. Meanwhile, The American Legion will
contimme to vge all of ocur resources to inform eligible veterans
and their families of the availability of these services,

(uestion 3. Are you satisfied that the VA 15 soliciting and giving

appropriate consideration to the views of veterans' service organizations

on the Agent Orange issue?

Answer 3. American Legion representatives are in frequent contact with
the VA, partioularly with Dr, Barclay Shapard and hiz staff, regarding
various aspects of the matter of Agent Orange. It must be said that
although we are not alwayse in agreement on certain issues, dua
consideration has always been given any recommendation or criticism

that we have presented.



453

RESPONSE OF THE VETERANS OF FOREIGN WARS TO WRITTEN QUESTIONS SUEMITTED BY
HON. ALAN K. SIMPSON, CHAIRMAN OF THE SENATE COMMITTEE ON VETERANS'
AFBAIRS

QUESTION: 1If UCLA continues to maintain that the use of secvecy is
an important element of its protoeol, how would you feel about the
VA retaining Doctors Spilvey and Detels, giving them another chance
to complete the protocol?

L]

RESPONSE: We do not believe that a veterans' awareness of his expo-
sure to Herbicides will bias the formulation of a protocol or the
results of a study of such. Tdkewlse, we do not consider public
knowledge of the elements of the protocol a compromise of its intep-
rity. We are primarily concerned that the general public and Vietnam
veterana hold legitimate concerns that must be addressed. We have no
objection to the retentlon of Doctors Spivey and Decels inasmuch as
adequate safaguards have been established toward accomplishing a

good protocol design in the form of the review process.

QUESTION: Do you object to the VA's continued involvement in the
study?

RESPONSE: We do not believe that the VA can be completely eliminated
from invoelvement in the study. The question evolves as to what
extent the VA should be involved, We recommend that any physical or
laboratory studies, X-ray, or ather specialized diagnostic studies be
conducted independently of any direct invelvement by the VA as long
as such is fiscally feasible. We believe such independent efforts
would serve t¢ allay many fears concerning bilased examinationz and
study results.

91-212 O—B2——30
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RESPONSE OF THE VETERANS OF FOREIGN WARS TO WRITTEN QUESTIONS SUEMITTED BY
HON, ALAN CRANSTCN, RANKING MINORITY MEMBER OF THE SENATE COMMITTEE ON
VETERANS' AFFAIRS

1. QUESTION--During her teatimony, Mz, Joan Bernstein, representing Vietnam
Veterans of America, recommended that two studies be done--one that would
examine the general health astatus of Vietnam veterans without any findings
of exposure to specific substences and one focusing on the health effects in
Vietnam veterans of exposure ta dioxin as found in Agent Orange. (A) What
are your views on this propesal? (B} If both studies were to be undertaken,
what role, 1f any, do you see the VA playing in the design and conduct of the
studies?

BESPONSE--{A) The VFW supported adoptien of this concept earlier and
such was made an element in the development of the current protocol.
{B) We do not belleve that the VA can be completely eliminated from invol-
vement in the study. The question evelves as to what extent the V& should
be invelved. We tecommend that any physical or laboratory studies, X-~ray,
or other specfalized diagnostic studies be conducted independently of any
direct irvolvement by the VA as long as such is flacally feasible. We
believe such indepéndent efforts would seyve to allay womy Sears concerning
hiased exsminatlons and study results,

2, QUESTION--How would you recommend that the VA improve its efforts to
alert Vietnam veterans to the agency's activities on the Agent Orange issue,
including the provieion of physical exams and, in some cases as authorized
by Public Law 97-72, health care for disabilities of V{etnam veterans.

RESPONSE-~The VA has already undertaken outreach through the media and
also through veterans' orpenizations such as the VFW. Continuation of these
efforts is In order.

3. QUESTION-~Are you satisfied that the VA is soliciting and giving appro-
priate consideration to the views of veterans' service organizations on the
Agent COrange issue?

RESPONSE--Yes, the VA has been very responsive to the recommendations
and criticlsms of the VFW.
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Chairman SimpsoN. Now, the final panel, Ronald Simon, general
counsel of the National Veterans Law Center, accompanied by
Lewis Milford, director of the occupational health hazards project
of the National Veterans Law Center; and John Terzano, director
of the Washington office of the Vietnam Veterans of America, ac-
companied by Joan Bernstein, special counsel of that organization.

If you will please proceed, Mr. Simon.

TESTIMONY OF A PANEL CONSISTING OF RONALD SIMON, GEN-
ERAL COUNSEL, NATIONAL VETERANS LAW CENTER, ACCOM-
PANIED BY LEWIS MILFORD, DIRECTOR, OCCUPATIONAL
HEALTH HAZARD PROJECT; AND JOHN TERZANO, DIRECTOR,
WASHINGTON OFFICE, VIETNAM VETERANS OF AMERICA,
ACCOMPANIED BY JOAN Z. BERNSTEIN, SPECIAL COUNSEL

Mr. SiMoN. Thank you very much, Mr, Chairman. I would like to
enter our full remarks into the record so that I can just briefly
summarize. -

Let me first indicate that Mr. Furst, the head of the National
Veterans Task Force is not here today and let me apologize on his
behalf, Mr. Furst is a member of the VA’s Advisory Committee, He
expected to be here today. The VA regularly pays for his flight
here for VA meetings as part of its effort to get veterans’ participa-
tion. This time Mr. Furst didn’t have any money. We asked the VA
to advance him his ticket and pay for it in advance. They refused
to do so. Mr. Furst asked me to mention the VA's refusal to the
committee because there hag been a lot of talk about veterans’ par-
ticipation and the veterans’ groups that I represent are not satis-
fied with that participation. The situation with Mr. Furst is one
more instance in which the VA did not have the opportunity to get
veterans' participation and chose not to. It was within their regula-
tions to authorize the ticket in advance and they simply refused to
do it for Mr. Furst.

He wanted me to bring that to the committee’s attention. An-
other point about participation of veterans, which has been the
theme that we stressed all along, can be seen by looking at tomor-
row'’s agenda for the VA Advisory Committee meeting, In tomor-
row’s roster there is supposedly going to be participation by veter-
ang at the Veterans' Administration Advisory Committee, If we
look at the agenda for tomorrow, there is only one-half hour in
which the veterans can ask questions and there is 3% hours of
presentation by Government officials. Those presentations are
mostly by the same officials who are here today. Their presenta-
tions could be in writing but they are not and all day will be
wasted. And, again, veterans are not satisfied they are getting the
participation that they allegedly are getting.

Now, as to where we are in the epidemiological study, I think
you already heard the answer this morning. We are nowhere, Up
until Dr. Houk and Dr. Spivey looked at the records, no epidemiolo-
gist locked at Defense Department records.

People have been very satisfied that the people in the Defense
Department have worked very hard in working with these records.
People have also said repeatedly, Dr. Houk, Dr. Spivey, others, that
the people in the Defense Department needed someone to tell them
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what to look for and how to do it. And although this study was or-
dered by the Congress in December 1979, no one did anything to go
over there until Dr. Houk and Dr. Spivey went over there this
summer.

And, again, repeating what the American Legion said, veterans’'
groups do not want the Veterans’ Administration to do the study.
One issue for this involves the bias of the VA, and a second issue is
that the Veterans’ Administration simply isn’t competent to go for-
ward with the study. And I know that’s a harsh conclugion to
reach, but I think if the committee looks at the record it would
come to the same conclusion.

Since the VA was mandated to do this study, why wasn’t some-
body over there between December 1979 and this summer to make
sure these records came to some order? The conclusion I've reached
is quite painful. The agency that’s supposed to do the study isn't
going forward.

Now, in terms of the bias, I want to thing, bring a few facts to
this committee. The Veterans’ Administration policy to this day
says that there is no evidence of any health hazards except chlor-
ache. On the other hand, numerous scientists have talked today of
evidence of soft tissue sarcomas, animal experiments; in addition,
the Agent Orange Work Group’s Scientific Panel last year found
and reviewed at great length the Buropean studies found that
there was evidence of other health hazards,

When the veterans say that there is bias on the part of the Vet-
erans’ Administration, it’s not simply an appearance of bias but
there is actual bias.

And finally, Mr. Chairman, I just want to say that there has
been a lot of talk about delay. I think we have heard this morning
that this study is not going to go forward under the most optimistic
of predictions for a number of years., Therefore, the demands of the
veterans that things be taken away from the Veterans’ Adminis-
tration, and be put in the hands of epidemiologists who know what
they are doing, i8 not really going to cause 1 minute of delay.

Dr. Houk said whether we start with a new contract, or continae
with an old one, it’s all going to take a number of years. So, at this
point there wouldn’t seem to be to my clients and veterans around
the country any reason not to have some other group lovk at this
matter and take it away from the people who have already had 2
years and gotten nowhere.

Thank you.

Chairman SiMpsoN. Thank you very much.

[The ‘}Jrepared statement of Ronald Simon, general counsel, Na-
tional Veterans Law Center, follows:]
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PREPARED STATEMENT OF RONALD SIMON, GEWERAL COUNSEL, NATIONAL
VETERANS LAW CEHTER

Mr, Chairman and members of the Committea, .my name
is Ronald Simon, At the witness table with me is Lewis Miltord,
We are lawyers with the Watlional Veterans iaw Cente¥ {HVLC) in.
washiggton, D,C. The Law Center iz a prlic interest law firm
affiliated with The American University school of law, special-
izing in the legal problems of veterans, The Law Center ig
General Coumsel to the National Veterans Task Force on Agent
Orange, a coalition of veterans crganigzations concerned with
the hgent Orange issue, and counzel on behalf of thousands
of Yietnam era and other veterans in :nbhbmerous federal <¢lass
action lawsuits and federal administrative hearings,

We are pleased to be before tha Com@ittee to discuss the
gc@ernment's actions redarding the herbicide Agent Orangs.

e are testifying today on bshalf of the National Vetarans
Task Force on néent Orangs (HVTAC), With us is Jon Furat,
Chairman of the Task Forcs, Since 1978 NVTAC has sought an
epidamiclogical study of Agen; Orange, How, in the fall of
1981, we have a unique opportunity to svaluate the government's
study efforts that have beéun and to make suggestions about
their future dirsctisn. Our testimony addresses three points
with-régarq to these effoéts: (1] where are we now; {2) who

is responéible for our cnrrent problems, and (3) what should

ke done.
The. first question is “Where are we?" . That is, “What ig

the current status of the government's study efforts?" Although

many techical points about the protocel must be hade%topr

detailed comments are containea:in tha attacheﬁ letter to

Dr, Shephard} the point is most suceinctly made by a



458

raviewer who said about the protocol: " . . , we aren't

much further along than we were several months ago.” A single
diéturﬁing point permeates all comments made about Dr. Spivey's
work—~name1y? that it is not a protocol. We are repeatedly told
by all raviewers that UCLA'pEOpnses a traditional, classical,

or standard design, but that not enough detail is provided

to tell us how any specific scieﬁ;ific work will be done.

Most of the protocol copnsists of b&ckgrouné information for
nonepidemicologistas and very little of it addresses an actual
study.af Agent Orange that might somedéy be done, Unfortunately,
the goverpment has paid.a substantisl amount Bf money for little
more than a series of amorphous suggesticns about what a still
ungefined study should be like, not how a specific study or
number of studies should be done, We understand that this
descriptive approach hags proved unsatisfactory and frustrating

to almost every person who has reviewed thse purported protocol.

Central to the fact that UCLA and the VA have dona little’
to advance the issug, is the undexlying problem of defining who
was exposed to Agent Orange. In May of 1980 the Task Force
challanged the Va's efforts to selact a contractor. We polnted
out that the Vi h;d nat made any indiecation to a prospective
coptractor of the difficulties in defining exposure or the
daia or rescurces the goverpment had available to make such
estimates., At that time NVTAQ predicted that the VA solicita-
tion was so inherehtly defective that a protocel produced in re-
spoﬂsé to the RFP could be po more than a cut-and-paste cﬁmpila-
tion of éenerally accepted epidemiclogical principles‘that would
not be tailored to spevific sclentific work on Agent Orange.

We predicted that an epidemiclogical cook;book on how to do a
fhealth study would he the only reault, not a protocol specifi-
cally designed for an Rgent Orange study. The predictions we
made in May of 1980 parallel fo'an uncanny degree the comments

.made by the technical reviewers of Dr. SPivey's work,
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While it was true that the UCLA fallures were predictable,
many remedial actions could have bean taken by the govarnmént
to prevent them, First, if UCLA is to be defended, it can be
argued that they were not given adeguate data. Put then one
must ask who is responsible for the fagt that probably the most
crucial guvernment data, that about #xposure, was nsver reviewad
by Dr. Spivey. Who iz respongible for not planning to obtain and
in fact not obtaining in a timely fashion the needed security
clearances for UCL# person;el? Is it true that not one_official
in the federal government realized that the exposure data would
ke classified and unavaileble to the researcherg? Mr. Christian
of DoD hae pointed out that the VA did not even have an
account with the Dob office to cobtain the information, This
raisas the disturkbing guestion of whather any VA cfficial has
aver reviswed the DoD material, Second, how is it pessible
that the purported protocol does not even discusg any method
that showld be used to measure repraoductive effects? How is
it that this "suprising omission," as noted by a " reviewer,
was never corrected during the time the VA was workiﬁg with
Dr, Spivey on the design? We understand that the VA perscomnel
met several times with Spivey to discuss his work. Third, who
is it that has been collecting data on Agent Orange in the
form of & Registry for years, yet has admitted that the data
ig terribly flawed, Indeed, a reviewer said the Registry
hadl“severe limitations," Fourth, Dr. Spivey expects to
rely consaiderably on the Vh's Beneficlary Identification and
Records Locator Subsystem {(BIRLS). Yét, this system is rec—
ognized to contain many irregularlties that place its useful-
ness for health studies in serious doubt, _indéed, n¢ one has
ever ;tudied the ourrent systam for completeness, Did anyone
&t the VA ever suggest to Spivey that this data may be seriously.
flawed and, if not, why not? Many other serious flaws are noted
in our attached letter to the VA, Each implicates the failure

of the VA to do its job.
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Not only did the VA solicit s poox protocol, but it appar-
ently did nothing over the last eightaen months to gather
and crganize the necessary data for the contractor to do its
ta;k. Tha Congress, and this Committes iﬁ particular, must
ask how the VA exercised itslresponsibliéy upder PL 96-151
during the last eightean mﬁnths. Indesd, can the VA show it
- dﬁd anything at Qll during this time to maks the contractor's
work possibla? Thers is no guestion thai many of the problema
encountered are inescapable, but the issue for the Committees
is whether the agency charged with dﬁrgying out the study
anticipated thase }rablems and, more iﬁpartant! vwhat, it diad
to alleviate or at least amelicrate them, The problems of
doing a study were:ohvious before the statute was passed. Inm
fact, the White House Work Sroup had repeatedly pointed them
out. & reviewer poignantly remarked that the problem
of exposure, for example, "has been clear to epidemiologists
and to the Vaterans Administration for several years." With
this kpowledge, the VA obviously should have been warking
to obtain and organiza this data for the researchers. Congress
needs to know what was done to further the work of the protecol,
4 second problem underlying the UCLA work is ité obsessional
concern with bias, (We must add that in light of Dr, Spivey's ’
inappropriate, 1f not outrageous, statements to the California
lagislature, it is ironic that he would turn and accuse untold
milliens of veterans of bias.) Other réviewers have been quite eritical
of'UQLs's-point of view about bias. As representatives of. veterans
we ais$ finﬁ the desirs t;r secrecy unacceptable. Looking at the
UCLA worﬁ, it would be hardly rational for veterans t&,placs thelr
fate in‘the hands of scientists who find fell disclosuré 1+ rapuqnaﬁt.
Thé Task Force would like to emphasize twe other serious ’
objectiens te the UCLA position, which are sharsd by other reviewers.
The first is that despite the fact that the protocol reveals
seither disease GUECOMES NOL the exposure- status of veterans,

information on each of these abounds in the popular press and
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in the veterans' community. Fotential bias slready exists apd
thera are no reasons offersed to suggest that revealing infor-

mation about the protocol will make this situvaticn worse.

We should also stress that UCLA never really made any
sericus cr specific points about bias. The protecol does not
point out the kinds of bi;; lt is conoerned about, or how with-
holding information about the protocol will deal with this prohlem.
Governmant pecple have told us that bias relates to the posgi-
bility that veterans might poiscn themselves in order to influence
the study. This position is not conly an affrent to veterané with -
legimate concerns about thei; health but it ranks with Spivey's
secrecy obsession as an ifrraticnal exercise of judgment, In
short, UCLA must éive details and reasons before its secrecy
argumant recelves any consideration. '

pore pointedly, we wonder about the audacity and insensi-
tivity of people who argue for secrecy without giving detailed
reasona for its use, The potential bias of the people doing
tha study has been an overriding concern in the Adant Orange
issue. Credibility is absclutely necessary. Yet the credibility
of this group is hardly deserved whare it is hired to produce
a protocel, makes public statements that trivialize ths health
igsue before any'work is dons, does not produce a protocol,
insists without justificaticn on its right to maintain abaolute
sécrecy, and then demands an involved role in any future work.
Credihility must be aarned. Dr, Spivey and his colleagues
have squandered ié.

vetérans and all citizens want a valid &nd credible study
Bf Agent.OranQe. For years we have told this CommitteeAthat a
study conducted by the VA will not accomplish these goals. The
perception by the general public is that aéency bias will inval-
idate a study carxried out by the VA,

The second concern about the YA ig, of course, tachni-

cal competence. The VA still has no epiéemiologists working on
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" the issue. The vA did little if anything to wake it possible
for UCLE to produce the protocol. The group which is in charge
of the design and any subsequent study must have tha expertise
to‘sho# the DoD how t¢ best develop the data that is availlahkhle
and be able to use that data to produce a viable study, This
is a task at which the ¥a has failed, “The VA's Agent Orange
ragistry is particularly revealing in this area. Reviewers
suggest that its data is flawed because it was not designed
by pecple who know how to collect data that will be useful for
a health study, On the other hand, reviewers also agree that
some preliminary studies should be done with this data because
doing this work is so easy. We wondar, as does one of the
reviewars, that if. this task could be done so sasily, why this
Committes 4id not long ago have the resvlts, Tha anawer again
is that the VA does not have the expertise to de this work.
Alseo, it is painfully clear that allowing the YA
and Dx, Spivey to continue would be of no bhenefit to either
veterans or the general public, Two arguments against the
inevitable conclusien of having independent and competent
scientists do this work have been heard, The first is that
it would be an insult to the VA to supplant its role, The
answer to this, however, is simple. The VA is not an eplidem-
iological center, Tt has not taken necessary steps to develop
data and it is fair to say that it was a mistake in the be-
ginning to belisve that the VA could do this work.

The second argument againat removing the responsikility
from the VA is one of delay, but at this point the argument
has n6 force. BEven if things proceed as discussed in the pro-
tocol, the study will not begin unkil 1983, Indeed, little
real work has not advanced since Dr. Spivey was hired,

Mr, Christian of DoD says that efforts have been continﬁally
hampared because of Dr. Spivey's limited knowledge of Defense
Department activities. Placing an independent agency in
charge’ of the study would cause no delay. Indeed, it would
probably expedite study efforts. The negliqibie progress made
in the last eighteen months is tha best evidence to defaat
the arguments of thoss who raise the spectre of moreg delay,
As the efforts stand now, no activity is imminent and none

of the actors involved have displayed the expertise to do the
asgigned tasks. Experience tells us that puetting the study
in competent hands could only insure the integritry of the

study.
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National “Veterans Task Force
On Agent Orange

National Office
P.O. Box 2594
Saint Louis, Missouri 63114

"(314) 968-41g0p .
' B October 1381

bz, Barclay M. Shepard

Speciel Assistant to the Chief Medical
Piractor for Envirommental Medicina
VA Central Office; Room 935

gl0 Yermont Ave., N.W.

Washingteon, D.C, 20420

Dazr Dr, Shapard:

This letter represents the’ comments of the National Veterans
Task Foree on Agent Orapnge (WVTFAD) on the submission of Dr., Gary
Spivey, dated August 6, 19B1. As a member of the VA's Agent Orange
Advisory Committee, we fael compelled to comment, despite the.
fact that the .product is not the proteocol reguired by P.L, . 96-151
or the VA contract with UcCrLa,

This létter is divided intc three parts. The first is a
review of the currept status apd posture of the epidemiolagy
stwdy ordered by P,L. %6-151. The second is a detvailed review
of the purported "protocol® designed by Dr, Spivey. The third
section is a list of specific recommendations.

Current Status of Study Qrdersd by P.L, §6-151

P,.L. '86-151 was passed in Decenber of 237%, It ordered an
epidemiological study of Agent Orange. During the legislative
process  WVTAD argqued that the study should not be done by
the VA, NVTRO wanted an independent study for a variety of res—
sons, The first reason is the bias of the V&, which ipcludes
‘both actual bias and the appesarance of bias in the minds of vet-
erans who do not trust the agency, The second reason why veterans
want the study dona by an independent entity 15 due to the lack
of epidemioiogical expertise inside the VA, Physicians in the VA
department charged with directien and oversight of the study are
not epidemiclogists, A third reason for sesking an indeperdent
entity outside the VA to do the study 15 the potential lack of
cooperation with the VA by veterans that will result hecause of
distrust of the agency. TFinally, 2ny study done by the VA will
lack cradibility because of the gensral climate ~f distrust that
has basn geanserated by the agency's past perfoxmance. Thase
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ayguments wera accepted by the Senate but not by the Houss of
Representatives and vltimately were .not incliuded in the bill
repprted out by the confarence committee, However, the statute
orovides that the VA may contract omt any or all parts of the
study and NVTAQ continues to believe that thae only possible way
of generating a study that is both valuable and credible is Lo have
=hz gtudy conpletsly conducted and suzervissd by an independest
entity. The demand for a study outside the V¥ has been very
widely expresged and is supported by the amariqgn Legion,

L] . o

[ < -

© In May of 1980 HVTAO .challenged thekprocess of selecting
a contxactor in the Federal Court and General Accounting Oftica.
This ¢hallenge focugsed on the issues of bias; the VA's lack of
epidemiological expertise, and ony prediction that the RFP pre-
pared by tha VA would produce an unsatisfactory product, Be-
cause of owr view that only active participation by veterans would
guarantes the success of the study, we tried to end the litigation
by asking the VA to seek information frem confractors about how
they would involve veterans in the planning of the study, Dr. Hobson
of the VA flatly rejected the veterans' offer and simply said
that it was up to the contracter whether he wdnted to involvs
vaterans in any way. (See attached letter.} Our- legal challenge
was rejected by the GAO becauss the deficiencies we pointad ocut
were said not to be violations of the technical rules of govern=
ment contracting., .

In the summer of 1981, Dr, Spivey was selected to prepare
the protocol for the study ordered by P.L, 96-151, oOn July 3),
1581, before handing in his protocol, let alone baginning the
study itself, Dr. Spivey testifisd hefore a committae of the
California State Assembly that "fear is the most likely conse-
gquence cf Agent Orange,®

The product submitted by Dr. Spivey has. two very different
types of limitations. The first is that it is simply not a
protocol, Dr, Spivey admits this and offers two reasons, The
first is that adsguate information was not available to him, This
ingludes both the underlying problem of defining exposure to
Agent Orange and the specific failure of the VA not to have
cbtained security clearances for Dr, Spivey to get the information
he naeded, ; .

. A sacond reason Dr, Spivey offaers for his. not providing a
protocel is that, if veterans wers o kpow about the protocol,
this would hias the study because veterans would lie about their
health problems te fit the problems to be studied.

Evan though Dr. Spivey 4id not present a ﬁrotocol, he closes
his submissions by saying this: 'We should have a well-dafined
and strong role in the conduct of these studiex, . . . Wa. would
hive to work closely with a wew contracter . . "
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There can be no doubt that a review of Dr. Spivey's work
leads to the inevitable vonciusion thdt zl) of the woxst fears
ﬂf ¥VTRO about ‘bizs and. compatence haVe already borna their bitter
Zryiz, Dr. Spivey's submission is not & protocel but szn gbvious
cut-and-paste collection of caheralities from standard agidemicl-
%exts which harily justify the expenditure of $y33,931 of
arg' Iunds, PBowever, tha i“aée ziacy oF the prodiit cannot
aid at the feac of Dr. Spivey aione, Parv ©oi the 'esnansinility
fal‘s upon the VA who prepared the RFP and never assembled the
necessary data or procured the neacad security clearances.

.

The legal challenge of NVTRO to the RFP focused on the fact
that the RFP would produce thHis uselass texthook axssrcise. Um—
fortunately, we were Correct and now have a Useless cut-and~ asta
version that a competent -epidemioligist could have produced

lass time and fOr less money, Unfortunately, the protocol does not
address the problem for which the contract was entered. Sinc

part of Dr. Spivey's failure is due to the lack of data, then

the blame must £all on the VA which did nothing at all between
Dacember 1979 and the summer of 1981 to develop mora useful data,
The failure to produce more useful data for Dr. Spivey reveals
beyond guestion that the. VA does not have the necessary expertise
to have a Xey role in the study that it is responsible for,

Wa are now faced with a difficult situation. The veterans'
lagk of confidence in the VA is fed by the damages that hava alresdy
basn cavsed by its lack of competence. MNow we 2150 have a coptrac-
tor who has not produced a protoceol but has gone out of hisz way to
show his own,biason the issug as well as his intention not to in-
walve veterans at all in revieaw of his work. He provides no - sciap-

‘tific authoriiy or specificconcerns about bias, merely his repeated
reiteration that the study would be biased. His frankness and Ffail-~
ure to,be specific about either dstails or reasons is quite useful
bacause it makes abundantly obvious how ha would approach the prob-
lem, Clearly, his statements reveal a bizs on his part which is
foch more troubling that the potantial biases he fantasizesz that
may ocecux among Vetarans.

Since ths august f document cleaxly is not a protocol and
" becauss of Dr. Spivey's bHias, the alternatives are simple and
cbyvioug, A new contractor must.be found, Because of the baldly
stated bias, thers is no reason to proceed to. rehabil;tate Dr,
. Spivey's work since his continwing involvement .will produce. littla
of value to overcome the ohvious bias with which he has infacted
developments to this point. Becaunse the VA has refused to disqualify
him from further woxk and because it is clear that Spivey saeg his
futura rols in the study as an active one, action must bae taken
- inmediately to proceed with a sound and creﬁibls study.

Rsview o! Dx. Spivay's Purported “Protocol'

It is impossible to judge this protocol on 2ts scisntific
merits. These is insufficlept factua)l material in this document
to enable a profsszional epidemiclogist to make a eritical reviaw, -
Only the barest traces of substance are permitted by the awthors
to leak out fZrom beneath a dense fog of cancealment of endpoints
and technical boilerplate languagae, : "
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This Duperis to be a protocdl, or plan of study, for
assessing the assoclation, if any, betyeen exposure to Agent
Orange in Vietnam and subsequent adverse healih effects, Tha

=3} procedure for reviewing such & propcsal involves as a
erTral glamanc angwering she guaszions: AY

& Is the expofuss well delined 2o- each indivicual?
3, Avse the cuteonme ddissaes measurae well defines?

3. "Are confounding factors and other sofrces of bias
eyt adeguately contyolled gither in desigp eor analysis?
.4. Axe the machanisms for collacting and validating
exposura and outcome Gata 1ikel} to succeed?

The authors of this report appear 4o be cobsessad with
aliminating one particular form of hins, that of self-selection
and self-reporting of disease cutoomes. They seem convincaed
that this problem has never, been adegquataly dealt with in other
gtudies. This lopsided treatment of a2 bias, for which no scien-
tific evidence i presented, leaves other, probably more important
potential blazes baraly mentioned. The worst aspect, however,
ig +he asthors' decision not to discuss specific endpeints at
all., This deliberate concealmant is emphasizeé repeatadliy:

P, 3 ",..¥We believe that £full public disclosure
ol study details at this time and their resultant
publicity would prejudice, and thus precluds, any -
chance of a scientifically walid study ever
being conducted.”

p. 37: "The highly inflammatory and emptionally charged
climate in which this study is being planned and
will be carried out reguires additional planning

0ol of safequards agains® bias which are heyond those

' normally required in a epidemiclggical study."

p. 40: "In the highly emoticnal climate surrounding this
b study, we feal that provision of dateails on which
-veterans may ba in different axposure level groups
or on specific diseasa cutcomes of special intersst
would lead to such serious bias that a walid study
could net he conducted.” ) .

p. 46; "At this time no specification of likely outcome
measuras ix being made since the public release of
this ipformation would lead to seriows potential
bias which could eliminate the pozsibility to
conduct a valid study.”

Because ©of the 1lack. of specificity, it is aificult to addre
tha bias with whieh Dr. Spivey is conce;ned' ' &3

His cbsession with bhias and secrecy about end-points ssems
tied te the question of self-selection. Self-selection is a prob-
lem when people choose whether or not to be in.the study, when
they are given the opportunity to concect sublective symptoms,
and when they are the only source of exposure data. However,
none of these conditions exist. Vetarans will be. selected fox
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participation from a random selection of racords, exposgre history,
will be varified by data such as the Herbs Tapes and outcome will
be determined by objective physical examination and medical records,

. Even if these. unmentionabls zutcomes satisfled criterion
(i} above, there is still insufficient avidence “hat an splidem-
inlopieslly sewnd siudy can Se conducted. In itaca &f an evalua-
tion of sburces of data and theiyr relative guality, as would hae
exss=zed for a historical stwdy, there is a litany of "could nots®

representing failed attempts to establish, the requisite data b ses:

P. 111 {Executive Summaryl: ™It. iz not pogsible to com-
plate the protocol'design at this time becaugs
of data limitations;"

P. 3:; YA full protocol is not presented at thﬁ% poknt,
The reasons imglude the size and compléxity af
the problem prassnted to us and the fact that we
A have not as yet galhed access to cextain necessary
¢ records."” .
P, 54: "The sample size for different study groups cannot
be spacified at this time, " ‘

P. 53: "The exact organization of the:stndy cannot be
specified until complation of furxther planning,”

P. 58: "We beliewer.(identification of groups with different
exposures} can be accomplished hut have not yet
gained access to a gufficient number of army records
to ba certaip."

P. 63: "We have not yet‘gained accass to a number of tha
necessary record systams to allow full exploration
and documentation of their content and capabilitiee,”

P. 74: "We have not yet been able to fully investigate all
off the necessary record systews hecause of lack of
access,” '

These pxoblems are not solely the avthers' favlt., Inexpli-
cably, the authors and the VA nevex foresaw that security clear=-
ances would ba nesded to revisw Defense Despartment records. Thare-
fore, ‘more months of time have been wasted by the government's
mistakes and oversights. - B

The actvual protocol begina on page 35, The matarial preceding

thiz 1s mostly introductory, with some reviews of the literatura
on Agent Orange and its chemical constituents as cbserved in exper-
imantal and human studies, Thers is alzoc a brief description of some
epidemiological methods in general, and zome discussion of their
applicability to this problem, Most of this material has a textbook

~ f#lavor, and inasmuch as no real epidemiclogical data on Agent Orange
has yat been reviewed or gathered by the authors, it is mainly '
theoratioal. '

S B, SSs This is the beginping of the actual Erotouol sec=
tion. Tha protocol is in several parts:
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PP, 39=5B (Authors' B}'ds an ocutline fer planning (not
.. necassarily carrying out) a histerical cehart
study, Details on endpoints are deliberately
omitted. A major feature of this study is a
proposal for & hands-on physical examination
which is admittedly of no value to anyons,
ineluding the authors or vaterans,

‘Pb, 88-62  (Authors' c) is a, proposal to test a method for
constructing a cohort with a lahorious synthesis
of data—findind methoés.

PP, £3-84 iz a pr0posal;for & shori=term {l4-month) study
of smaller scbpe, utilizing existing records
only.

PP, 35-38 comprise a catalog of difficilties encountered
ac far——-that iz, early in the planning stage. As
sutlined above, these related mainly te lack of
clearance or access to records, failure of tha V.A,
to anticipate the need for such secuity clearance,
and the laborious nature of the raview of army
VA records.

T Page 37 says‘the Ranchhand study took thraza years to set up,
and the Australian study is alse takinq a long time, What is
the purpose cof these remarks?

Pages 39~40 contain a summary of the ¢ohort study design,
Three criteris are listed for inclusion of subjects: ammy orx
marineg, ne immediate or delaved battls casualtxes, and limitation
to araftees or single-tarm enlisteas.

There ara no plauvsible reasons given for these inclusions,
particularly the second and third, Exclusion of battle casualties
means loss to the study of those men for whom the VA is likely
to have the most extensive medical records. These men fuxthermore
are likely to be amony the most heavily exposed. After all, the
army sprayed those jungle areas where the enemy was and whers it
Intended to send combat troops, some of whom would be expected to
sustain casualties,

. Rastriction to ona~termers means exclusion offﬁen who could
have been exposed for mors than one year, and furthar shrinkage
of the highest exposurs group.
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Page 41 contains the only statemsnt of substance concerning
disease outcomes, ang it is negative:

Thus there is no.firm disease didtcome established in'any
human populaticn which could be used for developing a
case-control study of the effepects of exposurs to ngght
Oranga in Vietnam veterans,

This ignores the studied which have begn'publiéhed by
Hardell on soft-tiseue sarcomas in Swedish workera occupation-
ally expoged to pentachlorophencls and related compounds, and
other case raports by Honchar, This iz %o well-established as
an outdome worthy of study that Dr. Pefer Greenwald of the
New York State Depariment of Health is conducting exactly this
case control.study at the hehest of the New York State Temporary
Commission on Dioxin Exposure,

Paga 4i: "“Becauge the outcome iz difficult if not impossible
to define, the case-control approach, dependent on the clear
identification of outé&diies and parsons with those outcomes,
is of limited value.,® )

Why 4o the authors think a cohoxt study is any less depen=
dent on "glear identification-of outcomss and perscns with thosg
outcomes"? Are practitionars of cohert studies, which they expli-
citly view as the favored approach, sloppler than others about
what they will accept as a disease endpoint? Does this comment
apply to the Framingham study, which has been in progress for
over thirty years, or to the M.R,P,I,T, study, which has been
funded by N,H,.%L.B.J. at over $100,000,000? Axen't the best cohort
stodies those in which endpoints are as rigorgusly werified by
pathological examination just as in case-control studies?

Page 42-43. Exactly one and a half pages are devoted to the
critical {ssue of dafining exposure, Exposure is to be based
solely on the herbs tapes. The eyewitnsess 'or personal rscollections
of veterans are to be given npc weight at all. But it is well
Known that the tap#s are incomplete, contain known inaccuracies,
and have a npumber of biases in them. They contain records, now
unverifiable, pertaining toc miszions which werse aborted ip mig-
f£light ox which ware nevex flown, planes which were shot at ox
shet down, spraying of unauthorized targets, dumping of the Agent
Oxangs tanks at unrecorded locations, do not account farx wind-
drift or ipacgurate flying, and, among cthers, do net record secret
missions into Cambodia or Laos. - .

Page 45, The authors are to obtain "as much bistoric and
demogxaphic informatien as possible on thoge discharged alivae,*
Just what items of information will be obtained? How much infox-
mation can be expacted on the average pexr Vietnam vateran? (This
type of information ought- to have heen dstermined in the survey
of records sources.)

Page 46. Those who dia withip one year of discharge ara to
be excluded becauce of "possible confounding of deaths due to
‘effacts of war.'" what is the patuvrs of this confounding? i
that if these deaths are directly due to exposure to Agent Orange?
That would be mistaking the confoundsr for an actual cavsative -
agent, and defeat the entire purposa of adjus%ment.

91-212 O-—-82——81
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Page 55. "We balieve that a scientifically valid study
.can he carxied out within the VA syztem as long as the appro-
priate validation checks are built inte the protococl.,®  The
awthors have not read their own appendices E and F, The same
vaterans whom they fear will introduce gross bias if they know
in advance the anticipated outcome variables ave also the ones
who da oot trust the Va and who will refuse }o pacticipate,

. Fage 58 has a discussion of the likelihood of cbtaining
the needed sample slze. It i3, like the rest of the section,
merely textbook generalities, *We ant{cipate that all suitable
areas of South Vietnam will be explored for cohort constxuction
purpeses, and that a ralatively large sample siza will, in fact,
be available." A blanket statement like this needs at least
some data to back it up, but none is supplied. There iz no
place stated in the proposal even the broadest estimates of the
numbers of men with any.health condition or expesure, There is
no gquantification of any kind, let alone the specific estimates
of axpbsure and outcome needed to estimate sample size,

Page 59. Exposure index., The authors propose a time—
place exposure grid. The size of the grid nsed. ko “spot"
s0ldiexs' locations within Vietnam is a e¢ritical issve, The
herps tape coordinates are given to within 100 meters, but ta
what accuracy can troop or more importantly actuzl soldiers'.
locations be specified? Furthermore, if the grid size iz taken
too largs, then practically all soldiers will fall within it, while
if it is too fine, then practically none wil}l be, Will some
experimentation with wvarious grid sizes be undertaken, and how
will an optimum size be chosen?

Pages’ 60-61, The number of different typss of recoxds to
be consulted to establish the location of individuals is
stagaering, and goes well heyond the most ambitiocus cohorxt studies
done: at leaat 15 different types of records systema and 3 spe-
cial groups will be scanned, Most occupational cohort studies
use limited personnsl records of a single company apnd even they
can be unxeliabla., It is a great act of faith to believe that
raliable perschal exposure data can be daveloped from so many
different types of records, given the likelihoed of incomplete
and probably contradictory information. The cost of reviewing
and evaluating the recoxds and then pleking cut the dasgired
individuals will be astroncmical, .

Pages $3-82, “Dther Studies," These three stuodies are
meant to supplement the “"main" prospective stody which has
been dascribed up to this point, There are three cbjectives:
¥ 1. Are thare unusua) causes of death in Vietnam veterans?

2. Do Vietnam veterans have unusually high death rates from
all cauges?
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3, Do Vietnam veterans hava unusually high rates of non~
fatal diseases?

bias among veterans, and all the theoretical textbook dpidemiol-
ogy, the authors have chosen to concentrate thelr efforts on
causg-of-death stodies, and have relegat=d to the véry last the
subjact that most concerns the veterans, namely, illness, not

" &eath.  The next most important subject to the veterans, repro-
duetive effects, 1s not even addressed.

It iz Inecredible that, after all the discussio:ﬁ:gncerning

Page 66. The authors intand to abstract each of the 130,000
Vietnam era death records. This may be a good time to consider
the relative amount .of information thisz opexation will yleld
compared t6 its great cost,

Page 67, The UCLA-group intendz to giva the S5t. Louis
recoxd genter a form-for- recording identification and othex data,
Given theix lack of suceess in enlisting cooperation s¢ far,
how do they know St. Louis will agree to do this, and,.even 1Lf
they agree, what quality controls will the authors he permitted
to apply to the coding processg?

. Paga 6%.describes a proportional mortality study, Refer-
ances t5 the spidemiological literature obscure the fact that
there is substantial contxoversy about the meaning apd interpre-
tation of the fipndings in this type of study even if this were a
completely acogptable technique, Do the authors seriously axpect
encugh deaths to enable them to control for all the confouniing
factors they mention by strxatification?

Page 71 describss a case-control study, It is very unusual
to use "death" as the case, rather than some spacific dissase,
but that is chvicusly all the authcrs are willing te do in the
absence of discusaion of endpoints., It is not clear whether this
substudy is meant to confirm the PMR study as an alternative method,
or to generate new information.

Page 73. 1In view of concealment of target diseases and
endpoints, the authors have no right to state that "both the
cage and control growps should contain enough veterans of this
subgroup {combat veterans) for sdaguate analysis.” Guantitative
spacification of sample size requires three slements: diseass
rate in population, exposure rate in.controls, and anticipatad
relative risk. Hone of these three factors s given.

Page 76. The anthors make it ¢lear here that death is the
primary focus of their analysis, and that mordibity is inci-
dental, They have their priorities backwards.

Page 79, Tha authors propese to study the VA's “Agent
Orange Data Tape" in detail., This taps, if it exists at ail, was
created with practically no planninq ox quality atandards. The



474

Zata upon which this tape was based was collected by unprepared,
untraizad, and unfriendly parsonne), cften in & hostile environ-
ment, in many diversa locations, wji_out coordination, and with
profassionals sncouraged explicitly and implicitly to minimizs
veterans’ complaints, ’

Txa bias inherent in this £ata base ls as great’/or greatex
than in any other source pamad in this protogdl. ©OFf 211 +the data
' sources mentioned, this one is tha best candidata o ba left out,

.

. RECOMMENDATIONS . .
- i ~ !

). Terminate all efforts of contractorzand pursue recoupment
of funds already paid to contractoey} .
. i )

2. Find independent entity with expertise in epidemiclogy
and without hiaa to design protocol, coantrol and cep~
. duct studyy -

3. Make public the contents of a protogol design;

4, Aave review group of veterans work with independent
entity to guarantee sufficient input by vetersns;

3, Raﬁiéw existing data to:

a, see what kind of preliminary inguiries can be done
- awpeditiously: and h

b. instroct VA about how to make informidtion availabla
+to it both useful and usable to sclientists and
general public including veterans;

§. Secure independent group to work with DOD to assist in
axpéditious review of records to ensure that-they kiow how
to produce useful data.

7. Answer alk questions posed in specific comments above:
8, VA should revaal whether it regards submission of August 6

as meetiny terms of contract and RFP. - If so, why? 1f
not, what steps are planned? K
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CORCLUSION

The VA refuazed to 40 an apidemiological study of Agent
Orange until it was ordared to do so by the Congress, /While
the VA has trled to blame BVTAD for delaying its study, it
dld wirtuwally nothing in the nearly two years since/the study
wags mandated tc develop useful data that could be used to
devalop a protocol or do a study.

v The' contractor selacted by the VA has not produced the
protocol he was paid to produce. Instead we have a cut-apd- -
paste collection of generalities about epidemiologic methods.,

And while he should have been designing the protocol and con-
sulting with veterans, he was testifying that the most likely
reBult of Agent Orange is “fear." Rather than produce a protocol,
for review ha warns us to fear the bias and lies of veterans,,

¥ai he cites no reasons; specific evidence or secientific author-
ity to support his preposal to keep veterans ignorant about their
exposure or the naturée of the study.

The worst fears of veterans about P,L. 96-151 have already
oourraed, It iz essential that we do not continuwe dowm this path
and "throw good money aftex bhad.® Getting a competent and un-
biased study is egsential. Dr. Spivey and the VA have more than
amply demonstrated that they are not up to the task.

The scientifio raviewers of this protocel should not be
content to rehablilitate this work. The lack of credibility,
ethical indifference, and serious scientific flaws evidenced
by the work demand a racommendation to yelieve the VA and
Dr. Spivey from apy further invelvement with the study.

Sincaraly,

Jons Forst, Chairman
FVTEAD

Trawie M. Milford,lssq.

Ronald Simon, Esqg.

Counsel for NVTFAO

Wational Veteranz Law Centex
4900 Massachusetts Ave., W9,

wWash., D,C. 20016
202~686-2741

Attachment
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-4 : . Dapnnrln.ht of Medicine Washington, D.C, 20420 °
i \ and Surgery.

‘V'\ Veterans
el Admministration

Jul 5 1880

9 > E
VHSS

Q‘hdmnl\“#

Counsal for National Veterans
Task Force on Agent Orvange
National Veterans Law Center
48300 Massachusetts Avenue,/N.W,
Washington, D.C. * 20016

-

Dear Sirs;

Thank you for your letter of May 22, 1980; with its offers
of assistanca in the design and conduet of an epidemiological
study of herbicides.. As yoy can imagine, we have recaived
suggestions from other persons as well. e welcome such
contributions even though we cannot act upon all of them.

We feel it inappropriate. to amend our Reguest for Proposal
ragarding tha study design at this time. 'Our request Adig
not specify the details thdt a propossr might consider and
his failurae to mention a single detail, such zs the way
veterans might be consulted, would not disqualify a bidder.

The successful bidder during the study’s design will maka
hiz owm dacisions as to whom to consult. 'The Veterans
Administration will stand ready to assist him and certainly
will review work critically when it is prepared, The draft
design will algo ba available for comments by the public and
pimultanecusly for critical review by the groups designated
to do s6. That time seems most appropriate for any concarned
vaterans! group to make specific suggesticns and a machanism
to do so exists. The VA Advisory Committee which includes
vaterans' organizations' representatives among its members
can receive comments during its review of the draft proposal.

You had, I balieve, a representative at the most recent VA's
Confarence on tha Eerbicide Orangs Program in Bethesda, At
that time, I reguested the VA staff to suggest ways in which
to entice veterans to cooperate, especially those who will
be in control groups. We sse this ag a significant problem.
It would seam appropriate for vou or any veterans' group to
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. make suggestions concerning this or similar preblems even
bafore the draft design is available. The suggestions
should be specific, concrete and submitted in writing. Such
an arrangement will allow the VA to pass along the unaltered
statements to the contractor as he designs the study,

r

I realize that this is not precisely what you proposed but ¥
believe that it allows you full opportonity to make your
concerns and yopur proposed soiutions known, I am convinced
that we will smelect.a qualified and capable contractor. I
am certain too that he must be 2llowed unhampered freedom to -
prapare his design without too many distractions., His work
will be difficult enough under the best of circumstances,

I sppreciate your apparent misgivings and trust that you
understand that we operate under certain regulatory,
seientific and practical restrictions, We are determined
to do the best wa can. -

Sincerely,

L /&
B = (‘v:ﬂv\_

LAWRENCE B, ifd’ason, M.D., Ph.D. -
Deputy Assistant Chisf Medical Director
for Research and Development
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COMPTROLLER GENERAL OF THE UNITED STATES BEC P4 4 ];.,G v
mumuomn_.e- ks

B-108738 _ Decenber 23, 1980

The Aonorable Ray Roberts
Chairman, Committee on Veterans'
hffairs . -
House of Rapresentatives

- Pear Mr. Chairmans

We refer to your letter of November 21, 1980 regarding
the. Veterans Administration Agent Orange epidemiological
study mandated by Public Law 96-151 and the delay being
encountered by the agency in awarding a contract.

The concern expressed in your letter is whether the time-
tables projected by John H. Gibbons, Director of the Office
of Technology Assessment for the award of this contract in
his letter to you dated Wovember 10, 1980, might be advanced;
you also ask whether the current lawsuit is the sole cause
* of the delay.

There are two controversies pressntly involved in the
award of this contract. One iz & suit filed by the Hational
Veterans Task Force on Agent Orange in the United States
bistrict Court for the District of Columbia, Civil Action
No. 80-1162. 'The court {Judge Harold H. Greene) has retained
jurisdiction over the matter, although it has denied the
plaintiff's request for a temporary restraining order. The
other matter is a bid protest filed in this Office, case No.
B~198738. The protest primarily relates to alleged violations
of the procurement regulations by the VA in the golicitation
for the study. On June 13, 1980, Judge Greene reguested that
" this 0ffice "consider and make a ruling on the lasues raised
in the protest™ since we will not declide-matters which are
before a court of competent jurisdiction without such a
reguest.

. After Judge Greens's letter was reaceived, development of
the GAO record, i.e., obtaining reports from the VA, comments
from the protester and the conduct of a bid protest conference,
wag complated on October 28, 1980, Final research, considera-
tion of the factual and legal issues and the preparation of

a draft decision commenced thereafter.

ATTACHMENT B
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We believe it is reasonable to state that the cases pre-
sently in controversy probably have been a contributing factor
to the delay in award. We of course are not aware of what, 1if
any, difficultiea the VA may have encountered in negotiating
a contract under the original solicitation and therefore we do
not know when a contraat would have been awarded had no contro=
versy a:iaen.

In addition. thc dates contained in Mr. Gibbons' letter
regarding the GAO are essentially accurate. However, while
we are giving thiz case the highest priority, we think it
will be unlikely that a GAO declsion can be reached by mid-
December ag Mr., Gibbons suggests. We will, nonethelegs, make
every effort to complete this case in January.

Finally, we are unaware of any steps the VA can now take
to advance Mr. Gibbons' projections for contract award. While
the Federal Procurement Regulations permit an award under cer-
- tain elircumstances notwithstanding a protest filed with GAQ,
we are not in a position to say whether the VA could pake
such an award in view of the pending litigation.

We regret we cannot offer any positive suggestions at
this time. We 2gain emphasize, however, that we wil) attempt
to reach a decizion on the issues before us as soon as possible.

Sincer yours,

et 2 A !ék:::
Comptroller General
of the United States
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Chairman SiMpsoN. John Terzano, please.

Mr, Terzano, Thank you, Mr. Chairman. Before I introduce
Jodie Bernstein who is accompanying me today, 1 want to com-
mend you on these hearings. There are serious questions that have
to be answered and they have to be answered now. You have raised
those questions. Questions whether we should expand the study
and even more 8o on the credibility involved with the UCLA ‘;Jroto-
col. If we do expand this study, should UCLA get the contract?

For Vietnam veterans across the country, the bottom line is they
need answers, And since we are putting so much emphasis and are
hmhging our hats so much on the VA's epidemiological study, that
study has to proceed in the right manner, along the right track.
And 1 think these hearings, as has been shown today, can put
everything back in its place and get us going. _

At this time I would like to introduce Jodie Bernstein, who is our
special counsel for agent orange and phenoxy herbicides. She was a
former General Counsel to the Department of Health and Human
Services and a former Chair for the Interagency Work Group,
wl:ljcgi is now known as the Agent Orange Work Group.

odie.

Chairman SmirsoN. You used up all her time. Go ahead now.
You have been waiting all day.

Ms. BernsTEIN. Thank you, Mr. Chairman. I am not sure if it is
an advantage or a disadvantage to coming last after a very full day
but I very much apﬁreciate your having us here. And I, too, would
like boaliave our full statement accepted into the record with your
approval,

ghairman Simrson. Without objection.

Ms. BerNsTEIN. And only briefly summarize our points,

We in the Vietnam Veterans of America that have watched this
so closely and for such a long time are certainly not scientists. We
have, nonetheless, tried to review Dr. Spivey and Dr. Detels work
and, in fact, we have participated in the OTA review.

We are left and this is the bottomline, I guess, with three con-
cerng that have been talked about today. I will only mention them
because I think that they must be considered and answered and re-
solved before we can all be comfortable with and go forward on the
epidemiolo%cal study. They are very simply credibility, credibility,
and credibility and maybe adding one more, which is exposure.

The first credibility 1ssue, of course, as everybody has mentioned
today, is that we do not have a protocol before us. The document
was totally inadequate to base decisions upon.

Second, for me the most startling portion of the submission by
the authors was what one reviewer of the protocol called the fact
that it was cloaked in an aura of secrecy. Now, that secrecy is both
unnecessary and is contrary to standard public health investigative
procedures and simply left me mystified.

Obviously, it reflects not only upon the submigsion of the authors
but on the authors themselves that they would think such secrecy
was necessary.

And last is the issue of whether or not Dr. Spivey, inadvertently
I am sure, and not by design, permanently damaged his own cred-
bility by making statements of conclusions to questions that were
indeed to be answered by the study itself.
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Se, collectively on individually, those are our concerns and we
are somewhat skeptical at this point about whether the problem
can be cured with this design and with these investigators.

On the issue of exposure, we have learned a great deal today
wouldn’t you say, John, and we were very nicely educated by Dr.
Houk and others. It seemed to us that an important consensus
emerged today and, if I may just make a note of the fact that I
think the most important contribution that the work group has
made throughout has been the ability to achieve consensus in these
difficult areas.

The consensus that seemed to be emerging today and what we
would urge that the committee and the Veterans’ Administration
seriously consider, was ag stated by Dr. Houk and by Dr. Gough, as
well as the GAQ, that what needs to be done is both studies, both
that study which would examine the VA experience—or the Viet-
nam veterans’ experience generally and that which would be con-
nected to exposure of dioxin.

We believe from what we heard today that it can be done and it
should be done.

The Iast point we would like to make is that we would urge the
committee, as well as the Veterans’ Administration, to explore
with the Center for Disease Contrel, which is, as you heard today,
an acknowledge expert and I believe a credible organization, the
possibility that it could complete the protocol. With its expertise in
the records themselves it would seem to be a very expedient and
_ useful thing to do. And then to actually conduct both the broad-
ened study and the exposure study itself.

I don’t believe the law precludes the Veterans’ Administration
from contracting if it wished to with a unit of Government and it
geems to us that based on all we have heard today that that would
be a very expeditious way to proceed and would maintain, or per-
haps reestablish the credibility that we had earlier and the consen-
sus we had achieved with both the private and governmental
groups. '

Thank you.

Chairman SimvpsoN. Thank you very much.

[The prepared statement of Joan Z. Bernstein, special counsel,
Vietnam Veterans of America, follows:]
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PREPARED STATEMENT OF JOAM Z. BERNSIEIN, SPECIAL COUNSEL, VIETNAM
VETERANS OF AMERICA

Mr. Chairman and Member of the Committee:

I am Joan Z. Bernstein, Special Counsel to Vietnam
Veterans of America. I served as General Couynsel of the
U.8., Department of Health and Human Services, and Chair
of the Interagency Work Group to Study the Possible Long-
term Health Effects of Phenoxy Herbicides and Contaminants,
during the Carter administration. I appreciate this opportun-
ity to appear before the Committee on behalf of WA tog
express our vliews on the protocol Prepared by Dr. Gary
Spivey and Dr. Petels, UCLA School of Public Health, . for
an epidemiological study of the poasible long-term adverse
health effects on Vietnam veterans gxpoaed to thesze chemicals,
As you know, such a stody was mandated by Congress in
P.L. 95-151, 38 U.S5.C, § 307.

Vietnam Veterans of America was formed in early
1978 apd is the only national organization exclusively
representing Vietnam veterans., Originally named the Council
of Vietnam Veterans, VVA was organized as an activist
committee to secure for Vietnam veterans henefits comparable
to those offered vetsrans of other wars.

YVA has broadened this original goal to include
securing recognition and treatment of disability peculiar
to the Vietnam War and encouraging the American public
to recognize the differences bstween the unpopulayr:war -

itself and the men who were compelled to wage it,
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A1l of these issuez have been surrounded in contro-
versy, none more so than the guestion of what the govermment's
response should be to those veterans who were exposed
to hgent Orange. We have all recognized that a fully
reasoned response reguired the best and most credible
apalysls the scientific world could produce., Thus, the
Congress directed the VA to design and conduct a comprehensive
epidemiology atudy to try to answer that crucial guestion =-
"Was exposure to Agent Orange duriné Vietnam service harmful
to our soldiers?" BEveryone touched by this inguiry --
the Congress, the Executive branch, the Vietnam veterans --
agree that above all else the conduct of this study must
be credible in svery way. Its results must be acceptable
and reliable to the scientific community, to the public,
and ultimately to the Congress so that it can assesgs its
policy choices against a solidly reliable base of information.
It's difficult to recall any other controversy in which
so much hinged on reaching consensus about the methodology
and conduct of a sclentific study. But without that conasenaus,
the time, money and energy devoted to obtaininy objectives
results will have heen wasted.

It is with that essential need foxr cxedibility
that VWA has tried to review the work submitted so fax
by the VA'z contractor. Dre, Spivey and Detels of UCLA's
School of Public, And as it now stands, we have serious
reservations about whether the completed study will bhe

able to satisfy the exacting standards intended by Congress
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and by the skeptism of affected veterans and their families,

The igsue of cradibility is two-fold: .

{1} The Eirst, '‘as other have said, involves the
adequacy of the document . . . whether it is one which
will be approved by other scientists in and out of goverrment
and not Tlawed in some methodological way, and

{2) second ia the "Caesar's wife stardard . . .
in thie instance, whether the princ;ple investigator,

Dr. Spivey has compromised his oredibility by public state-

ments suggesting, at best pre-judgments of questions ta

be addressed by the study and, at worst, evidence of elther

pergohal or professional bias, o that he should not conduct
the study.

At to the first, VVA agrees with the conclusion
reached by both the OTA and VA hdvisory Committees, namely
that the “*draft protocol” is not by most standayds a protocol
at all bat rather an interim document which describes
work in progress. 1t was described by one reviewer as
" . . . a skeleton of a raasoﬁabla approach.” <Col. Richard
A, Hoddes, Chairman of the Va's nd;isory Committee, in
reporting to Barclay Sheppard, said the project

“will need considerable expansion and
detailing of the assumpticns, methods and
propoged analysis to meet the bench marks
provided in the RFP."

YA, while not a scientific organization, 4id
participate in the OTA review, arnd concurz with the following

recommendations for revision:
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(1) Highesgt pricrity should be placed on:
{a} vonstruction of an exposure }gdex,
{b} detailing the health outcames to be
measured in the cohort study.

{2) Planning of the proportionate wortality analysis
continue [gic) only if it seems realistic that it can
be completed within one year or so.

(3} Information from ingpection of the Agent
Orange Registry to learn about vetérans' complalints be
considered in detalling health cutcomes for the cohort
study.

{4) Decisgion criteria should be built into each
step of the cohort study plan tp guide considerations
of whether to continue, alter, or abort ths study.

{3} The study of death rates, the case-control
study, and the morbildity study uaing veterang' claime
phould ejither be dropped, modified and/or strongly justified.

We especially emphasize the need for decision
criteria at each step S0 to detide whether to continue,
alter or abort the study.

VVA is even more concerned with the investigator's
explicit recommendations for “secrecy.” Most reviewers
were startied by those expressions because they are for
the most part contrary to standard procedures used in
apidemiclogy studies. The Centaer for Diseese Control,

for example, which regularly conducts such studies operates

in a fish bowl by comparison.

91212 O--82——32
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Both the OTA and VA Advisory Group reviewers
who were egually concerned, agreed that there are alternative
ways of dealing with Dr, Spivey's legitimate desire to
protect the study's integrity and prevent bias. Nonetheless,
OTh expregsed its concern that lack of openness would
prevent it from fulfilling its Congressional mandate to
approve‘the atudy design.

In addition OFYA identified a number of add;tional
reasons for openness in the deaign-and conduct of the

_ study.

(1) Because of the political and social tensions
asgociated with Agent Orange, studi¢s bearing on the guestion
of health effects should be carried out in an apen mannar.

As a result the advigory panel favors a more open design
to obtain objective measures and standard sxaminations
for health outcomes.

{2} If "outcomes® are not publig, but become
so only after the study is well underway or completed,
the study may be criticized far failling to look for certain
health effectas, Rationales for including or excluding
particular outcomes should be atated initially, and arguments
pro and ¢on entertained Lefore the study starts.

(3 A5 a practical matter, as aocon as the quastion-
naive and examination are administered to the fivst participants,
interested parties will be able to determine, at laaxt
generally, what outcomes are being logked for. Thus,
the secrecy would not be effective evean for its stated

purpose. As one of the reviews put it, it is essential



487

to find & way to deal with the question of participation
biase without "cloaking the protocol in an aura of secrecy."
vVa fully concurs with the recommendation that the detalls
of the study not hbe kept zecret.

and finally, we would also note for the record
that new exposure data some of which was recently identified
must be assimilated into the study's design. “Exposure
data" has been a critical and controversial element in
the Rgent Orange debate . , . and we are pleased to know
that more of it exists for use by the investigators. It
can add immensely to the ultimate reliability of the study.

A8 noted earlier, we balieve that fully credible
study results depend not only on the design aof the protogol
but on the credibility of the investigator. That does
not mean we're questioning his scientific competance,
Rather, it is based on the absolute requirement that any
investigation must' be performed by totally impartial and
ohjective scientista. Without that assurance, the study's
ultimate-conclusions will be gueationable. Indaed, the
reaaon that the VA contracted with an outaide entity to
design the study, rather than conducting it in-house was
to avoid any appearance aof partiality or inherent institutional
bias, -

We are concerned and have reserved on the gquestion
of whether Dr. Spivey can repair the damage flowing from
his statements and perform a fully credible etudy. To

have expressed conclusions on Loth the health effects
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of Agent Orange and the extent of the exposurs prior to
beginning the study was shocking, Only he can provide
us with an adeguate explanation. Whether these concerns
are serious enocugh to impair the total credibility of
the study must be answered now., We are grateful that
this committes is asking these questions now. Ultimately,
the Veterans Administration must decide whether it can
fulfill the mandate of Congress witg this deaign and these
auvthors.

At the very least we believe that the ¢onceran
about the credibility of the investigator =-- indeed of
any investigator -~ can only be responded to effectively
by the implementation of an oversight peer review process.
Such oversight is standard scientific procedure generally
and is especially necessary where any guestion has been
raised.

an issve of bias was similarly resolved by pesr
review oversightin connection with the Ranch Hand Study.
You may zecall that the National Academy of Sciences and
other peex reviéw groups had been concerned about the
cred}bility of the findings of that study if conducted
by the Air Force. The Iteragency Work Group, which I
chaired, recommended ingtead that the conduct of the study
be overseen for at least the first five years by an indapendent
peer review committee reporting to the Wnite House Office
of Secience and Technology Policy oy some other high level
entity, The Committee was to be comprised of representatives

of the Work Group, scientists from the private sector
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and academia and person with scientific backgrounds nominated
by veterang organizations, Thig recommendation was accepted

and implemented. WVVA strongly supports estabiishing such

an independent peer review committee to oversee the

Agent Crange study to énsure that its conduct is free

from any question of biaa on the part of the investigator,

It can alse, of course, continvously advise on the scientific

questions.

Conclusion

VvA repeats that a final asseasment of the pxotocol
for the Congressionally-mandated Agent Orange study cannot
be made without more detail from Dr. Spivey. VVA further
believes that certain steps will be esgential to ensure
that a fully credible study is performed. First, the
design of the study must be substantially revised along
the lines suggested by the report of OTR'zs review panel.
Most important, we urge that the VA and the inveatigators
adopt a policy of "openneas” in the conduct of the study
and in its continuing review.. Second, a balanced and
representative oversight peer review process is needed
t0 assure impartiality. VVA urges that these actlons
be taken.

1 hope that thege measures will cure the immediate
problemes, We all, I'm sure, would despair if we found
some months or years from now that these time consuming
and expensive efforts do not have general acceptance --
that no concensus can be constructed upon this product
and that we're back at aguare one. The frustration of
cur members has only been alleviated by their belief that
we were all going in the right direction . . . I hope
we are not once again in the position of delivering yet
another negative message to those who have waited for
80 long for a deserved and positive responee from theiz
government,

Thank you.
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Chairman SiMpsoN. Do you feel that someone else should design
a new protocol? If so, do you have any suggestions regarding who
should be engaged to do it? Would the same problems result if the
study were contracted to someone else?

Ms. BernsteIN. | guess my view would be that it is not a ques-
tion of whether somebody else should design a new protocol, be-
cause I think everybody is in agreement that we do not have one
now. Whoever takes the next step, and 1 would urge that it be
either the work group or an expanded work group with representa-
tion from outside groups as well should make recommendations as
to how to refine the work that has been done go far and do emerge
finally with & protocol.

Chairman SiMpsoN. What are your comments and suggestions for
us with regard to the development of this exposure index? Do you
think that with improved Department of Defense record retrieval,
it would be possible to develop a statistically acceptable index? Do
you have any suggestions to present to DOD, to assist in its efforts
to retrieve an index of those records?

Mr. SmMonN. Very little work has been actually done so far by epi-
demiologists. It’s my sense from hearing Dr. Houk, GAO, and
others, that it is very likely that could be done. We would, I think,
advocate exactly what Ms. Bernstein said. That both be done quick-
ly and that it be done with some people with epidemiological exper-
tise, Mr. Christian worked very hard. He needs someone to work
with. And in addition, I think the important point is that both
studies should be done. I don’t think anyone who has been asked
the question thinks that a study of a Vietnam experience immedi-
ately proceed while they were working on the exposure index.

And I think the important thing to point out ig not only does the
statute now allow it, but there is nothing in the past that ever pro-
hibited it. I wonder why they didn't do the Vietnam experience
study 2 years ago. There is nothing stopping them from doing it.
They are the largest medical research institution in the world, I
am told, and while we are hung up on the exposure problem, the
larger Vietnam experience study could be done. And I am wonder-
ing what’s stopping them from starting it yesterday.

Chairman SiMpsoN. You spoke about the 2-year delay, with some
frustration. Could you share with us your views on the reasons for
the 2-year delay in beginning the study? What part did the lawsuit,
which was filed by your group, play in promoting and continuing
that delay?

Mr, SimoN. Yes, sir, I am glad you asked that question. The stat-
ute was passed in December 1979, In 1978, I have letters in my file
requesting the VA to do an epidemiology study. They refused to do
the study. They refused to do the study until they were ordered to
by Congress.

When I reviewed the protocol and had a number of scientists
lock at it, predicted, uncannily, exactly what it would be. Because
the RFP was 50 incom]i:}ete, we knew that we would get exactly
what we got today, which is a half-baked cookbook product.

Knowing that we went into court, the U.S. District Court, and
asked for a temporary restraining order. That temporary restrain-
ing order was denied. So, there wasn’t 1 minute in time in which



491

the VA could not have proceeded. The prior General Counsel of the
VA came into this committee and said they could have proceeded.

As a matter of fact, any lawyer familiar with Government con-
tracts will tell you that once a temporary resiraining order is
denied the Government goes ahead and lets the contract; that’s the
normal operating procedure,

I have a letter attached to my testimony. In it the General Ac-
counting Office makes it clear that their regulations do not prohib-
it the VA from going forward. The VA itself decided not to go for-
ward. They have continually used the fact that a lawsuit was filed
as an excuse, { think using that as an excuse dees not wash, it’s not
persuasive. Every other Government agency lets contracts in the
same situation. And in addition, if they were s0 anxious to do the
study, they were legally allowed to, which they absolutely were,
they should have gone forward to do it. They continually make ref-
erences to the GAO, the Justice Department, we don’t have a letter
anywhere in the files that says the Justice Department told them
not to go forward.

And I am very aware in cases like this since I have spent my
career litigating against the Government, that if the Justice De-
partment tells them not to go forward, there are letters to that
effect. And certainly if I were the General Counsel of the VA and I
wanted to do the study and I was told by my lawyers not to, I
would have a letter in the file to show people that I didn’t want the
delay and that I was not allowed to proceed.

So, my response is that at every opportunity the VA has said
that that lawsuit iz what held them up for 2 years. This is not true.
The answer to the question of delay is what did the VA do since
December of 1979 when the law was passed to look at those re-
cords, to give Dr. Spivey and UCLA something that they could do a
study with? What did they do to begin their own Vietnam experi-
ence study? And what did they do in response to my 1978 letter
that they should do this study in the first place? The answer to all
thoge questions is nothing. So, I think yes, I have been a real whip-
ping boy for their excuses but I haven't been persuaded that I held
t}}:e!n up for a second. The record clearly reflects my position, not

eirs.

!\;Is. BernsTEIN, The fact of the matter is that Ron lost his law-
suit.

Mr. S1moN, In 5 minutes.

Ms. BErRNSTEIN. Yes. [Laughter.]

Mr. S1MoN, So for at least 5 minutes——

Chairman SiMpsoN. But you remained very persistent.

Mr. Simon. Always.

Chairman Smeson. I recall that you did go on to appeal to the
General Accounting Office. But, anyway, that is “old laundry.” The
issue is that there has been delay and there have been many rea-
sons for it. But, I have one final question.

Let's get back to the positive. Do either of you have any sugges-
tions to help improve the communication between UCLA, the Vet-
erans’ Administration, and the Agent Orange Working Group, re-
garding information about agent orange?
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Mr. Terzano. I think, Mr. Chairman, that that communication
aiso has to come from UCLA., And my question is why isn’t Dr.
Spivey here today.

We try to communicate. They say that we always take it to the
press first. But when we have a congressional hearing raising ques-
tions about ones own product, Dr. Spivey doesn’t show.

Ms. BERNSTEIN. One thing that might be very useful, Mr. Chair-
man, that I found useful was that we had an open meeting, it was
not a hearing, it was an open meeting of the work group and we
asked people to come and describe their progress on various things.
I don’t know whether the work group has currently considered
that, but I have often found it very useful to open up the process. If
you schedule such open meetings, bring all the parties together,
. and start to ask some hard questions, then maybe you will get
some good angwers.

Chairman SiMpsoN. I share your opinion about the worth of that
type of procedure.

Mr. SmmoN. My only suggestion, Senator, would be that I think
the ball really lies in your court. I want to make it clear that I met
Dr. Spivey in the first week that he signed the contract and I asked
him not to make any public statements. I told him this was a very
tricky political issue and I advised him to be very, very cautious.

I have never filed lawsuits or made statements with regard to
VA actions without telling them first that I thought there were
problems. I am long-winded because no one listens to me. And I
think perhaps they would listen to you and I would suggest to you
if you have an}}: ideas that you tell them because they certainly
don’t listen to the veterans that I represent.

Ms. BERNSTEIN. But to do so briefly rather.

Chairman SIMPSON. Anyway, we are listening. 1 hear what you
are saying and we will just pursue it on an oversight level in this
committee, I agsure you of that. And that is the shared view of this
chairman and the ranking member, Senator Cranston, I promise
that we are going to continue a serious oversight function of the
agent orange issue,

I thank you very much for testifying.

(The response of the National Veterans Law Center to written
questions submitted by Hon. Alan Cranston, ranking minority
member of the Senate Committee on Veterang’ Affairs, follows:]
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RESPONSE OF THE NATICWAL VETERANS LAW CENTER TO WRITTEN QUESTIONS SURMITTEL: BY
HON. ALAN CRANSTON, RANKING MINORITY MEMBER OF THE SENATE COMMITTEE OWH

VETERANS' AFFAIRS

Question 1. During her testimony, Ms. Joan Bernstein, representing Vietnam
Veterans of America, recommended that two studies be done -- one that would examine
the general health status of Vietuam veterans without any findings of exposure to
specific substances and one focusing an the health effects in Vietnam veterans of
sxposure to dioxin as found in Agent Jrange.

A, What are your views on this proposal?

Answer 1l&. We believe that a great number of
studies have to be done, The two you mention are important.
studies of other toxic aubstances, psychologlcal prohblems,
and reproductive problems should be carried aut, The gues—
tion of “expanding" the Agent Orange study creates & miscon-
ception that there are only two options. BEach epidemioclogical
study is unlikely to produce more than limited information
and therefore we aseek a variety of studies.

B. If both studies were to be wdertaken, what role, if any, do you see the
VA playing in the design and conduct of the studies?

Answer 1B, The VA has actual and apparent bias as
wall as no competence in epidemioclogy. Studies ghould not be
conducted by VA, BAllowing VA to control studies leads to the
breakdowns and lack of direction that we are now experiencing.
(The process of seeking input dan never golve this problém.)

g;stim 2, How would you recommend that the VA improve its efforts to
alert Vietnam veterans to the agency's activities on the Agent Orange issue, in-
cluding the provision of physical exams and, in some cases as authorized by Public
Law 97-72, health care for disabilities of Vietnam veterans?

Answer 2. The VA should develop a medical treat-
ment protocol that is designed to look for the kinds of pro-
blemz that are most likely to be associated with Agent Orange
and that veterans are concerned about, This protocol should
be designed by people who are experts in toxiology and environ-
mental medicine and VA personnel should be trained to administer
it. (Similar work needes to be done in the psychiatric areéa with
BTSD s0 that VA personnel are trained to recognize and treat it,)

Question 3. Are you satisfied that the VA is soliciting and giving appro-
priate consideration to the views of groups and organizations representing Vietnam
veterans on the Agent Orange issve?

Answer 3. HNo. The process of seeking comments
is ineffective. V3 advisory committee meetings are almost
exclusively taken wp by reports from people in government
agencies. (This work should be written up and sent ocut.} 1In
addition, the VA does not respond to the suggestions it recaives.
It merely leaves things in the hands of others such as UCLA.
It does not either act upon the input or take the initiative
to get things moving forward.

V& refused to issue a pre-paid ticket to Jon Furst
of NVTAC the only non-Washington, Viet Nam veterans group on
the VA advisory committee. VA acknowledges that they could
have done this but they refused to do so,
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Chairman Smirson. We will be sending further questions in writ-
ing to all the witnesses. We would appreciate responses within 10
;lla{sfscl) that the hearing record can be closed. That would be very

elpful.

And I do very much appreciate the participation of all of you. It
has been very helpful. I apologize again for the delays and the relo-
cation. Thank you very much for being present.

That concludes the hearing,

[Whereupon at 3 o’clock p.m., the hearing was concluded.]

[The following written statements and letters were received by
the committee for the hearing record:] '
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VIINAM
'VEIERANS OF NORTH DAKOTA g,

Hovember &, 1981

Senate Veterans Affairs Committes
Honorable Alan Simpacn, Chairman
United States Senate

Washington, D. C. 20013

Dear Mr. Chairman and Members of the Committeea:

Thie letter is submitted by myself, Robert E. Hanson, as Chaiiman
of the VYietnam Veterans of Horth Dakota crganization.

I want to publicly thank United States Sepater Quentin Burdick of
Horth Dakota for submitting this document en our behalf,

This letter is directed to you in ragard to your oversight
committes"s working in the area of the defoliant Agent Orange
which was not only sprayed, but also indiscriminately dumped on
our troops during the Vietnam War.

The State of North Dakota has, according to the Veaterans
Administration, 11,000 Vietnam veterans having had serviece in
Vietnam. These 11,000 Vietnam veterans are all potential victims
of Agent Orange, as weil as the many other chemicals used in that
war. The 8State has a total of 18,000 Vietnam era wveterans
according to the Veterans Administration,

North Dakota is a state that comprises 70,665 sguare miles with &
total papulation of approximately 650,000 people. In the minds
of some, this dees not constitute a large enough population to
axert a lot of concern over, However, when one considers that
the ratio of Vietnam veterans to Vietnam era veterans of over 61
parcent iz one of the highest in the nation, one cannot discount
the contribution young service people from our state made on
behalf of this nation during that very disruptive portion of our
country's hiastory.

One must alse face the reality that a rural state which has wide
open spaces, great distances between our major trade areaz, and a
relatively small population is confronted with different problems
than the more urban states and, therefore, new or Ggdifferent
approaches to solve these problems must be adopted. But at the
same time wa are caught in the same ravaging inflation and
intereat rate spiral as the rest of the nation.

an excellent Veterans Administration Hospital and Regional Center
is located on the eastern horder of the State at Fargo. This is
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the only VA canter in the State. Howevar, cur Vietnam veteran
population is pretty evenly disbursed with one-half liwving in
eastern HNHeorth Dakota and the remaining one-half vasiding in
western North Dakota, Obviously, most of cur vaterans reside in
or near the major population centers of our state. Listed below
is & chaxt showing the mileage differences £rom our major
population centers and Indian reservations to the VA center in
Fargo. .

CITY MILEAGE
1. williston 91
2. Croshy 3gs
3. Bowman 362
4, Stanley 19
5, Dickinscn 289
6. Minot 264
7. Pt. Yates 259
B. Bismarck 200
4. Bottineay 268
10. Devils Lake 265
11. BRolla 242
12. Tugby 222
13. Cavalier 151
14. Grafton 116
15. Jamestown 100
16. @Grand Forks g
17. Valley City &0
18. Wahpeton 60

The firat eight cities listed above are in western North Dakota,
This area is also going throwgh a tremendous c¢hange because of
the increased energy activity relating to coal, oil, and natural
gas exploration and production, This area of our State will
undoubtedly have an increase in its Vietnam vetaran population
becausa of the increased work activity.

The distances from Indian reservations i1s substantial as
indicated by the gdistances from Ft. Yates, Devils Lake, Rolla,
and Stanley. E

My point in presenting thia information to this Committee is that
in a rural state, like Worth Dakota, a veteran wanting to take an
hgent Drange axam must, in moat cases, schedule upwards of thres
days away Erom work to do sc., This is necessary because of the
distances involved. R vetsran in Worth bDakota cannot hop on a
transit authority bus, or subway, or other form of mass ktrangit
to go across the city to a VA hospital. In HNorth Dakota
transportation alone becomes 2 major burden on a Vietnam veteran
te take an Agent Orange physical, This is further complicated
because of lack of adequate mass transportation in our State,
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Tha recent cutbacks in Amtrack funding as well as airlines
reducing flights or pulling the entire airlina out of some of our
major ecities while many other cities have no airline service at
all dees absolutely nothing to help veterans find an economical
way to get te the VA hespital in our State. Bven wlith this
ohstacle the Pargo VA center has examined 1,490 individwals f£rom
the 15,000 eligible in its service area, which includes a portion
of Minpesota. A tremendous feat, and it should he so recognized.

Thera has alse been what I call a lack of information to the
Vietnam veteran explaining the Agent Orange problem. Thare is
also not enough information reaching Vietnam weterans on what
they should do if they feel they have been exposed to Agent
orange.

I would like te make the following recommendations to this
Committes for its considsration on helping solve the Agent Orange
problem.

Firat, an eoxtensive, on-going media blitz using radio,
television, and tha print medjd alerting the Vietnam veteran of
what Agent Orange is, where it was sprayed and/or Jdumped in
Southeast Acsia, some of the alleged aymptoms associated with
Agent Orange, how they should go about filing for a claim and/or
physical, whare they must go to take the physical, and how long
hefore they can expect to hear any resulte,

Secondly, an intensive effory be made by all agencles possible,
state and federal, to locate veterans who served in Vietnam so
the veteran can take the physical,

Thirdly, all restrictions be removed so that the Vietnam veteran
ia reimbursed for at least his mileage, if not meals and lodging,
to take the exam. We must keep foremost on our minds that it was
our own government which 4id thie teo ouy veterans., The very
least it can do is defray the related costs of the veteran taking
the physical.

Fourthly, ne veteran should be subjected to the loss of their job
for the time taken to complete an Agent Orange physical, Sone
type of fedaral mandate, directive, order, or law should be
immediataly issued to protect the veteran in thie area. I have
had several veterans contact me stating that their employer would
not allow them to take the time off to take the exam. Thesze
veterans were mainly from western Worth Dakota where Jjobs are
scarce, salaries and cast of living relatively high, and people
waiting in line to work, No vetaran should ever lose, or be
threatened with loss of his job becsuse he wants to take an Agent
Orange physical exam,
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Fifthly, the VA should consider contracting ocut o reputable
hospitals and medical facilities for the conducting of thase
examinations in each state, This would provide veterans with
more <onvenient locations at which to take the exam, thus outting
the costs to the veteran. These contracts should be awarded
first of all on the basis of ability, professionalism, and
performance, Secondly, for states like North Dakota with a large
land area and only one VA facility, on a gecgraphic basis.

The Vietnam wveterans have had to suffer the burden of an
unpopular war for many years., They have had to watch their
nation put on ticker-tape parades, lavish parties, White House
receptions, and see Congress give substantial amounts of monhey to
the Iranian hostages upon thair return to the United States, The
Vietnam vetaran bagrudges the former hostages none of this. But
there is a deep feeling of hitterness among the Vietnam veterans
that the country they Ffought for, the country they were raady to
die for, and the country so many of their comrades did die Ffor
has treated the Vietham vateran as a second clasg person., We are
tired of this kind of treatment. HNearly 10 years after the end
of this war our country has hegrudgingly acknowledged the use of
such toxic chemicals as Agent Orange in, around, and on our own
troops. Yot at nearly every turn of the road the Vistnam veteran
has had to fight and claw for rights, benefits, and assistance
which other groups appear to be handed on a silver platter.

The Vietnam veteran wants no mors than to be recognized for a job
wall done under the most trying of circumstances. We want only
to be treated for the physical and wental injuries resulting from
serving ocur country in time of war. We want the peace of mind
accompanying the knowing of what are the real conseguences of
hav;ng bean exposed to Agent Orange and the other chemicals used
in Vietnam,

We are tired of denials, cover-ups, bureaueratic bunglings, study
after study, and self-serving peliticians who now find it
advantageous to make public statements on behalf of the Vietnam
veteran. We now want- immediate, positive, meaningful action by
the same government that we fought to prasgerve,

Tha public is being constantly bombarded with statements that
averycne is going to have to sacrifice if this country f= to
survive economically and politically. To this I say the veteran
of any war has sacrificed more than their fair share for all
eternity, Thay have already sacrificed homes, families, jobhs,
mental and physical portions of their minds and bodies, and in
many mora cases than we like to discuss, their own lives, They
made these aacrifices so that we could live in a free nation.
Bow much more of a sacrifice do these politicians want from
paople who were ready to give, and in some cases did give, thefir
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lives in behalﬁ?ﬁf the defense of America and the principles
America stands ‘for?

Those whe advocate the reduction of vetarans' bhenefits, as meager
as they already exist, are, in reality, weakening our nation's
defense,. What nation can expect its youth and other citizens to
rally to arms when they see the shabby and sometimes disgraceful
way it treats its veterans of previous conflicts. Uow we treat
those who have fought for wa will be a major factor in the
willingness of people to eerve In the future, I feel this nation
has failed miserably in thig arca as it relates to the Vietnam
vateran.

The majority of North Dakota's Congressional delegation has been
working with our oxganization on an almost daily basis when
issues relating to the Viatnam veteran come bafore Congress. For
this we want to publicly thank United States Senator Quentin N,
Burdick and United States Congressman Byron L., Dorgan for their
unwaivering support of the Vietnam veteran not only with Agent
¢range legislation, but also in tha other areas, such as Vet
Centera and the GI Bill.

Again, thank you, Mr. Chairman and membsrs of the Committee for
allowing this teatimony to be presented, We anxiously await a
solution to the Agent Crange <ontroversy.

Respectfully submitted,

Bt E Lefon

Robert E. Hanson
Chairman
Vietnam Veaterans of North Dakotsa
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DISABLED AMIRICAN VITERANS

NATIONAL SERVICE and LEGISLATWE HEADQUARTERS
: 007 MAINE AVENUE, SW.
WASHINGTON, D.C. 20024

{202) 654-8501 -
December 23, 1931 :
Honorable Rlan Crangton
United States Senate
Ranking Minority Member
Committee on Veterans Affairs
410 Russell Senate Office Building
#Washington, D.C.- 20510
Dear Senator Crangéon: _
Your letter ' December 15, 1981, sent fo Mr. aii B.

Hartnett, DAV Mational Direcgpr of Services) has bednsreferred
to this office fe teply.

o
You have requested DAV views on the sentinlents expressed
by Ms. Joan Bernatpin, former General Counsel of HHS and chair of
the Interagency Wokk Group on Dioxin, during the Committee Novem=-
her 18, 1981 oversight hearing on issuves relating to Agent
Orange. The sentiments were, as one approach to resolving the
Agent Orange "controversy," that two studiea on the health of
Vietnam veterans bé conducted: one that would examine the gen-
eral health status of thege veterans without any reference to
exposure to toxic gubstances and one that would focus on the
health effect in these veterans of exposure to dioxin las found
in Agent Orange).

Ia our purely layman opinion, it would appear that such an
approach would gertainly be helpful in addresasing this most
complex issue, If a consensueg of gqualified medical/scientific
opinion should goncur with Ms. Bernstein, then by all means, her
proposal should be implemented,

Regarding the role the Veterans Administration should play
in the design and conduct of such studies, we believe the Agency
should most certainly not be precluded cut of hand. We make
this statement in full realization that there are those who bhe-
lieve the VA could not conduct an objective examination of the
Rgent Orange issue and/or that the Agency's mere "association™
with any Agent Orange study would detract from the credibility of
results., At the Very least, noting that the VA has been giving
Agent Orange physical examinations to thousands of Vietnam
veterans, we believe the Agency is certainly in a position to
identify and provide pertinent medical information on the group
of veterans to be examined.

Trnstiﬁg\that your inquiry has been answered, I remain,

. . Sincerely ?rs.
" . H 1@
N Nafional Legislative Director
JFH:ar

O



