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TRIP REPORT
CONFIDENTIAL

TRIP SITE: Senate Veterans Affairs Committee
DATE: May 17, 1984
ATTENDING FROM VACO:

Dr. Richard Greene, Director, Medical Research
Drs. Barkley Shepard & Larry Hobson, Agent Orange Projects

Office
Bill Ramsey & Quentin Kinderman, Legislative Affairs

Four Senate Veterans Affairs Committee staffers were present:
Julie Susman, Vic Raymond, and two very young staffers whose
names I didn't catch and who remained quiet throughout the two
hour briefing. Helen Gelband from OTA, who is responsible for
OTA's Agent Orange activities, was also present.

A question and answer period followed my presentation of the
advantages and components of the VETS. The discussion centered
around the following topics:

POWER - Vic Raymond did most of the questioning in this area. He
was concerned about the power of the VETS relative to the CDC
study. I explained that direct comparisons are difficult because
CDC has not yet made public the tests and measures included in
their protocol. I said that for discontinuous measures (for
example, cancer, diabetes) the VETS had relatively low power.
However, for continuous measures (for example, liver function
tests, cholesterol, exercise capacity), the VETS had considerable
power. I mentioned that while the VETS would therefore probably
be unable to detect an increase in diabetes resulting from
exposure to Agent Orange, it would be able to detect a small
increase in fasting blood sugar with high statistical
reliability. I elaborated on the concept that the design of the
VETS is not intended to identify an increase in the incidence of
disease but rather more subtle changes such as relatively small
changes in liver function, psychological tests, or life history.

I emphasized that the VETS design provides the most information
for the research dollar, since data obtained from twins has four
to five times the statistical power by comparison with standard
research designs. I noted that the Agent Orange component of the
VETS is only examining 130 pairs because we were directed to
reduce the cost of the clinical assessment component to less than
$9 million. For an additional $2 million, the Agent Orange
component could be expanded to 360 pairs and the power thereby
considerably increased.

Hobson noted that the Agent Orange component of the VETS is
designed as a pilot study. Statistically valid differences
discovered by the VETS can then be examined in greater detail in
additional, more focused studies.

Julie Susman was concerned that even if a study of 130 pairs is



s t a t i s t i ca l l y v a l i d , the p u b l i c m i g h t no t accept c o n c l u s i o n s
based on an e x a m i n a t i o n of such a r e l a t i v e l y sma l l n u m b e r of
veterans.

R a y m o n d asked tha t we p r o v i d e the c o m m i t t e e w i t h a w r i t t e n
discuss ion of the power of the VETS ( pa r t i cu l a r l y the Agent
O r a n g e c o m p o n e n t ) b y c o m p a r i s o n w i t h t h e C D C a n d R a n c h H a n d
studies and an analysis of the increase in power result ing f r o m
an i nc rease in the n u m b e r of pa i r s who u n d e r g o the A g e n t O r a n g e
tests.

C O N T R A C T COSTS - Susman expressed concern about the "ridiculously
h igh" cost of the CDC protocol . She said that a f t e r she l e a r n e d
of CDC's es t imated medical evaluat ion and test costs she thought
that she should quit her present job and "go to medical school".
She d i d n ' t t h i n k tha t a p h y s i c i a n c o n t r a c t o r shou ld buy his
" th i rd house in F lo r ida" w i t h the m o n e y e a r n e d on a r e s e a r c h
project .

I p r e s e n t e d our e s t i m a t e d cost da t a : $610 per m e d i c a l e x a m
( i n c l u d i n g e x t e n s i v e h i s t o r y , p h y s i c a l a n d l a b o r a t o r y
c o m p o n e n t s ) , $320 per p s y c h i a t r i c e x a m , $295 per p s y c h o l o g i c a l
e x a m , and $295 pe r l i f e h i s t o ry e v a l u a t i o n . Each Agen t O r a n g e
evaluat ion will cost approx ima te ly $3611, but this includes some
v e r y e x p e n s i v e tests ( f o r e x a m p l e , t he c h r o m o s o m a l a n a l y s i s i s
a l m o s t $1000 per p a r t i c i p a n t . The c h r o m o s o m a l a n a l y s i s w i l l be
the largest study ever pe r fo rmed on any d ioxin exposed group and
p a r t i c u l a r l y t he s is ter c h r o m a t i d e x c h a n g e p o r t i o n w i l l have
ext remely high statistical reliability.).

Susman was concerned that our proposed budget is probably already
k n o w n to some po t en t i a l b i d d e r s and tha t responses to our RFP
w o u l d p r o b a b l y c o m e v e r y close to the a m o u n t a l loca ted . I
p r e d i c t e d that there w i l l be a r e l a t i v e l y l a rge n u m b e r of
respondents to the RFP and therefore healthy compet i t ive b idding
is likely to occur. Greene noted that a b idder ' s knowledge of our
p r o p o s e d b u d g e t wi l l not be p a r t i c u l a r l y h e l p f u l s ince the
c o n t r a c t o r m u s t s u b s t a n t i a t e a l l costs. In a d d i t i o n , c o n t r a c t s
the size of the VETS are u n i f o r m l y audi ted fo l lowing complet ion.
E v e r y i t e m m u s t be j u s t i f i e d . G r e e n e also no ted that the m o n e y
a l loca ted for VA c o n s t r u c t i o n p ro jec t s i s k n o w n by a l l b i d d e r s
s ince the a m o u n t s a re l i n e - i t e m e d in the f e d e r a l budge t . Yet
e f fec t ive compet i t ive b idd ing still occurs.

(Susman seemed satisfied by our estimated examinat ion costs and
Greene 's explanat ion of the b idding and contract review process.)

C U R R E N T STATUS OF THE VETS CLINICAL PROTOCOL - I expla ined that
the VETS clinical assessment protocol had undergone two reviews
by VA c o m m i t t e e s c o m p o s e d p r i m a r i l y of n o n - V A sc ien t i s t s and a
t h i r d r e v i e w wi l l occur i n J u n e . A d d i t i o n a l r e v i e w s by n o n - V A
convened commit tees will occur shortly. Greene expla ined that our
pro toco l has been r e v i e w e d by C o o p e r a t i v e S tud ies P r o g r a m
c o m m i t t e e s but tha t the CSP has l i t t le e x p e r t i s e in the area of
epidemiology. For this reason and because of the large amoun t of



money involved, the VA feels an outside review is very important .
G r e e n e sa id tha t the VA w o u l d l ike OTA to r e v i e w our pro tocol and
asked how Senator S i m p s o n m i g h t r e s p o n d to a r eques t f r o m
Walters for an OTA review. Susman said she felt the Senator would
r e s p o n d pos i t ive ly and G r e e n e said tha t S i m p s o n w i l l p r o b a b l y
shor t ly r ece ive a r eques t f r o m the VA A d m i n i s t r a t o r . B r i e f
d i scuss ion was also g i v e n to other poss ib le r e v i e w g r o u p s : NAS
( N A S w o u l d t ake too long , cost too m u c h , and m i g h t r e p r e s e n t a
c o n f l i c t of in teres t because of the i r p a r t i c i p a t i o n in the
process o f f i n d i n g t w i n s ) , N I H ( n o c o m m e n t s ) , A g e n t O r a n g e
W o r k i n g G r o u p ( n o c o m m e n t s ) . G e l b a n d c o m m e n t e d tha t O T A i s
overcommit ted and that it would be d i f f i c u l t for OTA to pe r fo rm a
rev iew quickly. Shepard noted that OTA had pe r fo rmed excellently
in the past and hoped that OTA could expedite the review.

R E L A T I O N S H I P OF THE VETS TO M E D I C A L R E S E A R C H S E R V I C E AND THE
AGENT O R A N G E PROJECTS OFFICE - A series of quest ions were asked
about the re la t ionship among the VETS, Medical Research Service,
and the AOPO: Who is admin i s t ra t ive ly responsible for the VETS?
( A n s w e r : Medica l Research.) Does the AOPO have any responsibil i ty
for the VETS? (Answer : No, except to assist when requested.) Why
then are both Shepard and Hobson present today? (Answer : In case
s taf fers have questions about Agent Orange.) Was the VETS ever an
A g e n t O r a n g e p r o p o s a l ? ( A n s w e r : Yes , o r i g i n a l l y . ) Why d id i t
c h a n g e ? ( A n s w e r : B e c a u s e of c o n c e r n a b o u t the v a l i d i t y of the
Agent Orange risk of exposure index.)

C O M P A R I S O N OF VETS W I T H THE N A T I O N A L NEEDS ASSESSMENT STUDY - I
said that a de ta i l ed c o m p a r i s o n is imposs ib l e because the
Nat iona l Needs Assessment protocol does not yet exist. Howeve r ,
my r e v i e w of the N a t i o n a l N e e d s RFP r e v e a l s tha t the VETS wi l l be
m u c h m o r e c o s t - e f f e c t i v e , w i l l b e m u c h m o r e de t a i l ed ( s e v e r a l
days o f e x a m i n a t i o n s v e r s u s seve ra l h o u r s fo r the N a t i o n a l
N e e d s ) , w i l l h a v e a n e x t e n s i v e m e d i c a l c o m p o n e n t ( t he N a t i o n a l
N e e d s h a s n o n e ) , a n d w i l l h a v e m u c h g r e a t e r s t a t i s t i c a l
r e l i a b i l i t y ( t h e N a t i o n a l N e e d s R F P r e q u i r e s o n l y a n 8 0 %
r e l i a b i l i t y ) . I g a v e a d e t a i l e d e x a m p l e of a few of the m a n y
i m p o r t a n t q u e s t i o n s the V E T S wi l l be able to c a r e f u l l y a d d r e s s
which the Nat ional Needs will not.

AGENT ORANGE EXPOSURE INDEX - Gelband asked about the val id i ty of
the Agent O r a n g e risk of e x p o s u r e i n d e x . I e x p l a i n e d that the
index wil l be provided by Chris t ian of the Army Agent Orange Task
Force and that i t is the s ame i n d e x used by the CDC B i r t h D e f e c t s
and the s a r c o m a / l y m p h o m a c o m p o n e n t s o f the CDC e p i d e m i o l o g y
s t u d y . G e l b a n d no ted that the i n d e x used by the A g e n t O r a n g e
c o m p o n e n t o f the CDC e p i d e m i o l o g y s tudy i s m o r e a c c u r a t e t h a n
tha t used by the other c o m p o n e n t s . She also c o m m e n t e d that she
h a d p a r t i c i p a t e d i n m a n y d i s c u s s i o n s a b o u t t h e i n d e x a n d
quest ioned its reliabili ty.

A PERSONAL ASSESSMENT

It was unc lea r prior to the p resen ta t ion why the commi t t e e



requested a VETS briefing. Following the briefing the reason
remained obscure. Although quite cordial, the staffers were
relatively "poker-faced" throughout. They seemed to neither
approve nor disapprove of the VETS. Their potential criticism of
medical examination costs seemed blunted by the data given to
them. They remained concerned about the statistical power of the
Agent Orange component of the VETS by comparison with the CDC and
Ranch Hand studies. I had the feeling they weren't impressed by
the usefulness of the Ranch Hand results and wanted to avoid
another study with conclusions no clearer then Ranch Hand's. In
this regard, I believe the staffers are unrealistic. They seem to
want a study that will provide simple and unqualified answers to
the complex questions facing Congress. No single study will
accomplish this. The staffers seemed unimpressed by the argument
that several studies, using different designs, are the only hope
for understanding the effect of the Vietnam experience on health.

It was unclear why the staffers questioned VACO representatives
so closely about the relationship between the AOPO and Medical
Research Service and the change in emphasis of the VETS from
Agent Orange to Vietnam experience.

The staffers seemed to agree that review of our protocol by a
non-VA group is desireable.

The staffers didn't seem particularly impressed by the fact the
the VETS provides much more information per research dollar then
any other related research project. They also made no comments
(favorable or unfavorable) about increasing the validity of the
results by augmenting the budget to permit an increase in the
number of participants who can undergo the Agent Orange
examinations.

Greene's agenda for the briefing seemed clear. He wanted to
communicate to the staffers that in spite of the considerable
time and financial investment the VA already has in the VETS, the
project will not be funded until it is reviewed and approved by a
non-VA affiliated group, specifically OTA. After the briefing,
Greene said that the letter from Walters to Simpson requesting
OTA review had not been sent because "Walters didn't want to send
a letter that Simpson didn't want to receive." Greene felt that
Susman had told him that Simpson would favorably review a letter
from Walters. The letter will now be sent promptly.

"LESSON'S LEARNED"

I n f u t u r e p r e s e n t a t i o n s , d i s c u s s i n g r e a t e r d e t a i l t h e
d i s t i n c t i o n b e t w e e n the VETS ab i l i t y to detect d i sease and
di f fe rences in laboratory values.

In fu tu re presentat ions, be prepared to compare the power of the
VETS wi th other s imilar research projects.

The Agent Orange componen t of the VETS r e m a i n s v u l n e r a b l e to



cri t ic ism because of its small sample size and the quest ionable
val id i ty of the risk of exposure i ndex .

MEETING WITH JEFF R Y A N , SUPPLY SERVICE

I met w i t h R y a n to r e v i e w the V E T S c o n t r a c t i n g p r o c e d u r e s . In
response to one of my q u e s t i o n s , R y a n sa id that our p ro tocol
could serve as part of the bid package. He agreed, however , that
it would be he lpful to potential bidders to also be able to read
a s u m m a r y w h i c h e m p h a s i z e d w h a t we c o n s i d e r to be i m p o r t a n t
aspects of the contract.

Ryan asked us to rev iew our prior response to the "24 questions",
rev ise w h e r e a p p r o p r i a t e , and then s u b m i t the r e sponse w i t h a
copy of our pro tco l to h i m . "I wi l l get it out of my o f f i c e
w i t h i n 48 hours" fo r r e v i e w and a p p r o v a l by the a c t i n g C M D and
the A d m i n i s t r a t o r . Once a p p r o v e d , the de ta i l s of p u t t i n g the
entire package together can be managed .

R y a n n o t e d t h a t r e s p o n s i b i l i t y f o r t h e V E T S m a y s o o n b e
r e a s s i g n e d t o s o m e o n e else. D i s c o n t i n u i t y a n d d e l a y s m a y
therefore result.

DISCUSSION WITH HOBSON

I no ted to Hobson tha t in past r e v i e w s of A g e n t O r a n g e re la ted
research, OTA has provided critical comments but has never made
an a p p r o v a l / d i s a p p r o v a l r e c o m m e n d a t i o n . I sugges t ed tha t O T A ' s
review of the VETS will probably be in a s imilar fo rma t . Thus, I
e x p e c t e d some s u p p o r t i v e c o m m e n t s , n e u t r a l c o m m e n t s , a n d some
cr i t i ca l c o m m e n t s . H o w , I a s k e d , wi l l the VA use O T A ' s a n a l y s i s
to dec ide w h e t h e r to f u n d the VETS? H o b s o n agreed w i t h my
analysis and said, "the VA will make the decision it wants to."

Seth Eisen, M. D.


