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OVERSIGHT HEARINGS TO RECEIVE TESTIMONY
ON AGENT ORANGE

MONDAY, FEBRUARY 25, 1980

House oF REPRESENTATIVES,

SvecoMmrtTEE 0N MEDICAL FaciLiries aNp BENEFITS

' oF THE COMMITTEE ON VETERANS' AFFAIRS,

Washington, D.C.

The subcommittes met, pursuant to notice, at 10:10 a.m., in room
334, Cannon House Office Building, Hon. David E. Satterfield III,
(chairman) presiding.

Chairman SarrerrieLp. The subcommittee will come to order. Our
hearing this morning has been scheduled to receive testimony from
officials of the executive branch in order to inform this subcommittee
of their efforfs and the results of their efforts to determine whether
there is 2 connection between the exposure to Agent Orange and a
health problem.

As you know, some Vietnam veterans have alleged that exposure to
the herbicidal defoliant, Agent Orangs, during the Vietnam conflict
had resulted in service-connected health problems and disabilities.
This committee feels, and has felt for some time, that there is a crying
need to ascertain whether these allegations are correct.

Our hearing today is for the express and sole purpose of oversight, to
receive reports from those government agencies which testified before
this subcommittee on October 11, 1978. We are especially interested
in what has been done and what has been learned since those hearings,
I think it is only proper to state that our subcommittes considers this
problem to be a very serious one which riises very serious issues,

. Clearly, it is one which has received an unusual amount of public
attention. It is an issue which lends itsell to emotionalism. There have
been both explicit and implicit charges that Government is insensitive
to the needs of our veterans who served their country in Vietnam and
that it has attempted to ignore a problem of great magnitude for
reasons of indifference and buresucratic inertia.

I wish now to reiterate something I said at a previous Agent Orange
hearing. The purpose of these hearings in not te inquire into the
gropriety of the use of defoliants in Southeast Asia. Rather, it is to

etermine whether or not exposure to those defoliants, specificall
the herbicide Agent Orange, had any adverse effect upon the healt
of our veterans, If a problem does exist with regard to certain Vietnam
veterans, we on this committee want to know it. If, on the other hand,
no problem exists, we want to know that as well.
hatever the result of our inquiries into this matter, we want the
Vietnam veteran to be fully advised of testimony received here for
two reasons. First: To alleviate his trepidation if in fact such fears

)
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are unwarranted; and Second: To provide health care and/or in-
demnification if indeed there is a causative link between exposura to
Agent Orange and any medical problems.

Expressed otherwise, the subcommittee wants to get at the truth
about Agent Orange, and we want to get at it as soon as is reasonably
possible on an objective, thoroughly scientific basis, Nothing less
will satisfy this committee, nor should anything less satisfy the
American public or the Vietnam veteran.

No member of this subcommittee is under any illusion that the
end of this hearing today will bring with it a conclusion to the Agent
Orange controversy. Far from it. So little is presently known about the
human health effects of this herbicide that it may be several years
before a proper accounting of suspected hazards can be rendere(f.r

Now, gongress and the Federal Government have responded to the
serious allegations of Agent Orange and that issue. In the last session
of the 96th Congress, the House and Senate passed H.R. 3396, now
Pyblic Law 96-151, which required the VA to conduct a full-scale
epidemiological Agent Orange study. Prior to that, the VA on its own
had already convened an advisory committee to collect and collate all
relevant medical and diagnostic information on veterans’ claims of
dioxin related illnesses. '

Further studies are now ongoing under the suthority of the Public
Heanlth Services Act withinnﬁm Be artment of Health, Education,
and Welfare. The Environmental Protection Agency is conducting
ita own gtudy, as is the Department of Defense.

In December 1979, the President’s Assistant for Domestic Affairs
and Polici ordered the establishment of an interagency work group
to studﬁg o long-term health effects of exposure to this elass of chemi-
cals, This group will coordinate all ongoing investigations and the
results of those investigations. '

I believe that the govemment is sincerely and vitally concerned
about getting to the bottom of these questions. The hearing todsy
will elieit testimony on these efforts and the present and future progress
in scientific inquiry.

I understand that some individuals or groups have inquired about
the possibility of testifying today at this hearing. I would like to
empﬁasize that the purpose of 1t is oversight. As such, we have
elected on this Ea,rticular day to limit the hearings, as I have stated
previously, to those agencies in the executive branch of the Govern-
ment which are charged with the responsibility to conduct and which
are conducting the legitimate investigations we need.

I would like to say, as o followup to that statement, that the gquestion
of cause and effect really is not one for this committee to determine.
That determination requires scientific and medical expertise which
this committes does not possess. We are not eqhuipped to make that
kind of a decision. Some have indicated that this committee should
act anyway. I would remind those who feel this way thet it is the
province of this committee to administer the entire VA program and to
provide veteran indemnifieation, treatment or other services, when
there is a legal requirement that it be done. : '

In this regard, I think I should remind those who have made such a
suggestion that this committee has authority and jurisdiction te
determine first the definition of veterans who are entitled to benefits
under VA law, and, second, to provide for the treatment of veterans
with health problems or disabilities.
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In this regard, I would point out that when we talk of the effects of
dioxin and whether or not there is a healgh problem, two factors are
involved. The first and the overriding question is whether or not the
exposure to dioxin creates a health problem. And the second, if found
that it does, whether or not veterans exposed to it are entitled to
indemnification, compensation and other benefits.

This committee is not involved in the answers to either of these two
questions. They are questions which must be answered by experts on
the basis of scientific inquiry and then upon fact on a case by case basis,
whether or not a veteran was exposed to dioxin while on active duty.

This committee does have a responsibility, and I have no doubt that
1t will continue to exercise that responsibility to the fullest extent in
order to make certain that veterans who have been harmed in any way
or who have a health ffroblem a3 a result of serving this country will be
Eroperly cared for and properly indemnified for whatever ills they may

ave suffered as a result,

Having said that, [ hope I have explained to some degree the param-
eters of the hearing today. I would say to those others who would
like to testify that it is my intention ab somse later date to hold further
oversight hearings so that all groups will be given an opportunity to
come before this committee to express their views and to present what-
ever reports they have. I hope that we can properly do this in the not
too distant future. ’

I now recognize the ranking minority member of the committee, the
Honorable John Paul Hemmerschmidt, for any remarks that he may
care to male.

Mr. Hammerscoaminr, Thank you, Mr, Chairman. I am pleased that
we finally have a law which focuses on this most important issue. I
would like to commend you at the outset, Mr. Chairman, for schedul-
ing this early hearing to allow our subcommittee to monitor both the
new law and the progress of the agent orange issue as a whole.

I would like to take a few quick morments before we begin the hearing
to express my hope that both sides of this very emotional issue wi
exercise restraint as we develop enough data through the study that
we have mandated in Public Law 96-151,

In the first place, there should be no such thing as “sides” on a ques-
tion such as this, There has been some talk of frivolous claims by
Government officials, and there has been some talk of Government
foot-dragging by concerned veterans. We don’t need anyone; especi-
ally the GGovernment, to act as adversaries when it comes to the well-
bemg of those who have served.

I have read the testimony that we are to receive and, quite frankly,
the defensiveness of much of it perplexes me, All of us who will take
part in today’s hearings are agents of our Government, and as such
we are the Government on this issue, We as a government found the
use of Agent Orange to be essential to the use of our military operations
for many years. When it became evident that such use was potentially
harmful, we as a government ceased it. Now, in the face of evidence
that the use of Agent Orange mey have harmed those of our citizens
who were honorably carrying out our declared military policy, we as
a8 government have a sworn and serious duty to do everything in our
power to determine whether or not a causal nexus existed bhetween the
use of Agent Orange and the difficulties our veterans are talking about.
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If there was such a nexus, we must provide for our countrymen who
trusted us and did their duty. Any less, in this or any other case,
dishonors and cheapens the notion of combat service to the United
States of America, '

It is with this premise, Mr, Chairman, that I hope we will conduct
the hearings today. Thank you. :

Chairman -SATTERFIELD. Thank you, Mr., Hammerschmidt, I
think I should point out that there is the possibility of a vote on the
floor today which, if passed will bring about a secret session of the
House. Should that cecur, I am sure all of the members of this
committee would want to be present. Accordingly, in an effort to
try to expedite this session witheut shutting anybo:;l};r off, I have asked
the three %roups that ave scheduled to testify today to consent to
a,Epearin efore us as parts of a panel so that we might hear each of
them and defer members’ questions to the entire panels,

I think in this way everyone will have a chance to discuss whatever
he wishes without vnduly delaying the hearing. I wish to thank those
who are going to testify this moming for agreeing to this procadure.

I would ﬁﬁe now to recognize the first panel, for the Veterans’
Administration, the Honorable Max Cleland, Administrator, and Dr,
Donald Custis, the VA Madical Director; for the Department of
Health, Education, and Welfare, Mrs. Joan Z. Bernstein and Dr,
John Moore; and for the Department of Defense, Maj. Gen. William
F. Augerson and Maj. Gen. Murphy A. Chesney.

Gentlemen and lady, we appreciate your appearance here this
morning. If there are others in your group that you would like to
have recognized as being present, I would ask you to state their names
so that our reporter can reflect their names in the record.

Mr. Cleland, we are delighted to have you again this morning.
Your written statement wﬁi appear in the records at this point.

[Statement follows:]

PREPARED STATEMENT oF MaX CLELAND, ADMINISTRATOR OF VETERANS'
AFFATRE :

Mr. Chairman and Members of the Commitiee: Good moerning. I am happy to

appear before you today to give you a detailed appraisal of what progress the
eterans Administration has made to date with respect to the problem of the

possible adverse health effects experienced by American service personnel as a
result of exposure to herbicides used in Vietnam; - : -

With me today are Dr. Donald L. Custis, Chief Medical Director; Ma, Dorothy
Starbuck, Chief lihane-ﬁts Director; Mr, Guy H. McMichael III, General Counsel ;
Dr. William Jacoby, Deputy Chief Medieal Director; Dr. Paul Haber, Agsistant
Chief Medieal Director for Professional Services; Dr. Lawrence Hobson, Deputy
Assistant Chief Medical Director for Research and Development; and Mr,
Charlez Peckarsky, Director, Compensation and Pension Service, Department of
Veterans Benefits. :

T waild like to givé you an indepth look at the Agent Orange issue, with par-
tienlar attention to the activities of the Veterans Administration sinee we appeared
before you in Oetober 1978,

I will also report to you information on Agent Orange that has been uneovered
sinee that time,. . .

- Let me say dt the cutset that the Veterans Administration is committed to
resolving any doubts that veterans may have concerning the possible adverse
health effects of exposure to Agent Orange. Regrettably, there is much we still do
not know and we cannot provide final answers at this time. We are working as
diligently and as expeditiously as possible to resolve the diffisult scientifie
issues this problem presents. While that process is going on, however, and T want
to strongly emphasize this point, any veteran who helieves that he or she may
have incurred some ill effects a3 a result of exposure to Agent Orange and seeks
help or examination at a VA Medieal Center or Outpatient Clinic will receive
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the full scope of health care for which he or she is eligible, without regard to
causation. I want to assure you that no one is currently suffering from a lack of
treatment because of a lack of knowledge as to whether there are any long-term
adverse health effects resutiing from exposure to Agent Orange.

In my testimony today, I will provide a brief summary of the circumatances
surrounding the use of Agent Orange and then I will diseuss for you the VA's aotiv-
ities under four major categories: (1) what we have learned; (2) what we have heen
able to share with our health care facilities; (3} the record we are building; and
(4) the research that we and other Federal agenciea have done or are contemplat-
ing doing in order to rerolve the many diffioult questions surrounding the contro-
versy over Agent Orange.

HERBICIDE USBE IN VIETNAM

I would like briefly to review for you the circumstances surrounding the use of
Agent Orange in Vietnam. Herbicides were first used in 1962 to deprive the enemy
011; jungle and forest cover and to destroy food crops so 28 to prevent their use by
the enemy,

Agent Orange was one of a number of chemical herbicides wtilized in Vietnam,
which were given code names including White, Purple, Pink, and Green. By 1965,
the use of defcliants other than Agent QOrange was largely discontinued.

Agent Orange is a reddish-brown or tan-colored liquis which is insoluble in water
- It iz composed of a one to one mixture of two chemicals, 2,4-D and 2,4,5-T.

Although 1 do not mean to dismiss the use of the other herbicides, our atiention
today and in the inveatigations that we are condueting focuses primarily upon
Agent Orange because it was the principal defolisnt used in Vietnam. The toxicity
of the two individual components in Agent Orange was extensively studied for
two decades before their use in Vietnam. %t was coneluded that these-chemicals had
very limited toxicity for either animals or man. The problem, however, stems from
the fact that a contaminant substance also found in Agent Orange, which was
formed during the manufacture of 2,4, 5-T, is an extremely toxic substance. This
contaminant is TCDD (2,3,7,8 tetraciﬂoro-dibenzo-paradioxin) or “dioxin,”

The Department of Defense (Do} hasz informed us that hetween 1965 and
1971 there were 2,961 herbicide spraying missiong that covered about 34 million
acres of South Vietnam, During thig time, Agent Orange constituted 94 percent of
the herbicide utilized, Nearly. 11 million gallons of Agent Orange was sprayed
containing 170 pounds of herbicides. These missions reached their peak in the
years 1967 and 1969, when approximately 8.25 million gallons were sprayed annu-
ally. In 1970, the spraying fell off o about a million gallons and, in 1971, the use of
Agent Orange was discontinued.

ost of the Agent Orange was aprayed from fixed wing aireraft (C-123) in what
was then ealled “Operation Ranch Hand”, a code name for the spraying mission.
A relatively small amount of Agent Orange was sprayed from heleopters and from
portable conbainers,

The spraying missions usually cccurred at dawn or at dusk, at s time when
1.8, field troops were not likely to be active. Efforts were made by the Air Foree
to inform ground troop commanders of the occurrence of spraying missions before
they actually tock place. During the latter part of the war, the spraying missions
were accompanied by fighter aireraft which strafed the ground in advance of the
actual spraying. At these times, special efforts were made %o assure that U.S.
troops would not be in the sprayed areas,

The DoD also informs us that efforts were made to permit a period of time to
elapse before the troops entered a sprayed area, However, a recent report from
the General Accounting Office (GAO) entitled “U.8. Ground Troops in South
Vietnam were in areas sprayed with Herbicide Orange” (November 16, 1979)
indieates that at times some Marine troops entered such an area within hours or
days after the spraying mission had taken place.

In April 1970, the Secretaries of Agriculture, Health, Education, and Welfare,
and the Interior suspended the use of 2,4,5,-T a component of Agent Orange.
This suspension resulted from published studies which revealed the 2,4,5-T, had
toxic effects in animals. This toxicity was subsequently tied to the confaminant
$CDD. The Depariment of Defense then suspended the use of Agent Orange in

ietnam., ’

DoD also reported to us that efforts were made to reduce the opportunity
for exposure of ground troops to Agent Orange. Also, we were further informed
that it is unlikely thaé dioxin was incorporated into the food chain as the toxie
effects of the herbicide destroyed crops, fruits, and vegetables very quickly and
made them unfit for human eonsumption:
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Animals may have ingested some dioxin after grazing on areas that were sprayed
but we are advised that it is unlikely that such animals made more than a minimal
contribution to the diet of American troops.

OVERVIEW OF THE AGENT ORANGE PROBLEM

Despite intensive scientific investigation over the last several years, much
remains to be learned about the toxicity of Agent Orange. For instance, we do
not know if there is a delayed syndrome of Agent Orange toxicity nor, if it
ocours, how much exposure 13 required to produce it,

One of the most vexing issues in the Agent Orange area is the problem of how
much exposure individual troops received. The war was a fluid combat experience
with many small units involved and no fixed battle lines, We are informed by Do D
that they do not possess accurate information on the disposition of many of the
2,6 million troops who served in Vietnam. This clroumstance makes it very
difficult to determine J)recisely whether any individual might have been exposed.
The GAO has reported that we do have some information about the movements of
Marine troops, particularly in the I Corps Area, although it is unclear to. what
extent the amount of exposure to Agent Orange can be determined even with this
group. '

bt.lijll another difficulty relates to the faet that even if an individual veteran
does have toxie symptoms at this time, it is frequently impossible to determine
whether these symptoms are related to exposure to chemicals experienced in
civilian life after returning from Vietnam or whether they were indeed dueé to
exposure to Agent Orange in Vietnam. For example, there are many known ex-
amples of toxic exposures of human population foflowing industrial accidents.
In addition, there iz the possibility of damage from a range of universal environ-
ment contaminants such ags PCB and PCP,

The symptoms alleged by veterans as a regult of exposure to' Agent Orange are
multitudinous and many of them oceur so frequently among all segments of the
population that it is impossible at this time to attribute these symptoms specifi-
cally to Agent Orange. Such common symptoms include restlessness, lethargy,
headaches, confusion, dizziness, loss of srength, loss of libido, impotence, in-
fertility, abdominal pains, sweating, tremor, pallor, change of personality, ir-
ritability, insomania, and difficulty in econcentration.

Two other problems are of significant concern to us, but their relationship to
exposure to Agent Orange has not heen proven, I refer to the occurrence of
malignancies of various sorts and to the production of abnormal children with
birth or congential defects. Although there have been allegations of both occur-
rences by many Vietnam veterans, there i= an absence of validated scientific
information to Telate these ocourrences to human exposure to Agent Orange.

There are a number of reasons why it is difficult to get to the root of this problem,
First, there are a large number of unknown factors, some of which I have already
discussed. Second, the current scientific conclusions are largely based on animal
experiments, Whereas there are a number of reports of human exposure to Agent
Orange constituents from industrial settings and aceidents which I will share
with you, the only clearcut health related finding is that such exposures may be
followed by the development of a skin eondition known as chloracne, However,
there are no selentifically validated data yet available to show increased frequency
among Vietnam veterans of this or other diceases or of any deaths attributable
ta long-term toxicity of Agent Orange constituents. Third, the data with respect
to the extent of individual exposures to Agent Orange Is extremely difficult to
obtain. Fourth, there is no single test yet available for determining exposure to
Agent Orange.

REPORTED STUMES ON AGENT ORANGE

ﬂ'Let me turn now to o brief review of the studies reported on Agent Orange -
effects,

Seientific work on the physicological effects of the herbicides found in Agent
{Orange on animals has been pursued since the 1940's when 2,4-D and 2,4,6-T
were lirst prepared. Studies on TCDD have algo heen pursued for over 30 years,
?venl_t]%%ugh ite pregence in Agent Orange was not widely appreciated until the
ate 1960's, '

Aminal studies of the effects of 2,4-D, 2,4,5-T and TCDD are helpful in
suggesting the potential for toxic actions of these chemicals in human beings.
However, the animal studies edan only be regarded as suggestive since no cleat-
cut relationship has been established between the response of humans to these
chemieals and that of other animal species. Accordingly, the only way to reach
definite conelusions about the effects of Agent Orange constituents on humang is
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through studies of exposed human populations. Since many types of studies that
can be performed with these chemicals in aminals are precluded in humans, the
necessary data has to be obtained through epidemiological studies of individuals
accidently exposed to these chemieals,

It might be valuable to review briefly the experimental studies of the toxie
properties of all three Agent Orange constituents in animals. Several animal spesies
have been used in these studies including rats, miee, hamsters, rabbits, guinea
pigs, chickens, dogs, cats, sheep, cattle an monf{eys. ’fhgse studies show that the
toxicity of the eompounds varies aecording to the species of animal utilized, the
dose of the compound administered and the method of administration. However,
the following general conclusions have been reached: .

1, If given in large enocugh quantities, all three compounds can be fatal for all
species studied.

2. Administration of these chemicals through “artificial” portals, such as by
injection, iz more rapidly and uniformly harmful than if the compounds are
ingested or inhaled. . i

. The major effects of these compounds consist of interference with the normal
functioning of one or more of the following organs and body aystems; liver,
kid;wys, lungg, nervous system, blood-forming orgsns, and the reproductive
system. :

4, The compounds are capable of inducing an inereased rate of abortions amon,
exposed pregnant females in-some animal species and of early death and abnorma
development among their offspring. There are, in contrast, no studies yet reported
on the effect of Agent Orange constituenis on the male reproductive system, or on
the progeny of exposed male subjeets, v -

5. Cancers are seen with increased frequency among study animals. Those
reported most commonly are sarcomas and cancers of the liver and lung, :

6. Changes in immune systems and in ¢hromosomal compozition have also been
demonstrated in several animal species following exposure to these chemicals,

Of the three compounds, TCDI) is by far the most toxic to animals, In fact, it
has been considereg by some scientists to be one of the most potent toxie sub-
stances known. In experimental studies on animals, TCDD has demonstrated a
potential for preducing chronic toxic effecta such as liver damage, decreased blood
counts and growth retardation.

Let me now review the reported studies of human exposure to Agent Orange
constituents. -

The relationship between accidental human expasure to Agent Orange constit-
wentz and the development of long-term illnesses other than chloracne reinains
speculative at prezent. However, data resulting from ocareful follow-up studies on
the vietims of some of these accidents are slowly be%inning to accumulate, The
most notable of these reaulis is the report by Judith Zack and Raymond Suskind
on the mortality rates of workers exposed to0 TCDD in the Nitro, West Virginia
accident in 1949. Their article published in the Journal of Occupational Medicine
for January 1980, focused attention on those 121 workers who had developed
chloracne. The conclusions of this study were that in comparizon with individuals
of the same age and gex in the U.S, population there were fewer deaths among the
exposed workers and that their death rates from cancer and eardiovaseular disease
were not increased.

The accident at Nitro, West Virginia was the first reported industrial accident
involving Agent Orange. A total of 228 people were exposed to a chemical mixture
including TCDD. The next major industrial accident involving TCDD ocoured
in 1953, at a factory in West Germany (Ludwigshafen) where 55 workers were
exposed. There were a series of TCIDD ocoupational exposures in Czechoslovakia
between 1965-1962 involving 78 peolple. Finally, in 1976, the largest industrial
accident to date ocourred in Seveso, Italy during which up to 10,000 people were
exposed to TCDD,

Studies of these and of a number of smaller industria), laboraiory, and other
aceidents have revealed the following: First, acute effects were common and
included such symptoms aa dizziness, nausea, headache, nervousness, fatigue,
wealkness, muscle aching, loss of appetite and abdominal pain, These symptoms
seem 1o be reversible although long-term follow-up data on most of the individuals
involved are not available. Second, TCDD exposure was capable of producing
the skin lesion, chloracne, which was found to persist for prolonged periods
of time, In faet, chloracne has been the only long-term finding which could be
consistently associated with exposure to Agent Orange constituents, Third,
other significant long-termn effects attributed by some observers to exposure to one
or more of the Agent Orange constituents, and especially the contaminant TCDD
include porphyria eutanea tarda, liver abnormalities, depressive states and
peripheral neuropathy. The proof of these relationships remains elusive,
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Several other recent situdies of Agent Orange effects on humans have been
yublished, One of these was the ALSEA study conducted by the Enviromental
rotection Ageney in 1978, It is concluded in this study that there was a conneetion
between an increased rate of spontaneous abortions in women living in the Alges
aren, of western Oregon and the use of 2,4,5,—T in the adjacent forests, It was on
the bagis of this study that the EPA subsequently issued a Rebuttable Pre-
sumption Against Registration of 2,4,5-T.
It is of interest to note that the results of this study have been contested by
a number of scientists in this country and elsewhere, For exampls, the staff of the
Environmental Health Sciences Center at Oregon State University issued o
critique of the ALSEA Report in October 1979, This critique concluded that
the connection drawn in the EPA study betwesn a presumably augmented abortion
rate and the use of 2,5,4,-T was not supported by the data presented.

HUMAN EXPOBURDL TO AGENT ORANGE

- A number of reports in the lpress have sugpested that Vietnam veterans exposed
to Agent Orange have developed a wvariety of chronic illnesses manifested by
a.wide variety of aymptoms. Included in these retports are several types of cancers
and other diseases as well as the persisience of such non-specific symptoms as
nervousness, irritability and problems with interpersonal relations,

Dr. Ton-That Tung of Vietnam has echoed these findings on the basis of
his own observations, He has reported that residents of what was the South
Vietnam exposed to Agent Orange had a higher incident of liver cancer than
those who had not been exposed, Among women who were exposed, there was
a higher incidence of abortions and children with birth defects than amon
unexposed women. Unfortunately, the validéy of his data eannot be conﬁrmeg
by independent observers due to lack of appropriate scientific access to Vietnam,

In contrast to these reports is the report of the National Academy of Sciences
entitled “The Effects of ]I::Ierbicides in South Vietnam.” This 1974 report, which
represents a very exhaustive review of all availahle data through 1874, concluded
that there wag no definitive evidence of lasting damage to human health from the
herbicides utilized in Vietnam.

In a monograph published by The International Agency for Research on Cancer
in 1977 entitled “Evaluation of the Carcinogenie Risk of Chemicals to Man,” it
was eoncluded that the available evidence did not permit any firm conclusions to
be drawn as to the cancer-cansing potential of 2,4-D, 2,4 5-T or TCDD.

The Air Foree published o technical report in 1978 entitled ‘“The Toxicology.
Environmental Fate, and Human Risk of Herbicide Orange and its Associate(i
Dioxin,” We believe that this report is the most comprehensive review of the
scientific literature relevant 1o Agent Orange yet produced. It was concluded that
the availahle acientific evidence dees not support the contention that Agent
Qrange has a permanent adverse effect on human health,

YA ACTIVITIES ON AGENT ORANGE

I would now like to inform you as to what the Veterans Administration has
speeifically done about the Agent Orange Issue, - .

First of all, we have gathered scientific information about Agent Orange and its
constitusnts, This has been accomplished through an ongoing review of the world’s
literature by my staff and by obtaining position papers from the VA Advisory
Committee on the Healih-Related Effects of Herbicides in response {o questions
which we have submitted to it.

On April 12, 1978, very shortly after the VA learned of the growing concern
about Agent QOrange, the first VA-sponsored ad hoc intersgency meeting on
herbicides was held in Centeal Office. The committee membership was expanded
to widen its expertise for the subsequent meetings held on July 7, 1978, and
September 25, 1978, The primary goals of this ad hoe committee were to exchange
information on what was know up to that time about herbicides and their possible
adverse health effects, to advise the VA on future courses of action (including
possible research), and to minimize duplieation of effort among thé various
agencies represented. :

The committee was suceessful in making progress toward the accomplishment
of these goals, However, to comply with the Federal Avizary Committee Aet, the
VA requested and received approval from the General Services Administration
for the establishment of the current VA Advisory Committee on Health-Related
Effects of Herbicides in April 1879, This committee’s role is to assemble and
analyze the information which the Veterans Administration needs in order to
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formulate apprepriste medieal policy .and procedures in the interests of the
involved veterans, The commitiee has an entirely fact-finding and advisory role
and will notbe requested to develop policy, After careful review of nominations
for membership from a wide variety of groups and individueals, a balaneed eom-
mittee representative of most of the varied public and private sector elements
involved in the herbicide controversy was selected. A list of the membership and
their institutional affiliations may be found in Attachment A.

" The committee has thus far held meetings on June 11, 1079, September 24
1979, and December 12, 19¥9. The fourth meeting is planned for April 1980
These meetings are Oﬁeﬂ. to the publie. There has been a considerable sharing of
information among the Committee members about the multiple activities and
experiences of their agencies and organizations. In addition, the Committee has
been given a series of questions submitted by both the VA and the public and
has been requested to prepare answers to them in the form of position papérs.
These questions cover the entire spectrum of concerns in the Agent Orange area.

A summary of the more significant aspects of the sommittee’s responses to
date are as follows: First, the eommittee Misted the components of an epidemio-
logical study of Vietnam veterans exposed to Agent Orange. Stress was placed on
defining as preeisely as possible the exposure of each veteran included in the
study to Agent Orange as well as to other environmental toxins. The Comrittee
also recommended that epidemiological studies be performed on other 1pcnpula.{;i'on
groups such as those exposed to Agent Orange constituents as the result of indus-
trial or agricultural pursuite. Second,cpot,ential diagnostic procedures for Agent
Orange toxicity recommended by the Committee for careful consideration include
meagurernent of dioxin levels in fat, and studies of immune system alieration,
chromosomal changes, and liver engymes induction. It was pointed out that
none of these procedures has yet been proven to have diagnostic value.

Third, the affects of Agent Orange exposure on the male reﬁroduct.ive system
were described as being unknown at present and requiring further indepth study.
The great difficulties involved in earrying out such a study were specified.

Fourth, the problems of defining the precise exposure of Vietnam ers veterans
to Agent Orange was recounted and the considerations involved in defining the
probability of such exposure were outlined.

Fifth, the types of animal studies that might be performed in order to clarify
buman sxposure to Agent Orange were outlined with those on nonhuman primates
being assigned particularly high priority.

A more detailed summary of these position papers are provided in Attachment B.

In addition to working with an Advisory Committee, we are also actively

artiei atin%{in the efforts of the Interagency Work Group to Study the Possible
E-ong—- erin Health Effects of Phenoxy Herbicides and Contaminants. That work

roup, which is chaired by the General Counsel of the Department of Health,
ﬁducation, and Welfare, was established in December 1979, at the request of the
White House. The work group is charged with the responsibility of coordinating
the activities of the various Federal agencies with program responsibilities in the
areas of phenoxy herbicides and the effects of exposure to them. It is cur intention
t0 cooperate fully with the work group and to seek their advice and counsel from
time t0 time as we proceed in our various research, trentment, educational, and
informationsal activities iu this area.

The Committee had its first meeting on February 1, 1380 and has submitted a
report to the White House summarizing the research activities of the Federal
government in this ares.

VA AGENT ORANGE EDUCATIONAL ACTIVITIER

The next major activity which I would like to deseribe to you is our effort to
educate our health care personnel on the latest seientific and clinical information
on Agent Orange.

The first information that we provided to our haspitals and clinics was contained
in a conference call with them in Mareh 1978, This conference call indicated that
it is VA poliey to provide examinations, and where appropriate, treatment to all
eligible Vietnam veterans claiming exposture to defoliants.

Following this, a teletype was sent to all VA facilities on May 18, 1978, which
further defined ecurrent VA policy and guidance on the Agent 6range issue.
(Attachment C)

VA Circular 10-78-219, which was published on September 14, 1978, established
the formal protocol for the examination of veterans who may have been exposed
to herbicides during the Vietnam War and for processing of the data obtained
from these examinations for the VA's Agent Orange Registry, (Attachment D)
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VA Circular 10-78-234, which was issued in September-1979, explained the
establishment of the Armed Forces Institute of Pathology (AFIf’) egistry for
specimens from Vietnam veterans exposed to Agent Orange. (Attachment I).

A conference was held on September 27 and 28, 1979 in Washington, 1D.C, for
those physicians in each VA medical facility who are in charge of examining
veterans who may havo heen exposed to Ageut Orange. They heard presentations
on the following topics from some of the country’s leading experts on herbicides:

a. The chemistry, toxicology, and metabolism of Agent Orange constituents
in experimental animais,

I, The way in which Agent Orange was employed during the Vietnam War.

¢. The environmental fate of Agent Orange constituents.

d. Known and suspected human health effccts of Agent Orange. constituents,
o e. Approaches to the epidemiological study of the effeets on humans of Agent

range. .

f, How Vietnam veterans view the Agent Orange issue,

On February 4, 1980, an initial meeting was held at the 8t. Louis, Missouri
VA Regional Medical Education Center to diseuss the production of an eduea-
tional videotape relating to Agent Orange. The program, which is being prepared
with input frotn a variety of sources within the VA, will he desigued to eduecatce
and inform veterans, the general publie, and VA physielans and administrative
personnel on the Agent Orange issue. Among the items that will Le addressed in
the videotape are t%e proper handling and treatment of veterans elaiming Agent
Orange exposure; what is known concerning the health effects of cxposure to
Agent Orange; what research is currently ongoing, will scon commence, or is under
consideration in this area; and the perspective of Vietnam wveterans concerning
the issue,

COMPILATION OF DATA

A third VA activity relevant to Agent Orange is our effort to build a record of the
medical data obtained from examipnation of Vietnam voterans, The goal of this
effort is to gain additional knowledge about potential effects of exposure to her-
bigides on human health. With that knowledge we can then offer these veterans
the most appropriate health care services,

The major component of this activity was initiated in May 1978 when we
establizhed a Erngram for the medical examination and long-term follow-up of
veterans who had served in Vietnam during the years that herbieides were used
there (ie., 1962-1971).

The objectives of this program are: (1) to detect disease among these veterans
and to provide appropriate treatment for those eligible for VA health care benefits;
{2) to develop statistical data on any health abnormalities which might con-
ceivably be related to exposure to Agent Orange; and (3) to provide education
and eounseling to our veteran patients on the known cffects of Agent Orange on
hurnan health.

The data obtained from these examinations will all he entered inko a central
computer where they will form the basis for our “Agent Orange Registry.,” The
data will be steadily augmented through a serles of repeat examinations performed
by the VA aver a period of years on all of the veterans included in the Registry.
In addition, information concerning the health care which these veterans receive
during this interval will also be ineluded in the Registry.

The data in the Registry will be analyzed periodieally in order to detect signif-
icant trends in the health of the veterans ineluded in it, and to determine if any
particular diseases are occurring with an unusual freguency among the veterans
examined, ‘These findings may prove to be very useful in suggesting where future
:Bjci'ent.iﬁc studies of Agent Orange efiects on human health might be most profitably

irect.

The Registry will also permit the VA to keep in contast with Vietnam era
veterans potentislly exposed to Agent Orange so0 that these veterans may promptly
benefit from any relevant discoveries made concerning the diagnosis and treatinent
of any adverse health effects arising from such exposure.

In order to make this data most useful, the VA will work with the Department
of Defense in an atiempt 10 define the extent of Agent Orange exposure for each
veteran entered into the Re%istry. However, this task will be extremely difficult,
if not impossible, to aceomplish because of the incomplete nature of the records
maintained on troop movements dyring the Vietnam War, .

The veterans’ response to this program has been brisk and it is estimated that
approximately 10,000 of them will have been examined under it by March 31, 1980.

BVe are also actively participating in the “Special Registry at the Armed Forees
Institute of Pathology for Pathological Materials from Veterans with Posgible
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Ex§osure to Herbicides During the Vietnam War.”’ This Registry was established
on September 28, 1978, Iis purpose is the collection and review of all types of tissue
material obtained by the VA from veterans claiming exposure to herhicides. These
materials are evaluated and dingnosed at the AFIP and a report of the findings is
submitted to the VA. The tissues examined are then retained at the AFIP so that
the‘:IY magr be utilized for further studies. -

he diagnostic conclusions reached on the tissues submitted to the AFIP
Registry will also be available for incorporation into other studies relevant to
Agent ranc%e that may be undertaken in the future. Among such studies that are
being considered by the AFIP are the following: (1) the detection of unusual or
unique tumeors; (2) the search for an unusually high incidence of a tumor from s
particular anatomic site or ocecurring at an unusually young age; and (3) the
discovery of a cluster of similar cases of a disease in particular military unit.

Another aspeet of our efforts to build a record concerns the claims we have re-
ceived for disability compensation based on Agenft Orange exposure. Before
providing an analysis of the claims which the VA has adjudicated thus far, I
would like briefly to diseuss the problems with regard to the adjudieation of claims
which the Agent Orange issue has posed and to place them into prespective for you.

The major dificulty here concerns the matter of relating what is currently
known about the effects of exposure to Agent Orange to the VA’s adjudication
process. BEstdblishing a connection befween ocemrrences in serviee and subsequent
disability is, of course, less difficult when the underlying disease or injury can be
documented during service. When a chronic disease lecomes manifest to s degree
of 10 percent disabling within one year following service, it iz by law presumed
to have had its inception during serviece. Likewise, where a disease process iz in
a atate of pathological advancement from which it can be reasonably inferred
that its origin was in service, even if first detected more than a year thereafter,
servige connection will be found. Alse, when service medical records contain clues
such ns subtle blood or wrine chemistry changes indicating the possible incipient
stages of a disense, extablishing a connection is made easier,

Doterminations of the sort just deseribed do not require that the adjudicator
form or offer an opinion as to the causative agent or event. So loug as the pre-
cipitating injury or disease was ineurred or aggravated in the line of duty, the law
permits compensation for resulfing disability. Two compensation claims based
upon chloracne, a known health consequenee of dioxin, have been granied by VA
but beeause the presence of this skin discase was verified in service, it was unneces-
ary to inculpate any causative agent.

Mors vexing is the resolution of elaiws in which it is contended that disabilities
first appearing v any years post-service are attributable to serviec incidents, such
as exposure to toxie agents, It is known, for example, that humans recciving
jionizing radiation in certain forms and in sufficient doses face an incroased likeli-
hood of contracting ‘‘radiogenie” forms of cancer, perhaps several years hence.

Unless or until some such latent cffects of Agent angu or its derivative com-
ponents are scientifieally documented, there are intrinsie limitations as to the
VA’ authority to allow these elaims under current law. Though I eannot emphasize
enough our policy to resolve reasonable doubt as to service ingurrence of disahilities
in favor of claimants, there is currently no medical basis upon which adverse health
effects of late-post-cxposure cnset can be reasonably tied to Agent Orange.

It iz VA policy to assist claimants iu the development of pertinent faets in order
that every benefit supported in Jaw can he granted, A Departmoent of Veteras
Benefits circular dated April 25, 1979 (Attachment F} reminded adjudicators and
henefits counselors to noiify Agent Orange elaimants of the availability of the
speecial medical examination and treatment program which could help them doeu-
ment the existence of disabling econditions. Claimants are engouraged 1o submit
uny evidence, lay or medical, which could support entitlement, and assistance in
acquiring this evidence is provided upon request. Claimants are also advised of
their rig%t, to avail themselves of the administrative hearings.to which they are
entitled at any time. : : )

In April, 19%8, the Adjudication Divisions of the regional offices wore instrueted
to begin routinely sending to Central Office copics of all decisions iivolving claims
for disability henefits based upon exposure to defoliants in Vietnam {Attachments
G and HH}. Through Jannary 31, 1980, 1,233 of these decisions were received.
Because the potential health problems associated with use of defolianis in Soiith-
cast Asia have received wide publicity only relatively recently, it is helieved that
the 1,233 decisions represeit the majority of claims ﬁ%cd and adjudicated to date.

The table in Attachment I depicts, by disability typs, the numiber of physical
and mental disorders claimed and found in these 1,233 cases, and the disposition
of the claims at the regional offiee level. As can be seen, the 1,624 disorders claimed
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due to Agent Orange span the spectrum of physical and mental maladies. In 286
claims, no specific disability has been allegecﬁ The existence of the disabilities
claimed was not documented by clinical examination or treatment records in the
great majority of cases. .

In 21 instances, the disorders claimed to be due to Agent Orange exposure were
held to be service-connected. In none of theze 21 was it necessary to determine
whether Agent Orange was or was nob a causative factor, These decisions also
show that among Agent Orange claimants, 53 disorders not, alleged to be due to
Agent Orange but elinically doeumented were heid to be service-gconneeted on the

- basis of evidence evinced during processing of the Agent Orange claims, Thesa 53
do not include disorders previously hei? to be service-connected hased upon
prior claims, . ' .

The Board of Veterans Appeals has, since July 1978, dispatched 65 appellate
decisions in cases involving contentions of Agent Orange-caused disabﬁgy.. of
these, 47 have been remanded for further evidentiary development. Five appeals
have been allowed, although again it has been unnecessary to assign a causec-effect
relationship between herbicide exposure and the disabling condition, The five
involv? 3 different forms of cancer, one case of arthralgia and one case of anxiety
neurosis,

Analysis of the 1,233 originating agency decisions showed that in 202 of the
denied claims, 8 VA examination had not been performed. In each of these cases,
there was insufficient probability of a valid claim to warrant scheduling a compen-
sation examination or the claimant did not avail himself of the opportunity. The
Department of Veterans Benefits will soon issue an instruction to all field stations
to review the claim folders of previously unsuecessful Agent Orange claimants
and, where there is no record of the special VA examination for inelusion in the
Agent Orange Registry, to remind the veteran of the availability of these examina-
tions and VA health care.

Within the confines of ewrrent law and available scientific data, the VA has made
every effort to adjudicate fairly these claims. Given the considerable uncertainties
as to deposition of the defoliant in Southeast Asia and troop positions at pertinent
times, we will aceept in the absence of positive evidence to the contrary a Vietnam
veteran's contention of exposure. The crux of the problem is that some veterans
are congerned that they have experienced delayed impairment of health as a result
of exposure, and there is no scientific evidence at present that this has oceurred.

As previcusly discussed, therc is currently no scientific evidence that Agent
Orange can induce sperm cell damage which can be transmitted to the detriment
of fetuses, No Agent Orange claims have been filed by female veterans, Tigle 38
presently permits payment of compensation only in cases of disabilities experi-
enced by veterans themselves, Should it be learned thai injuries to reproductive
pells suffered by either male or female service members ¢an be transmitied to the
detriment of the health of their offspring, the remedies available for redressing
these “secondary’’ injuries would require careful reassessment.

YA AGENT ORANGE RESEARCH ACTIVITIES

Thé fourth area of VA emphasis which I wish to discuss today is that of
research. We have heen condueting studies in several areas relevant to the Ageni
Orange issue. For exampls, we have made an effort to find out whether it is
possible to deteet and measure dioxin in the body fat of veterans exposed to
Agent Orange., We utilized the following protocol in dolng this project: 20 vet-
erans who reported that they were exposéd to Agent Orange in Vietnam, some of
- whom have symptoms which they agtribute to that exposure, volunteered to
allow a surgeon to remove fat from their abdominal wall for the test, In addition,
three Air Force officers who have worked extensively with Agent Orange but who
have no ill effects, similarly volunteered. Another 11 wveterans of the Vietnam era
who were not exPosed to Agent Orange agreed that surgeons could take s sample
of their fat as “‘control” when they performed s needed operation. All these
veterans gave informed consent for the fat biopsy procedure.

The 34 fat samples were tested by an independent, university-based chemist
who used the most sensitive method known to detect and measure dioxin. The
method, knows as gas ¢hromatography with high resolution mass spectrometry,
i still experimental and difficult to use. '

The resulis of the analysis show that seven of twenty veterans with Vietnam
service had dioxin in the small amounts of 3 to 89 parts per trillion in their fat.
Bix others in this group had even smaller amounts and seven had no detectable
dioxin at all. The three Air Foree officers who have worked extensively with
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Agent Orange had 3 to 4 parts per trillion in their fat. One of the elevén econtrols
with ne known exposure to Agent Orange had 3 parts per trillion, three others
had less, and seven had none at all.

Environmental Protection Agency scientists using s different testing proecdure
on eight duplicate samples have confirmed these results, :

We can say then that therc is a method to deteet and mesaure small amounts
of dioxin in body fat but that it is difficult to perform. Further, it requires an
operation to obtain the fat sample, Accordingly, this test, while a potentially
valuahle research tool, is not a practical routine diagnostie procedure,

We are presenting the results of this study to the VA Advisory Committes on
Health-Related Effects of Herbicides, to the Interageney Workgroup on the Toxie
Effects of Phenoxy Herbicides, National Academy of Sciences and Office of
Technology Assessment for their pritical review and comments. When that review
is completed, the VA plans to submit the results of the study for publication in a
recognized scientific journal. We will submit a preliminary repovt of this study to
the committee upon completion of this review, B . o

Publie Law 96-151 mandated that the Veterans Administration undertake two
Erojects: (1) an epiclemiological study of Vietnam veterans exposed to phenoxy

erbicides and (2) a review and analysis of the world’'s literature on phenoxy
herbicides, ’

.The VA will contract with an epidemiologist from the private sector to design
the required study and to analyze and interpret its results, The epidemiologist
will be selected by a process of ocpen eompetitive bidding. The successful bidder
will be an individual with an impeccable scientifle reputation, who has success-
fully eondueted epidemiological studies of a major scope in the past. This in-
dividual will also not be publicly associated with a partisan pusition on the human
effects of Agent Orange so as to avoid bias in the design and analysis of
the epidemiological study.

It 1s expected that the uze of a distinguished outside epidemiologist to design
the VA’s study will help assure its objectivity and scientific appropriateness, In
addition, the designer would be expected to develop a methodology for menitoring
the quality and objectivity of the data gathered.

In order to further assure that the study is designed in the scientifically appro-
priate manner, it will be reviewed prior to its initiation by several prestigious
seientific groups. It is currently, anticipated that one of these groups will a
panel of epidemiologists selected by the National Academy of Sciences, Other

roups involved in the review will include our Advisory Group on Herbicides, the

ffice of Technology Assessment and the Interagency Work Group to Study the
Possible Long-Term Health Effeets of Phenoxy Herbioides.

It is our intention that the medical and demographie date for the study will be
collested in selected VA medical centers by a staff specifically trained in the
techmiques specified by the study’s designer. This arrangement appears {0 be the
most effective method for gathering the necessary data. Attempts to duplicate
the staff and facilities required for this purpose cutside of the VA would, we
helieve, be both inordinately expensive and logistically impractical. -

The present schedule calls for selection of the contract exidemiologist to be
completed by the middle of March 1980, In addition, it is anticipated that the
atudy will be initiated by October, 1980, If this sehedule is met, the first resulés of
the study should be avallable by Decembber, 1981.

Although tentative conclusions from the studir will undoubtedly be reported on
a regular basis commencing in 1981, its final results may nat be available for aslong
as a decade, This delay in completion of the study is actually a reflestion of the
fact that any toxic effects which Agent Orange might have on human health may
not become apparent for several decades after initial exposure.

The review and analysis of the literature on phenoxy herbicides required hy
Public law 86-151, will also be performed by a distinguished and ojecetive seientist
from outside the federal government who will he retained by an open bid contract.
Once again, the purpose for conducting the project in this manner is to help assure
its objectivity, . L ' ’ ’

The body of literature pertaining to the Agent Orange issue iz large and complex,
and it is growing at a rapid rate. However, the identification and eolleetion of this
literature will he expedited by the faet that several extensive hibliographies on
herbieides {i.e,, those prepared by DoD and EPA) will be available for use in this

roject. : '

P It iz anticipated that the contract will be awarded in April, 1980 and that the
entire project will be completed by January, 1981, - :

$3-365 ¢ - 840 - 2
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In its efforts to resolve the Agent Orange issue, the VA i3 maintining close liaison
with the several government agencies with an interest in and a responsibility for
investigating certain facets of the herbicide problem. We are following their
research and other herbicide-related activities closely and eoordinating with them
whenever pogsible. .

This effort at coordination is significantly enhanced by the faet that we are
actively partieipating in the efforts of the Interagency Work Group to Study the
Posgeible Long~Term Health Effects of Phenoxy Herbicides and Contaminants
which I referred to earlier, and the VA's own Advisory Committee on Health-
Related Effects of Herbicides.

OTHER RESEARCH ACTIVITIES

I understand other tggencies will be presenting testimony on their research
activities in the area of dioxin toxicity. However, I would like to give you a brief
review of those activities. I would preface my remarks in this regard by saying
that thousands of experiments have been done and the literature searches per-
formed by the National Academy of Seience and the Air Foree list many of them.
In fact, one of the most inmiportant efforts of our Advisory Committee on Health-
Related Effects of Herbicides has been to learn of additional experiments and to
interpret their meaning for us,

Currently, HEW’s research desls with many aspects of the problems of the
toxleity of 2,4-D, 2,4,56-T, dioxins and other possible contaminants, For example,
HEW is supporting or conducting epidemiological studies of workers exposed to
these compounds in Nitro, W. Va., Jacksonville, Ark., and Sauget, Ill. Results
of these studies should yield information on the possible human health effects of
chronic dioxin exposire. Further, HEW is establishing a registry of workers
involved in the formulation or synthesis of 2,4,5,-T and is explering through the
World Health Organization International Agenoy for Research on Cancer the
development of an international registry of such workers.

HEW is studying methods for improving the analysis of the dioxins and the
preparation of pure samples of certain dioxing and dibenzofurans for analytical
standards and for toxicological studies,

NIH has initiated a study to determine if treatment of male mice with mixtures
of pure 2,4-D, 2,4,5-T and dioxin can cause birth defects and other damage to
offspring as has been reported by veterans, Mutagensesis tests for these chemicals
and neurobehavioral tests for 2,4-D are also scheduled.

A National Cancer Institute (NCI} study of 4,000 Florida pest control eperators
is being dondueted, The causes of death in this group from 1965 to the present
will be compared with normal life expectancy corrected for age and sex,

The Nationali Health Examination Survey performed by PHS/DHEW wili
provide additional data on veterans exposed to Agent Orange.

‘One of our Advisory Committee members has pointed out that veteran claims
of birth defects must be examined with full récognition of the faet that in the
normal course of pregnancy fifteen percent abort spontaneous% and abhout two
percent of surviving fetuses have some developmental defect. Furthermore, six
percent of the abnormal births relate to environmental facters and at least 20
porcent have a major genetic etiology. ]

The Communicable Disease Center's exhaustive study of birth defects in the
Atlanta area may provide valuable dats relevant to possible effect of Agent
Orange.on reproduction, In order to help clarify the influence of exposure to
herbicides in Vietnam on hirth defects, we are preparing a formal request to the
Secretary, DHEW, that the CDC's thirteen page questionnaire on birth defects
include information on the parents’ service in Vietnam. This information can
then be correlated with birth defects among the offspring of Vietnam service
personnel. . o

Information is being made Wid'elrf available from the toxicology/earcinogenesis
efforts of the National Center for Toxicology Reseprch {NCTR?Yin North Caro-
lina. NCTR compiles voluminous information on the many HEW agencies (e.g.,
FDA, NCI, NIOSH) involved in (a} screening shemicals for possible toxicity;
(b} salmonella assays; and (¢) fruit fly studies for genetic changes. We intend to
keep abreast of the many chemiicald in their testing cyele, but particularly the
dioxins and related compounds, We note that TCDD is near the end of its

: carcinbﬁenicit.y testing ¢yele, Turthermore, it is possible that a technical report
on TCDD will be released to $he publie this year—potentially an important siep
in determining the hazard to veterans exposed to Agent Orange.

Much of the automated library information established, or to be established,
by the National Library of Medicine at the request of NCTR will assist BA.
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This includes TOXLINE, CHEMLINE, the Toxicology Research Projects
Directory, and the epidemiology Projects Resenrch Directory., .

The National Toxicology Program involving the National Cancer -Institute of
NIH, the National Institute for Environmental Health Scicnce the National
Institute for Oceupational Safety and Health, and the National Center for
Toxicological Research has developed a plan for implementation in 1980 which
specifies agency roles in a number of studies of TCDD to ascertain fetotoxicity
teratogenecity, carcinogenicity and_other effects of these chemicals.

The Department of Defense is pushing its plans to conduct an epidemiological
study of the Ranch Hand members, These individuals, the pilots and ¢rews who
worked in intimate contact with Agent QOrange, are among the few service
members whose exposure to this material is fully documented. :

The National Forest Products association has performed a study of exposure of
forest orkers to 2,4,5-T, one of the components of Agent Orange.

The .8, Department of Agriculture is condueting a study of cancer deaths in
which Forestry Service employees exposed to herbicides will be compared to a
cohort group of employees not at risk,

There is o joint State of CaliforniafNCI followup of 9,000 pesticide poisoning
patients treated in emergeney rooms. The earliest date for significant informatio
from this study is proba%ly 1987,

CONCLUSBION

In conclusion, I believe that the YA is conducting a well-organized and broadly
based program for helping to resolve the issues of Agent Orange cffects on human
health, T addition, we are providing medieal diagnostic and treatment services
to eligible veterans who claim ill effects from herbicides. We are coordinating these
activities with complementary efforts being conducted by other federal agencies
and outside groups.

Despite these efforts, the final resolution of all of the issues concerning Agent
Orange may not be completed for many years. It is impossible to estimate | recisely
when wo will complete our several Agent Orange-related projects because of the
numerous imponderable factors involved. However, the following tentative
schedule of project milestones can be given:

The epidemiological study, mandated by Public Law 96-151, will be initiated by
October, 1980 and its first fentative results will be available by January, 1982,

The review and analysis of Agent Orange literature, also mandated by Publie
Law 96-151, will be completed by December 1980,

The VA’s Agent Oragnge Regisiry will contain data from 10,000 Vieinam era
veterans by April, 1980. gnalysis og this data will be issued on a regular hasis
beginning in mid 1980. -

he VA's Advisory Committee on Health-Related Effects of Herbicides will
issue a set of recommendations for future VA approaches te the resolution of the
Agent Orange issues by September, 1980, These recommendations will be periodi-
cally updated in the future,

he VA will conduet or support research in o number of basic biomedical areas
which appear to be relevant to the diagnosis of Agent Orange effects on human
health. Among these areas being considered are: chromosomal effects, immune
system compeience and effects on liver engymes.

Studies of the relative statistical frequency among Vietnam veterans of diseases
alleged to be caused by Agent Orange exposure will be pursued beginuing this year.
These will include studies of cancer, liver and kidney disease, infertility and
birth defects. .

During 1980 the VA will further regularize its Maison with other groups and
individuals who are actively involved ih some aspeet of the Ageni Orange issue.
It is expected that this process will permit the VA to benefit from the experience
and insight of others studying the issue and, in turn, to provide them with ac-
curate information on what the VA is doing in this arca. It is also possible that
these liaisons will permit the participants in the Agent Orange effort to resolve
some of their major methodelogical and technical differences so that future
efforts can proceed in a more productive fashion,

During 1880 the VA will continue to develop ecduscational materials on Agent
Orange for dissemination to the staff of its health eare facilities and for the veterans
it serves,

Mr, Chairman, everyone wants to know immediately the definitive answers to
the guestions posed by Agent Orange. Unfortunately, the scientific inquiry process
necessary 1o provide accurate reliable information does not always lend itsel to
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immediate answers, I want you to know, as one who has a personal stake in this
question, that we at the Veterans Administration, including the 39,000 Vietnam
veterans who are employed by the Veterans Administration, are committed to
c¢htaining and disseminating accurate information as soon as humanly possible.
In the meantime, we shall continue to provide every eligible veteran we examine,
and find to be in need of treatment, appropriate medical care reg rdless of causa-
tion. We owe them no less,
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Question No. 1. a. Do the available data on exposure of Vietnam veterans to
herbicides permit the performance of seientifically valid epidemiological studies
on the long-term health effects of herbicides in this group?

h. 2.4 million veterans reportedly may have been exposed to Agent Orange.
Is relinble information on subsequent health of these individuals available?
Might it be useful?

nawer, The necessary eomponents of a valid epidemiologieal study of Vietnam
veterans exposed to Agent Orange (A/O) was outlined. These components ave:
(1) precise data on the quantity of A/O applied, and the specific times and places
of its application; (2) identification of the veterans exposed to A/O with guanti-
fication of the extent of their exposure; (3) selection of a control group of veterans
which mateh the exposed group in relevant parameters; (4) inelusion as the end-
points of the epidemiological study such factors as mortality experience and
reproductive effects and (5) definition of the exposure of the eontrol and study
groups to other environmental toxins.

Question No. 2. What are the best human population groups in which to study
the long-term effects of herbicides on health, and how may these studies best be
conducted?

Answer, Those population groups exposed to AfO over a long period of time
are the ones that should be the focus ofP epidemiological studies of AfO effects on
human health. In addition to the Vietnam veterans with A/O exposure, other
population groups which might be ssudied ineclude industrial and agricultural
workers who have had significant contacts with AfO,

Question No. 3, Of whai diagnostic value are the following procedures in assess-
ing possible herbicide toxicity: levels of dioxin in fat pad biopsies; study of immune
factors; study of chromosomal patterns; and study of liver microsomal ensymes?
What additional diagnostie procedures should be considered?

Answer. Studies in experimental animals have suggested that certain types of
studies might be useful in the diagnosis of AfO toxicity. Among these are: dioxin
levels in fat biopsies, alteration in immune factors, chromosomal changes, and
activity of liver microsomal enzymes. However, it appears that many people in
the United States may have detectable levels of dioxin in their tissues yet most
of them are asympiomatic. In contrast, the absence of detectable dioxin levels
does not rule out exposure,

Experimental evidence that dioxin alters the immune system and chromosomal
inteprity in experimental animals has not been confirmed in man,

T%)D%, the principal toxin in A/O, has been shown to be a potent stimulator
of the liver mierosomal enzyme aryl hydrocarbon hydroxylase. However, there is
no evidenee that harmiul effects of TODD can be correlated with abnormalities
in the aetivity of the enzyme,

In conclusion, none of the physiolagical alterations currently assoeiated with
AfO exposure can be utilized az the basis for definitive diagnostic testa for such
expostire, However, the results of such tests might be helpful in establishing a
diagnosis of dioxin “Inioxieation’ in some patients when utilized along with
clinical data,

Question No. 4. Is it possible for herbicides o have long-term adverse effects
on the male reproductive system? :

Answer, It ig possible that such effects might occur, hut there is no convineing
evidence thag they do occur. However, specu%ation a3 t0 the nature of such effects
might include the following poszibilities: (1) A/0’'s constituents could exert &
direet deleterious effect on male spermatogenesis eausing infertility; and (2) A/O
eould damage the genetic compoenents of the sperm and result in abnormalities
in the embryo formed from a union with these sperm.

Detection of the affects of possible A/O-induced sperm defects and proof that
such effects are related to wariime exposure will be very difficult to achieve. For
example, detection of **poor reproductive cuteomes” would require study of very
large numbers of individuals since these outeomes may be very subtle and difficult
to detect. Even if these defects are detectabls, they must be shown to occur in a
mueh higher frequency among exposed Vietnam veterans than in controls, This
might also pose significant diffieulties in study design and execution.

Despite these methodologieal difficulties, it is clear that efforts should be made
to study the effects of A/O on the male reproductive system in a scientific, meticu-
Tous fashion, '

Question No. 5. What topies should be ineluded in the educational curricula
being developed o upgrade knowledge of potential herbicide toxieity among VA
stalf memhbers?

Answer, An outline was provided of an appreach to edueating VA health care
professionals in the methods of detecting herbicide toxicity. Attention to animal
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and industriat studies as models is recommended, In addition, it is suggested that
speeific forms and procedures be designed to be used in the training programs for
collection of the relevant elinical data from veterans.

Question No, . What sort of animal studies woultd make the most important
contributions .to understanding the potentially toxic effects of herbicides in
humans?

Answer. The ideal animal model would be one which responds to A/O constitu-
ents in o manner similar to that of the human being. The rhesus monkey is recom-
mended as one species that might meet the requirements of the ideal model. 1t is
suggested that male rhesus monkeys be exposed to mixtures of AfQ similar to
those to which American troops were exposed in Vietnam for similar amounts of
time, These animals should then he ohserved for elinieal abnormalities ineluding
those in the psycholegical and reproductive areas,

The carcinogenic potential of A/Q can not be ¢onveniently assessed with the
use of the rhesus monkey model, since the latent period of toxin-induced cancers
in this species is very long, Accerdingly, the use of rates and mice for such studies
is recommended because of the rapidity with which these species develop such
cancers,

Other potentially relevant studies are as follows: (1) separste toxicological
studies on eall eultures since they may render feasible the solution of many complex
investigative problems which have defined studies in intact animals; and (2)
studies of the persistence of TCDD in the fat of nonhuman primates may clarify
this matter in humans. . '

Question No. 7, What additional data should be included in the VA’s herbicide
registry over that currently collected?

Answel, The data being collectad on Vietnam veterans participating in VA's
A/Q examinaiion program is considered adequate at this time.

- Question No, 8, What are thé known factz on the persistence of dioxin and the
herbicides used during the Vietnam War in water, soil and the atmosphere? Can
these media serve as a source of human exposure to dioxin and herbicides?

Answer, The available data on persistence in soil, air and water under several
conditions of temperature and humidity of the herbicides used during the Vistnam
War and of TCDD were summarized.

The potential routes of human exposure to TCDD include: skin absorption,
inhalation and ingestion. Skin and inhalation exposure from aerial applieation
undoubtedly occurred in Vietnam but are very difficult to quantitate under the
conditions which A/O was gprayed there, Ingestion exposure, in econtrast, probably.
did not oceur, singe TCD'D apparently does not enter the food chain. Thercfore,
it may be very difficult, or even impossible, to specify which military troops were
exposed to AfO, much {ess the extent of any exposure which oceurred.

estion No. 9. What medical tests should he utillzed to help establish
diagnosis of chronic herbjcide-indueed toxicity smong Vietnam veterans?

Answer, The difficulty of separating lesions due to TCDD from those related
to other invironmental - toxins was emphasized.  In addition, it was pointed out
that since there are no known lesions specifically associated with AJO, there are
no diagnostic tests specifie for A/Q toxicity. Accordingly, any spproach to the
search for evidences of A/O toxicity must be in a research mode.

. A detalled list of the types of tests that should be undertaken and a sequential
protocel in which they should he applied is provided. It starts with a review of the
medical records of the study participants during their terms of military service
in Vietnam. Next, emphasis would be placed on the following hody systems in the
medical examination: skin, hematopoietic-immunologic system, liver, reproductive
system and central nervous system (neurological and psychological aspects).
Efforts would also be made to document sources of exposure to environmental
toxins other than A/Q utilized in Vietnam.

Question No. 10. Can criteria be established for determining the level of exposure
of military personnel to dioxin during the Vietnam war hased on spraying tapes
and unit histories?

Answer. There are no data available which will allow determination of a precise
level of expasure of a Vietnam veteran to Agent Orange. Accordingly, the best
assessment of such exposure iz one based on ‘Trelative probabilities.” These

robabilities would be eonstructed on the basis of 2 model which considered the

?ollowing factors; {1) the inclusive dates during which the individual was in
Vietnam; (2) the jobs he performed; (3) the way in -which the exposure ocourred;
(4} the type of aircraft/vehicle involved in the exposure; and (5) the individual’s
circumstances during the spraying exposure.

The following data on A/Q use must be considered in ealeulating the probability
of exposure of a given individual at a specific time,
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Area I—(a) A/O and other TCDD-containing herbicides were utilized in
Vielnam between 1962 and 1971, AfO was the most heavily utilized of these
h:;gicidea (i.e., 10.7 million gallons of Orange out of 17.7 million gallons total

used).

(b} The dioxin content of A/O which was utilized between 1985 and 1971 was
‘apparently much lower than that of the herbicides utilized between 1962 and 1965.

Area 3.—(a) The exposure of military ?opulations to A/O was highly variable,
ranging from the close with it experienced by the 1,200 Ranch Hand group through
the more indirect type of contact of ground troops entering » defolinted area one
month or mote after herbicide application.

" (b) It appears that the vast majority of U.8. troop contacts with A/O would
be of the indirect and delayed type.

Areq 3,—(a) The preeise jobr which an individual lperformed and hig geographicul
situation at the time of spraying will approximately correlate with his chances of
eoming in contact with a TCDD-containing herbicide.

{b) AfO, for example, was utilized primarily on mangrove and island forests
god In combat Tactieal Zone 111, '

Areg 4—The military aireraft utilized for most AfO spraying was the C-123/
UC-123. However, some AfO was sprayed by helicopter pilots and the C-123
was also used extensively Ior pestielde spraying.

Area 5—(a) Exposure to A/O might have occcurved via direct percutaneous
absorption, inhalation of vapors/areosols; imdirect percutaneous or inhalation
absorption; and ingestion of eontaminated foods,

() The known facts of the environmental fate of A/Q constituents would
suggest that these constituents are decomposed rather rapidly and that they do
not enter the food chain to a significant extent.

In conclusion, the paper reeommends that exposure must be investigated on an
individual basis utilizing the five areas mentioned in the paper as the framework
on which the investigailon should be hased.

Question No. 11. Will it be possible to develop standards and eriteria which
define the precice relationship betwecn herbicides and dioxin with chronie adverse
effects in humans? Can these criteria also specify the reasonable limits between the
time of exposure to herbicides and the development of disease? :

Answer, At the present time it is not possible to develop standards and eriteria
which define the preeise relationship between exposure to herbicides and dioxin
with e¢hronic adverse effects in humans, Buch eriteria can only be developed as the
redult of epidemiologieal studies based on sound secientific prineiples.

Question No. 12. To what extent is information potentially available on the
effects of Agent Orange on the indigenous Yietnam population?

Answer. The amount of data available in this area iz very limited and expansion
of its eontents will depend upon whether the government of Vietnam will permit
scientific access to the appropriate geographical area and population groups. In
the meantime, the 1974 study by the g&tional Academy of gciences (i.e,, "The
Effects of Herbicides in South Vietnam®) remains our sole source of information
on the health experience of the population of South Vietnam exposed to A/Q,
Unfortunately, that study has a signifieant limitation scientifically because it
lacks data on long-term follow-up of exposed populations.

Question Nao, f? What is the UN doing concerning possible Agent Orange
exposure of UN troops vthat served with 1.8, forces in Vietnom?

Answer. The Administrator sent a letter on August 28, 1979 to the Honorable
Kurt Waldhehn, Seeretary General of the United Nations, requesting information
on any activities that the UN might be undertaking related to the Agent Orange
issue, Asof February 15, 1980, no reply had heen received to thisletter.

ArTAacHMENT ©

Directors, YA hospitals, domiciliary, outpatient clinies, and regional offices with
outpatient elinies,
Subjc‘:%t: Potential exposures of Veterans to chemical defoliants during the Vietnam
ar,

1. During the Vietnam War, herbicidal war chemicalz were utilzed for defolia-
tion of vegetation. Recently concern has developed among some scientific and
other groups that these chemicals may be eapable of producing adverse health
effects on individuals who were exposeqd to these herbicides. Because of their po-
tential impact on a segment of the veteran population, the VA iz attempting to
develop accurate information on the health-reiated effects of the defoliants
utilized during the Vietnam War,
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2. The four defoliants ufilized regularly were pioloram, cacodlic acid, 2,4-D
and 2,4,5-T. These wers mixed in variable proportions and placed in eolor-coded
- storage drums which were identified as “Agent Orange”, “*Agent White' ', “Agent

Blue”, snd “Agent Purple.” A large number of studies performed on man and sev-
oral animal species have demonstrated that the four herbicides have a low lavel
of toxity, both individually and when mixed. Furthermora they appear to be
rapidly absorbed and completely excreted in both the human and the animal.

3 ﬁumans exposed repeatedly to these agents may experience temporary and
fully reversible neurlog{éal symptoms; however, the only chronic condition
definitely associated with such exposure in humans is chloracne. Comprehensive
animal studies performed under experimental conditions have demonstrated
that very massive doses of these agents produce fatty degeneration of solid organs,
gastrointestinal disturbances and thymic atrophy, all of which were reversible
after withdrawal of the chemicals.

4, These atudies have failed to econfirm the suggestion in the Vietnamese medieal
literature that liver camcer, frequent abortions, and fetal birth defects occour
among thoze exposed to the defoliants. In addition, no confirmation has been ob-
tained for the experimental studies of one scientists who found that hepatic and
panereatic cancers followed prolonged exposure to one of the chemieals, .

5. In contrast to the apparent low toxicity of the four defoliants, evidence has
been adduced that & contaminant called dioxin found in some of the storage drums
has a significant potential toxieity. Although its concentration of dioxin was
variable In different drums, it was always found in minute guantities. Experi-
mental evidence from animal studies indieates that this chemical is eliminated
from the body fairly rapidly and that it produces its toxic effects rather promptly.
All available data suggests that it is not retained in tissues for prolonged periods
of time, Accordingly, the recent suggestion by some observers that dioxin might
§ﬁlllbe qlg’loeoted in the fat tissues of Vietnam veterans exposed to it appears to be
implausible.

6. Despite the genera.llx/negative results of human and animal studies of the
toxicity potentinl of the Vietnam defoliants, o great deal of concern has been
engendered among voterans and their families by media presentations on these
agents, The VA is responding to these concerns by working collaboratively with
apprgf)riate experts from the Federal and private sectors in order to more ade-
quately define the potential human toxicity of the defoliants for humans, You will
be pericdically informed concerning the results of these efforts. . :

. Meanwhile, we request that all VA stafl who are ealled upon to deal with
veterans who are concerned about toxic effects from a possible exposure to the
defoliants adhere to the following protocol:

A. Every veteran who alleges defoliant exposure must receive prompt courteouns,
compassionate econsideration. :

B. It the veteran has no objective symptoms or signs, simple reassurance should
be offered. The veteran should be told that a record of the medical examination
will be kept for future reference, but that if the veteran does not now have symp-
{oms and did not previously experience any, the likelihood of herbicide poiscning
is virtually zero. '

C. If the veteran presents with ‘symptoms and signs which are not clearly
explioahble in terms of definable disense, a detailed history sheuld be recorded on
the VA form 10-10m, including such details the veteran may remember- concerning
his exposure to defoliant agents, This information ean be checked against military
data, if indicated. o

D. In view of the remaining uncertainties on the long-term effects of the defo-
liants, all VA personnel should avoid premature commitment to any diagnosis
of defoliant poisoning, Similarly, entries in medical records should not contain
statements about the relationship between a veleran's illnesses and defoliant
exposure unless uhequivoesal confirmation of such a connection has been estab-
lished. Accordingly, veterans in whom defoliant poisoning is suspected should be
admitted to a VA hospital for appropriate work-up,

E. ¥ there is evidénce suﬁ%astive of defoliant agent pojsoning, pertinent date
must be forwarded to the ADCMD for operations {11}, VACO,

F. No veterans other than those referred by DVE should be ealled in for the
express purpose of having them examined for possible defoliant poisoning.

G. All VA forms 10-10m indieating that the veteran or the physﬁ;ian has material
concern about the possibility of defoliant poisoning, should be preserved until
further notification. ]
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H. A 3 x 5 loeator card should be developed by MAS so that VA forms 10-16m
can be swiftly retrieved if the need develops. MAS staff have received instruetions
on how to develop these eards. Significant administrative problems may he
re[iorted to VACO MAS (136D). :

. If a patient who already is hospitalized intimates that he or she may have
been exposed to defoliants, a siatément to this effect should be entered in the
medical record. If there are symtoms or signs which cannot be explained in terms
of well known medical entities these should be appropriately investigated.

J. Many agricultural and horticultural agents contain the same herhicidal

-chemicals as were incorporated in the Vietham defoliants, Whenever there is
suspicion of chemical poisoning, therefore, inquiry should be directed to other
sources of intoxieation as well as the allegations eoncerning the Vietnam episodes.
There also are many industrial sources of ehemieal intoxication whose manifesta-
tions are similar to the syndromes aseribed to the defoliants, A careful oecupa-~
tional history therefore iz necessary. : : : :

K, Staff of field HCF's who may e called upon to make public statements
ooncerning the defoliants should not do so befere reviewing their proposed exposi-
tions with the ACMD for professional services, whose staff will provide the needed
technical guidance, . i )

7. We trust that the foregoing guidance will be suffigient. If new information
indicated a change of policy, additional directives will be issued. Sheuld any
problem arise which is not covered Ly this policy staterment additional clarifiea-

" tion may be sought by calling VACO Medical Service (Dr. Gerrit Sehepers, ext.
389—2;250). Any freedom of informaticn request should be ¢oordinated with VACO.
11/10 .

. ArTacuMENT D

Cireular 10-78-219
SEPTEMBER 14, 1978,
VETERANS ADMINISTRATION, .
Depariment of Medicine and Surgery
Washington, D.C.
To: Dircetors, all VA hospitals, domiciliary, and outpatient ¢linies,
Subjeoct :SP{)i;-;sible exposures of Veterans to herbieides during the Vietnam War,

.

1. The purpose of this Cirveular is to provide supplementsal information to the
teletype directive dated May 19, 1978, on the above subject, and instructions for
documentation in the medical record, It is essential that all concerned personnel
be 2F'i\mn eopies of the teletype directive and this Cireular,

. Recent publicity in the news medin about illness among persons who were
.exposed to herbicidal agents used in Southeast Asia, may result in veterans
prezenting themselves at VA health care facilities for evaluation, It should be
understood that there iz no positive evidence for deleterious effects on the health
of individuals exposed to these herbicides which is of a permanent nature, How-
ever, it is widely agreed that it is necessary to provide such individuals with
meticulous medieal follow-up for prolonged periods of time in order to obtain
definitive answers about the health related effects of herbicides. :

3. Accordingly, VA policy is to examine thoroughly all veterans who claim toxie
effects from exposure to herbicides during the Vietnam War and to maintain
appropriate records on them so that any late complications due to these agents
ean be determined and {reated. :

4, All Vietnam Tra veterans who currently are being treated in a VAHCF, and
those who apply for such care will be asked to identify their previous military
ocecupational code number, and asked whether they were exposed to herbieidal
sprays or bulk chemicals during their periods of service in Vietnam. The militar
oecupational code number wilt be entered on the VA Form 10-~10 (April 1978§
Application for Medical Benefits, in item 13, Military Service.

5. If 8 veteran statos that hefshe was exposed to defoliant sprays or bulk
chemicals, hefshe will be asked the questicns appearing on the initial data base,
possible exposure to toxic chemicals, part I, of the regular medical history for
an examination {attachment A).

6. In eliciting the medienl history and performing the physical examination
(Attachments B & C), partieular attention should be given {o those organs which
are most commonly affected by chemical intoxicants: nervous system, immune
gystem, blood-forming system, liver, kidneys, thyroid, adrenals, genads, skin,
and lungs, Bvidence concerning the following symgtomsfconditions should be
ascertained: an altered sex drive, sterility, frequent abortions, congenital deform-
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ities among children, repeated infections, and neoplasia, Particular attention
should be directed to the detection of chloraene, a skin condition which has been
associated with acute exposure to herbicide mixtures containing the toxic chemieal,
Dioxin. It is important when the first manifestation of these symptoms/eonditions
occurred and the details of any treatment provided.

7. Appropriate diagnostic studies should be performed and consultations ob-
tained as indicated by the patient’s symptoms and signs, Performance of non-
routine diagnostic studies such as sperm counts may be appropriate if suggested
by the workup. Any =zurgical, cytologic or other similar tissue removed in conjune-
tion with any diagnostie, operative or other procedure should be processed and
reported in the usual manner. All slides, blocks, and tissues will be retained for
inclusion in a special tissue registry, the location and operation of which will be
described in a separate eirecular. :

8, There is controversy among experts regarding the diagnostic value of mea-
suring levels in body fat of Dioxin, a toxic contaminant of the herbicides utilized
in Vietnam. In order to help resolve this controversy a study will be conducted,
under VACO auspices, which will measure Dioexin levels in fat tissue faken from
VA patients with a history of exposure to perbicides and from an unexposed
control group. Uuntil this study is eompleteyl, no VAHCY should attempt to
measure tissue Dioxin levels in any of its patients without prior concent from
VACO (11F).

9. Whenever a veteran seeks evaluation at a VAHCF for possible toxicity due to
herbicides, the Medical Administration Sevvice should be notified of this fact
E:;;}mptly. Following notifieation, that Serviee will initiante the procedures listed

OW

(lg The patient data eard will be used to imprint a 3 x 5 card.
(2) The 3 x 5 card will be filed alphabetically in a special file, which will be
retained indefinitely,

{2) The file will be labeled "“Passible Toxic Chemical Exposure File™,

{4} In Item No. 17 of VAF 10-10, *Do you believe the need for care is’’ the
g})llowing, ,statement. will be entered in the blank space: “Possible Toxic Chemical

sposure’.

5) For extra control purposes—insert at the top of VAF 10-10m, (Medicat
Certifieate and History) the following statement: “The veteran states hefshe has
heen exposed to chemical defoliant’, :

10. For all Vietnam veterans for whom these 3 x 5 cards are generated, it is
essential that uniform recording of the initial data hase discussed in paragraph 4
he provided, The following medical record forms will contain the data as illus-
trated on Attachments A, B, and C: Progress Notes {SF 509 or VAF 10-7978i)
and Physical Examination (8F 506 or VAF 10-7978¢). The heading, “Initial
data basepossible exposure to toxic chemicals (part I, IT or III)* will be placed
at the top and bottom (ineluding reverse side of each form) to insure proper
identification and easy retrieval. If a Vietnam veteran is eurrently hospitalized,
the illustrated progress notes form (parts I and IT} will be eompleted and, in
addition, the current physical examination form, alresdy completed, will bhe
stamped with the heading “Initial data hase—possible exposure to toxie
chemicals—part II1,”

11, When the VAF 10-10 involving a potential chemical exposure and the
Initial Data Base are completed and there is no indication for hospitalization ov
outpatient treatment, the forms will be placed in &n existing or newly ereated
veteran’s Consclidated Health Reecord (CHR) rather than being placed in the
rejected VAF 1010 file. The placement of these forms in the (,F will insure
that the record’is retained for historical, elinical, statistical and research purposes.

12, A guarterly report, beginning with the quarter ending September 1978 will
be submitted to reach the Assoeiate Deputy CMD for Operations (11) by the
8th workday of the month following the close of the quarter, Negative reports
are to be submitted. The report will contain the following information:

(a) Total number of Vietham Era veterans claiming symptoms related to
possible exposure to chemical defoliants or bulk chemicals during their tours of
service in Southeast Asia,

(b) Of the total number of veterans alleging symptoms in Subpa.ra,(%raph a
above, the number of veterans with symptoms professionally attributed to ex-
pasure to chemicals defoliants.

{c) Copies of Attachmentz A, B, and C, with copies of (])erbinent laborator
data and consuléations, completed for each veteran included in subparagraph
will accompany the quarterly report.
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Color-coded month tags should be placed on the 3 x 4 eards to provide the data
required by subpsaragraph a. Loeal eontrols should he established to provide aub-
paragraph b data.

13. We recommend that consideration be given to the designation of one or two
clinical staff members as “environmental health physician{s)” to provide clinical
mansgement of veterans claiming exposure,

14. Questions concerning VACO’s position on possible sxposures to herbicides
should be referred as follows: policy cquestions to Iir. Paul Haber (11} at extension
2213 or Dr. Richard Levinsen (11F) at extension 3556, clinical questions to Dr,
Gerrit Behepers (111) ab extension 2550; and administrative questions to Medical
Administration Service (136B) at extensions 2033 and 3468.

HerBrrr M, Baganz, M.D.,
Acting Depuly Chief Medical Director,
Attachments,
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‘Cireutar 10-78-219
: RCS 11-49
Beptenber 14, 1978 Attachnsnt A
MEDICAL RECORS | PROGRESS NOTES

A, Data |  Current Bratus of Vetarsn: ~——- Svtpatienc

B. Branch qf Saervice:
M1 icar

C. How nany axposures doas the vetaran sllegel

D, What way the nature of stch exposure?

B, When_and phere did cthese exposures occur? (Specify dakes, wilitayy field beses,
and of sxposurs.)

F. Define gevaricty of the sxposurs = circle or check, as appropriste.

Hevare Mrect Rapoated Prolonged
Bhort Mild Indiract

G, At time [of exposure = what was the veteran's job in servicef?
re t t .

H. Fow dirdetly was the veteran brought in contact with chanicale? (Check ong)

— Vataran was Weaber of headquarters parsovnel end far removed from
wits of chenical anposure,

Vetoran was in field,

Vateran opevated spparatus usad for chemi¢al spraying or handled
T bulk chenicale in such a menner that gross exposure was possible,

1, If, in fileld, was veteran undarcover (hnt%di.ng, tranch, foxhela, atc.) or out

An opent Was ha in & vehicla st the tiae

#L HConiinum oo rywrer ik} (§EE OTHER BIDE)
OENTIGATION (o Opar #9 Wi daaty g Nomi—dam v, bl [— TR T

PROGRESS NOTES
. Aot e e - BASE-ipeeTalf

m‘n‘m‘m%mm_m
-—— BOCALS - PART ]
A-1
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Attachment A

Circular 10-78-2]19
September 14, 1978 (Reverse Side)
PMROGRESS NOTES
C3) -
TIAL - - PART T

J.  How lorz was vatarsn pressnt st site of chemicsl osure?

K.  Was vafferap fssvad protective gesr? —_—T1 Ko
1f “yad' - did vetersn wesr thiy gesy? h.{T] No

Dascribe goar:

L. D14 vadaran enter aress whare chamicals previously had baen sprayed or
il ¥ a4

M,  What atlapy were teken to remove chemicals from vetsran or the envirooment?

N,  Has vethran been sxposad to other potantially toxic chemicals:

Prior to eilitecy pervics: Yan No

(2} During military wervics: Yes ¥o
(3 After military service: Yas Ho IF 'YES" DESCRIBE:
0. (1) What is veteran's wilitsry occupation code number?
— {2 r; ort of Separation-Active Tuty?

Yes o 1IP "vas" momc! VETERAN TO BRING A COPY.

(A} Vetar 2 health/madical record?
Yase ___ R TP “"Is“ mm! VETERAN TO BRING IN A COPY.

; 1
—Yes No I¥ “YBES", STATE LOCATION,
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Circular LO-78-219

Saptembier 14; 1976 RCS 131-49

Attachnsnt B

AEVIpI DATA ON PART T
A, Portingnt Hedicel History - include eymptows at time of axposurs, or
Later - attributed 11 £o. = {c

another TL

B, Parcinent Phyaical Bmaminstion (PE} = {check one).

. Physical Exanination to be done (Use 8F 506 or VAF 10-75781)
MInitigl Dty Bane = Chemigal Bxposuve, Pare 11T "

.__R'Qpnt, Physical Examivation is {ndicaced (al trior PE han beeun
done within eix momths_snd has been uv!.awd;.

___Hapeat TE 17 mot Indicatad (a prior PE haa been done within six
wotiths and hed basn ravieved),

[Conrinus 4n reviree sidc) (8EE- OTHER SIDE)

———— ~—
FATIENTS DRATIICATION Lir gt b wmetom i 9 N —fai. M. o, TR e WAAD N
s ik, i, dgeitd o it farsbry!
PROGAESS MOTES THITIAT DATA
WTANDAND i 508 Pary. 11-T4; - TRIF
et gy LTI
ST, poolihw foe
- - RT II

B~l



Circular 10-78-21%
Septenber 14, 1978 ‘(Em‘r‘::lgéa)

Yos Yo :
— —m Cowpleta blood count including differemtial

- thin six wonths

Liver Function Frofila

Kenal Yonction Profile

Sperw Count

e

Rafarral to a Dermatelogist

—— ———

D, Uther Commants:

1.  Bvidence of Keoplasia: Prasent ___ Absent _

Family History of:
lhoglu!.a Ralated Pmr.org {®.8., clpaTetcs smoking,
radistion expopyte, ke,

2. Bvidence of « Veteran andfor Family:

Infartility: Prassnt _ Absent _

Abortions: Yes__ Wo

Taratogensnio: Tes ___ No

1f "yas", Dascride:

3. Wre u'ntn's spouss or children in Vietnem? Yas __ ¥o
If “yog", xive datajls,

WHAHTARG PORL 08 RALY: P 14:TH

KIC CHEMICALS - PAKT JI




Lircelar 10-78-215

Gaptesber 14, 1978 RCS 11-49

oot P M Attachment ¢
CLINICAL RECORD | PHYSICAL EXAMNATION

AT P ERAM. | MERNT —— TREMFDRATURE | PASE BLOOD PREMRE

Um —Duracribe {1} Gerwral ardt Montat smm. { Haad and Nock (QGeneral); “’ lrﬂ.'
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Cireular 10-79-83
Aprin 16, 1979,
VETERANE ADMINISTRATION
Department of Medicine and Surgery,
Washington, D.C.

To: Directors, VA Medieal Centers, Medieal and Regional Office Centers, Domi-
‘cﬂlari;, Outpatient Clinics, and Regional Offices with Qutpatient Clinics,
Sub]t;gté.s {)i;siibge exposure of veterans to herbicldes during the Vietnam War,

1. This represents a revision of ¢irgular 10-78-219, dated September 14, 1978.

2. A number of individuals from the publie, scientifie, mediecal and journalism
communities have recently raised the issue of possible adverse effects of herbicides
uﬁﬂlxt}d lCluring the Vietnam War on the health of the veterans exposed to these
chemicals.

3, The VA shares this concern and has reviewed the most recent studies on
the toxiciloFy of these herbicides, These studies indicate that transient symptoms
and signs of disease may appear shortly after exposure to the herbicides, hut they
do not provide evidence of any lasting deleterfous effects in human beings.

4, The VA will provide an appropriately detailed medieal examination and
follow-up of all Vietnam veterans who come to VA health care facilities elaiming
herbicide exposure in order to obtain further information regarding any possible
long-term health-related effects of these agents.

5. In pursuance of this goal, it iz VA poliey to provide thorough medical evalua-
tiong of all veterans {n its patient population who claim exposure to herbicides
during the Vietnam War and to follow them over a Feriod of years so that any
long-term complications resulting from these chemicals c¢an be detected and
treated. Data on all veterans examined for possible herhicide toxicity in the VA
system will be entered into a registry maintained in VA Central Office, Follow-up
of the veterans entered into the registry will be moenitored and supervised by the
Office of the ACMD for Professional Serviees, : .

6. It is to be emphasized that at this time VA medical centers will refrain from
efforts to induce veterans who are not currently part of their patient population
to undergo an examination for possible health-related effects of herbicides, Should
the medical evidence being gathered reveal a relationship betweon herbicide ex~
posure in Vietnam and long-termn effects on health, an effort will he madse to
reach all Bossible exposed veterans for appropriate study.

7. All Vietnam Era veterans who currently are being treated in a Veterans
Administration medical center, and future applicants for VA health care, will be
asked if they were exposed to herbicidal chemicals during their service in Vietnam.
Those elaiming exposure will be requested to identify their military occupational
code numbers, Thege numbers will be entered on the VA form 10-10 (Apﬁl 1978),
“Application for Medical Benefits,” under item 18, “Military Servica,’

, Veterans who claim exposure to herbicidal chemicals during the Vietnam
War, will receive a thorough examination which covers the specific areas indi-
cated in Attachments A, B and C of this circular, Each VA medical center will
record resulis of these examinations in the formats illustrated in these attach-
"~ ments. This information must be collected for both inpatients and cutpatients,

9. Veterans who report exposure to herbicidal chemicals will be asked the ques-
tions listed on the initial data base, possible exposure to toxic chemieals, part I,
which iz presented in attachment A,

10. In elisiting the medical history and performing the physical examination
{in accordance with Attachments B and () particular attention will he given to
those organs which are most commonly affected by chemical intoxicants, namely,
nervous system, immune system, blood-forming system, liver, kidneys, thyroid,
adrenals, gonads, skin and lungs. Particular attention will be paid to the detection
of ohloraene, a skin condition which haz been associated with acute exposure to
herbieide mixtures containing the toxic chemical, Dioxin, Evidence will also be
sought concerning the following potentially relevant symptoms or conditions:
aftered zex drive, sterility, congenital deformities smong children, repeated in-
fectiong, neoplasia, and for female veterans, difficulties in earrying pregnancies to
term. In gathering these data, it is important to determine when the first mani-
festation of the potential symptoms or conditions accurred, their intensity, the
degree of physieal incapacitation at the time of exposure, and to note the details
of any treatment received for them,

11. In eonjunetion with this workup, Appropriate diagnostie studies should be
performed and eonsultations obtained as indieated by the patient’s symptoms and
signs. Non-routine diagnostic studies, such as, sperm eounts should be performed
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only if suggested by the workup. SBurgieal or sytologic spesimens obtained during
any dingnostie, operative or other proeedure performed during the workups
should be processed and reported in the usual manner, However, the slides, blocks
and tissue specimens are to be retained for inclusion in a special tissue registry,
the loeation and operation of which is deseribed in DM & 8 Circular 10-73-234,
dated September 29, 1978, Subj: Special Registry at the Armed Forees Institute
of Pathology for Pathological Material from Veterans with Possible Exposure to
Herbicides During the Vietnam War. ‘ ’

12, There iz controversy among experts regarding the diagnostic value of
measuring levels of dioxin in body fat. In order to help resolve this controversy, a
VA-supervised study will be condueted which will measure dioxin levels in fat
tissue taken from VA patients with a history of exposure to herbicides and from
an unexposed control group. Until this study is completed, no VA medieal center
will attempt to measure tissue dioxin levels in any of its patients without prior
consent of VACO (11F),

13, When a Vietnam veteran who claims herbicide exposure is examined at a
VA medical center, the center’s Medical Administration Service must be notified.
Following notification, that Service will initiate the procedures listed below:

(a} The patient data card will be used to imprint a 3 x 6 card.

{b} The card will be filed alphabetically in a special file, labeled “Possible Toxic
Chemieal Exposure File,” which will be retained indefinately.

{¢) In item No. 17 of VAF 10~10, “Do you believe the need for care iz’ the
Ellowing statement will be entered in the blank space: ‘'Possible Toxie Chemioal

xposure.’” i
d) For extra control ﬂurposes-—insert at the top of VAF 10-10m, Mediecal
Certificate and History, the following statement: “The veteran states hefshe has
been exposed to herbicidal chemicals,

{e) A duplicate copy of the examinations recorded as directed in paragraph 8
through 11, above, will he forwarded to VACO (11F) as part of the medical center’s
quarterly report as direeted in paragraph 15 below, :

14. The original records of all examinations performed on Vietnam veterans for

ossible herbicide toxicity are to be retalned in the veteran's Consolidated Health

ecord (CHR). If s CHR. does not already exist for a veteran examined for herbi-
cide toxicity, one will be established, and the results of the examination for herbi-
eide toxjeity is to be enclosed in hisfher CHR.

15. A quarterly report will be submitted to VACO Professional Services (11F)
by the 8th workday of the month following the close of each quarter, beginning
with the quarter ending December 31, 1978, Negative reports are required, The
data submitted will be reviewed by a multidiseiplinary committee composed of
VACO staff members,

16, This report will contain the following information:

{a} A ]egib{; copy of all of the data obtained on Vietnam veterans who elaim
herbicide exposure ag directed in paragraphs & through 11 in this cireular and
recorded in the format provided in -Attachments A, B, and C. Examinatious
recorded in any other formats are not accpetable. Pertinent laboratory data and
consultations obtained as part of these examinations will scoompany this report.

{(b) Copies of all medical record dosuments prepared as a result of follow-up
of Vietnam veterans already reported during previous guarters. These documents
will be identified with a statement indicating that their submission is a follow-up
of a previous report. -

17. One or two clinical staff members will he desighated as “environmental
health physieian(s)’ and assigned responsibility for the examination and follow-up
of veterans claiming herbicide exposure. The names of the physicians selected for
this responsibility will be submitted to VACO by May 1, 1979,

18, Questions concerning VACOQ's position on possible exposures to herbicides
should be referred as follows: policy questions to Dr, Paul Naber {11} at extension
2213 or Dr. Richard Levinson {11F) at extension 3560; clinieal questions to Dr.
Gerrit Schepers (111} at extension 2550; and administrative questions to Medical
Administraiion Serviee (136B) at extensions 2933 and 3468.

19. VA Form 10-20681(NR), APR 1979, attachment A,B, and C may be
reproduced at each medical center in gquantities needed.

20. Rescission of ciroular 10-75-219.

Donarp L. Custis, M.D,,
Deputy Chief Medieal Divector,
Attachments.
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. Cireular 10479483
- April 16, 1979

WO 11-4%
Atcachnant A

— Jutpationt
| Current Sctactws of Vateran: — lnestimc
B.  Brasch Service:

C. Pow sxposures dose the vetersn allege? .

D. What ved tfu'c astura of sach expesurs?

m t acify datas. mtlitary fSald basys,
B. mn and :E. did th::; EEPOBYTEP OLCUT _60 _

T. Defina dwverity of tha amposure = citcle or chatk, &4 sppropriste.
Tevera Birect Sepeutald Frolonged
Short Mild Indirect

G, At tineof axposors = what wae the vetersn's job in ltrr;.ec?
tien. raar schelon, adzinistrecion, ete,

-

H. llw dirdecly was the vatsren brought in contect with charicals? (Oheck one)

— [ — Vataran vas weaber of llu‘quuun pertonng! and far ramoved from
: T wite of chamical axposurs,

— ToEorE0 was in fiald,

I’-tcmn arated apparatus need (or cheaical epre or handlsd
" bulk chexicsls in such ”. B lluur thet groes m”mﬁ.gu possible.

1, i tn cl‘; woB VataTan ud-::wu (m}m.. tranch, foxhole, ate.) or out

(SEE OTHIR BIDE)
-
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Attashaant A

f:r'fflﬁ.lfi;z"’ - (Raverse Bide)

K F;T n {asued protective gear? . T .
cMdvateran yaar thipgesr? — _ Yeo Mo
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= g 1 yatepso
chomicalle? Doss veteran ramwsber chamicsl namas? Daseribe in datat),

M. What sthps wars taken to remcve shenicals from vatersn or the wnvirommmt?

"

K, Ha u:pu_n beat expossd to other ntntt;lly tomic chamicale:
H [ ¢ 3

¥ During military service: : 7]

»
3

©. (1) What fs veraran's Sllitary eceupation uio 5 1
—12)

=Attive Dutv?
—Te Mo Ir wmsmmulm‘m

oy 1th/medice :m!‘l
(1] fi T mms VETERAN TO RRING .
— N
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Cireular 10-79-8: |
April 16, 1979

WCE .49
Attathaant §
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Otreular 10-79-83

April 16, 1979
! i - - Q:ﬁcm gﬁl) :
_ PROGAESS NOTES
— 3

€. .
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. 2. Bvidence of = Vateran snd/or Peaily:

Iefaveility: Present _ Abesmt
dborcions: Yus Mo
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ArracaMENT E

Circular 10-78-234
SEpTEMBER 29, 1978,
VRETERANS ADMIKIBSTRATION,
Department of Medicine and Surgery,
Washington, D.C.

Bubject: Special Registry at the Armed Forces Institute of Pathology for Patho-
logieal Material from Veterans with Possible Exposure to Herbicides During
the Vietnam War

To: Directors, Medieal Centers, Medical Regional Office Centers, Domiciliary,
Outpatient Clinies and Regional Offices with Qutpatient Clinics

L. Attention is directed to IM&S Circular 10-78-219, RCE 11-49 dated Sep-
temnber 14, 1978 Possible exposures of veterans te herbicides during the Vietnam
War with particular reference tg&)aragraph 7. This paragraph states that a special
tissue registry will be established for central collection of surgical, eytologic and
autop’?' material from veterans ineluded in this category.

2. This Circular announces the establishment of this special registry in the
Environmental and Drug Induced Pathology Department at the Armed Forces
Institute of Pathology (AFIP).

3. All pathological material {surgical, eytologic or other similar tissue) from
veteérans with possible exposure to herbicides during the Vietmam War will be
examined and reported in the customary manner at each medical facility, In
addition, a duplicate set of slides, blocks and representative wet tissue will be
forwarded promptly to the AFIP with the case clearly marked as *Possible
Exposure to Herbicides-Vietnam War.” Information will also be placed on 8T 513,
Tissue Examination in the patient’s medieal reeord noting that pathological
material has been sent to the AFIP for inclysion in the speeial registry.

4, The material for shipment to the AFIP will be packaged in ths normal
manner and addressed to the Director, Armed Forces Institute of Pathology,
Attention Environmental and Drug Induced Pathology Department, Washington,

D.C. 20306, . .
5. Any gquestions in this connection should be directed to Dr. Paul C. LeGolvan,

Deputy Director, Pathology Service (113), extension 2348,

Herrert M. Bagang, M.D,,
Acting Deputy Chief Medtcal"Da‘re_ctor.

ATTACHMEN'I_' F
DVB Circular 21-79-6

DEPARTMENT 0F VRTERANS BRENEFITS,

Veterars Adminisiration,

. Waahington, D.C.

ApriL 25, 1979,

ASBISTANCE TO AGENT ORANGE EXPOSURE CLAIMANTS

1. Purpose.—This issue specifies assistance to De given veterans claiming dis-
abilities resulting from exposure to herbicide orange.

2. General—The Department of Medicine and Surgery in their Circular 10—
79-83 provides for thorough examinations of all veterans who claim toxic effects
from exposure to herbicides during service in Vietham, and the maintenance of
records on them so that any late complications due to these agents can be de-
termined and treated, .

3. Procedures.—a. Velerans Aseistance Service—(1) Occasionally, veterans will
Fhone the VA or come in expressing concern about the health effects upon them

rom their exposure to herbicide orange while serving in Southest Asia, but
alleging no disability. In such c¢aszes, the individuals will be informed of the hospital
examination and treatment program available to them at the VA health facility
in their area. . :

(2) Other veterans, in addition to expressing their concern over the health
effects of herbicide orange, will allege a disability which they feel ig etiologically
related to their exposure to that chemical, In addition to assisting these veterans
in the filing of their claims, they will be also informed of the hospital examination
and treatment program, and he encouraged to contact the VA health facility
in their area for examination and treatment, if indicated,



38

b, Adjudication Divtsion.—When a claim for exposure to herbicide orange is
reeeived in the Adjudication Division for processing, the information pertaining
to hospital examination and treatment, if not already made available, will be eon-
veyed in- the initial correspondence directed to the claimant.

Dororyy L. STARBUCK,
Chief Benefits Direclor.

ATTACHMENT G
APRIL 17, 1978,

RATING PRACTICES AND PROCEDURES DISABILITY-—VYIETNAM DEFOLIANT EXPOSURE

Claims contending relationship between defoliant exposure and disability,—Claims
for service-connected disability benefits are being received from veterans who
claim. disability incwrred through or aggravated hy exposure to defoliants used
during the Vietnam War. ' '

Except for a skin eondition known as chloracne, there are presently no firm date
to ineritminate the herbicides as causative agents of any other known category of
disease or chronie symptom. However, & contaminant Dioxin, found in small
guantities in defoliants is toxie. -

No speeial procedures will be initiated for these claims. Instead, each ease will
receive a thorough development of all available evidence. This will include a
request to both the veteran and the service departainent to furnish verifieation of
‘exposure to herbicides, the extent and duration thereof and the dates on which
such exposure oecurred,

- All other required development will be done concurrenfly with the request for
vertfication -of exposure to cefoliants, and each case will be extended the same
consideration given any other elaim for service conneetion,

Where uo disability is ¢laimed but only exposure to herbicide is allegéd, ihe
claim will e administratively dizallowed and the weteran advised that mere
exposure itself is not a disease or disability. The claimant will be advised that
specific disabilities must bie claimed: This shauld be aceompanied by evidence of
the earliest manifestation of symptoms together with evidence of continuity,

A veteran's claim alleging herbicide related genetic damage based upon damage
or defect in the veteran’s ehild will be administratively disallowed since Title 38

"T1.8.C. makes no provision for such a claim.

Copies of-all ratings involvi%ldefoliants will be submitted to the Compensation
and Pensidn Serviee (211C}, There should be no hesitancy in submitting cases,
appearing to have merit, but not meeting cuvrent criteria for service connection, to
the Compensation and Pension Service %23B,-‘2110} for advisory opinion,

ArracHMENT H
: - AvausT 31, 1979
(8) For the medical acliviiy.—{a) When n medieal center requests a determination
of mervice counection for hospitalization gn treatment purposes, an extra vopy of
the }?l.%u;}%g .;vill be prepared for release to the approparite Medical activity. {See
ar 30.02¢. : -
P (b) A copy of each mt.in?l decision granting service connection for tuberculosis
will be trgnsmitted to the Chief of Medical Administration of the Medical Activity
concerned, C
{¢) Regional offices will furnish a cupy of each rating decision initially establish-
ing service eonnection to the elinie of jurisdietion. Ratings submitted will include
mero percent evaluations and cases disallowed due to receipt of retired pay.
1, The veteran’sfull name and address (including ZIP cade) will be annotated
in the upper right of the narrative section of VA Form 21-6796.
2, The vateran’s social seeurity number will be added to the rating unless that
number jg also the VA file number. ) o
3. Copies of the rating decisions will be batched each day and forwarded to the
appropriate elinies of jurisdiction with a VA Form 3230 indicating "“For Priovity
Patlent Data Card Purposes.”’ : -
{4) For the Velerans Services Officer—When payments are being made to the
guardian for an incompetent veteran, a copy of any rating establishing the veteran
A gtl’zﬁlil;t;mt will be prepared for transmittal to the appropriate V80 {See par.
54, . -
{5) Special Law Code 10 cases.—LIn each disability case, when the award is
authorized under special law code 10, a coll))y of the rating will be prepared for
direct . transtnission to Compensation and Peunsion Service (213B}, VA Central
Office, simultaneously with the release of the batch transmittal to the Hines
DPC containing this input date. (See par. 15.20a(10)(a}.)
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(8) Ienizing Radiation Involved.—(2a) An extra copy of the rating decision will be
prepared in the case of the initial grant, disallowsnece or reestablishment of service
connection or the initial denial, establishment, or reestablishment of a permanent
and total rating for pension purposes in cases it which injury from ionizing radia-
tion i3 shewn or elaimed, For this purpose, ionizing radistion will include X-rays
and emanations from nuclear exploslons and radioactive substances. Laser beam
and solar ray injury caser will not be included,

(b) The cony of the rating will be transmitted direct to the Compensation and
Pension Service (211U0), Ceurral Office.

(7) Herbicide exposure in Vielnam,—Copies of ratings involving exposure to
E:le{a;]{i};;nts in Vietnam will be submitted to the Compensation and Pension Service

2 . -

(8) Ratings involving asbeslos.—Copies of ratings involving asbestos-related
diseases will be submitted to the Compensation and Pension Service (211C).

b, Date of claim.—Entry will be the date of receipt of the applisation or of the
claim for inerease (including report of examination or hospitalization-VAR 1157),
or any request requiring the rating deecision being made. This date will not be
determined by consideration of the rating board dicision of the effective date of
an evaluation for service-conneeted disabilities or the date of permenent and total
disability for pension. (See also par, 15.24b.)
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STATEMENT OF HON. MAX CLELAND, ADMINISTRATOR, VETERANS
ADMINISTRATION | -

Mr. CreLanD, Thank you very much, Mr, Chairman. Let me just
second the remarks that you made about the objectives of this hearing,
Particularly, I would lhike to echo your comment about getting to the
bottom of the questions surrounding Agent Orange, particularly as you
put it: “The truth about Agent Orange through laying a basis of fact
and evidence through valid and objective scientific inquiry.” It seems
to me that that is something that should be kept in all of our minds.

I might say, Mr. Chairman, that at the outset I would like to state
that this is the most perplexing, complex issue with which T have had
to deal as Administrator. I would also like to say that I have a personal
stake in the outcome of the questions surrounding Agent Orange. 1
was on the ground in Vietnam in 2 of the 3 (}Jeak spraying years,
The peak spraying years were 1967, 1968, and 1969. I was on the

round & little more than 10 months in 1967 and 1968, both in the
entral Highlands and up in I Corps, along the coast and along the
DMZ and out near Khe Sahn, -

I was personally exposed to Agent Orange at least twice. Dr, Custip
who is now the Chief Medical Director was on the ground for a
year in a third of those peak spraying years, 196%. So between us,
we covered in our own [r)ersonal experience 3 peak spraying years in
regard to the spraying of Agent Orange. We may both have been ex-
posed. We both have & personal stake in the outcome of thig inquiry.

Mr. Chairman, I would like to introduce a couple of other distin-
guished people with the Veterans’ Administration: Dr. Jacoby, who
was with the Department of the Navy before he came to the Veterans’
Administration and is now the Deputy Chief Medical Director; Dr.
Paul Haber, Chief of Professional Services; and Mr, Guy McMichael,
the General Counsel. : '

Mr. Chairman, I would like to provide you and the committee
today a feel for some informaetion that we have learned about the
Agent Orange issue sitice our last appearance here in October 1978,

First, what have we learned? The %epart.ment of Defense has in-
formed us that Agent Orange constituted some 94 percent of the herbi-
cides used in Vietnam between 19656 and 1971 in order to deny the
enemy of protective forests and deny them food crops.

The use of Agent Orange was terminated in 1971, as you stated,
Mr. Chairman, when it was discovered that it contained the con-
taminant ealled diexin or TCDD which is known to be a highly
toxic chemical. :

The other two constituents of Agent Orange namely 2,4-D and
2,4,5-T, were not known to be toxic. Even though the presence of
TCDD or dioxin in Agent Orange was not recognized until several
vears after its initial use, DOD further informs us that efforts had
already been made—had always been made to insure that U.S. troops
had minimal direct exposure to all herbicides used in Vistnam.

Although we have extensive information on Agent Orange spraying
missions, we lack precise data on U.S. ground troop movements in
Vietnam during the time when spraying was occurring. As a result,
our information on the exposure of any particular to agent orange is
often very limited,

We have endeavored to obtain information on the results of past
and present research on the toxic effects of dioxin. Its appears that
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most of the available data has been obtained from animal experi-
ments. Although the experiments r%cnrted are by no means complete
or definitive, it appears that TCDD or dioxin ean produce harmful
and even fatal effects in animals if given in high enough doses over a
sufficiently long period of time. '

These harmful effects are manifested in several organs and body
systems including the liver, kidneys, and the nervous system. Adverse
effects on growth and reproduction are seen and the young of treated
animals may suffer birth defects.

Cancers are also reported in increased incidence. The relevance of
these animal studies to humans is unclear at the present time. The
only way to determine their relevance is through meticulously de-
signed, long-term epidemiological studies of humans exposed to TCDD
at industral laboratory accidents or in this case, possible exposure
in Vietnam.

The available human studies on TCDD exposure are very limited
in size and do not resolve the outstanding questions coneerning humnan
toxieity.

Howt?:aver, thus far, no study has shown any evidence for a delayed
syndrome of toxicity of any Agent Orange constituent encountered
under accidental conditions. In fact, the only long-term disease in
humans clearly associated with such exposure is a skin condition
called chloracne.

Therefore, there 18 not now any proof that a definitive Agent Orange
syndrome exists in our Vietnam veterans.

Mr. Chairman, I would like to turn now to what the VA has done
about the Agent Orange issue.

First: We formed an advisory committee made up of internationally
recognized experts from outside the VA who are very knowledgeable
about herbicides.

The committes has provided us with information on the latest
relevant experiments and has advised us on how we can most pro-
ductively proceed on Agent Orange in the future.

Second: We have developed informational and instructional ma-
terials for our health care staff on the most current knowledge con-
cerning Agent Orange. This material has been presented thus far in
the form of circulars, conference ealls and eduecational conferences.

We are currently developing additional and more effective formats
such as video tapes and pamphlets. Some of this new material is
directed mainly toward the veteran himself.

In developing all of these new materials, we seek to incorporaie
scientifically validated data with a concern for the veterans' view-
point and how it might apply to them,

Third: We have been building a data base on the potential health
effects of Agent Orange among the Vietnam veterans. The major
component of this effort is the operation of an Agent Orange registry
which will contain the data from medical examinations performed by
the VA on the Vietnam veterans who believe that they were exposed
to Agent Orange. '

These examinations, which have been performed on nearly 10,000
veterans since the initiation of this procedure in July 1978, will be
repeated on the same individuals over a period of years, '

El’he data obtained from them are expected to provide clues as to
definitive studies that might be undertaken to uncover any effects
of Agent Orange on human health, :
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They will also be utilized o help the VA’s ability to deliver ap-
propriate health care to these veterans.

Complementing this activity is & pregram in which we submit
tissue specimens from Vietnam veterans treated in our hospitals to a
special registry at the Armed Forces Institute of Pathology for preser-
vation and detailed pathological study. -

I would like to point out that our gepart.ment of Veterans Benefits
has been processing claims for compensation on the basis of pre-
sumed Agent Orange toxicity while the investigation efforts are
proceeding. :

Thus far, 1,233 claims have been decided at the regional office level.
In 21 instances, the disorders claimed to be due to Agent Orange
exposure were held to be service-connected.

In none of these 21 cases was it necessary to determine whether
Agent Orange was the causative factor., Mr. Chairman, I think that
that is an interesting point. Under the law we are allowed to service
connect a disability without actually knowing the cause, as long as
we can determine that the disabling disease or injury was incurred
in service.

Fourth, we have been conducting research in areas pertinent to
Agent Orange. For example, we have recently completed & study of the
levels of dioxin in the fat of veterans exposed to Agent Orangec ompared
to a control group of veterans with no kmown exposure.

In this study we showed that small amounts of dioxin could be
found in the fat of some but not all of the veterans included in the
study who were possibly exposed to Agent Orange in Vietnam,

However, we discovered that dioxin could also be found in the study
participants with no known exposure. This suggests that Vietnam
veterans could be exposed to dioxin outside of Vietnam.

At any rate, no correlation could be established in this study
between fat levels of dioxin and the occurrence of disease.

Dr, Custis can correct me if I am wrong, but I think we are now
submitting that study to other zovernmental agencies, including the
Office of Technology Assessment, which is an arm of the Congress.

Mr. Dascrng. Mr. Cleland?

Mr. CLELAND. Yes, sir,

Mr, Dascuie. I would like to interrupt for just a second. I was
trying to follow this as you went through it quickly. I would like to
have you cite that ﬁuage m testimony. at page is-that?

Mr. CLeLaND. I have a prepared statement that is about 100 pages
long. T am attempting to really summarize it—— : '

M;‘(.l MceMicHAEL. We have a summary that we will be happy to
provide, :

Mr. CrEnanDp [continuing]. I have almost concluded my summary.

Chairman SA’I‘TERFIELDI:.%{I'. Cleland, since vou are summarizing mn
the interest of time, without objection your full statement and indeed
the statements of all of our witnesses today will be admitted into the
record of these hearings in their entirety. If any of you do decide to
- summarize as Mr, Cleland has dene, we would be happy for you to do
$0,

Mr. Coeranp, Thank you very much, Mr, Chairman,
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Mr, DascHLE. That is all. He is going to_give me the summaries.

Mr. CreELanD. The VA is currently involved in an epidemiolegical
study of possible afent orange hea,ltﬁ effects in Vietnam veterans as
mandated by the law passed by the Congress that the Chairman
referred to Public Law 96-151. :

In order to insure maximum objectivity, the study will be designed
and its data analyzed by distinguished epidemiologists from the
private sector. In addition, the studies designed will be reviewed by a
series of review panels composed of expert scientists outside the VA,
including the Office of Technology Assessment and the interagency
work group to study the possible long-term health effects of phenoxy
herbicides and contaminants. That 13 the White House interagency
m *

e are exploring fthe possibility of undertaking or supporting
additional research in a number ofy areas. Amongmﬁ\ose uuger con-
sideration are studies of alterations in liver enzymes, immune systems
z(a,)nd chromosomes among the Vietnam veterans exposed to Agent

Tange.

The VA has endeavored at all times to coordinate its Agent Orange
programs with those conducted in other Federal agencies, Qur own
advisory committee provides one of two major mechanisms for this
coordination, The other is through our membership on the interagency
work group which the President recently created.

In coneclusion, Mr. Chairman, I would Jike to point out that despite
major efforts by many agencies and individuals, it remains unclear
whether Agent Orange constituents ;_%%ge any long-term effects on
human health, TR

Tt is clear to me that the only way in which this matter can ever
be resolved is through properly designed sgjentific studies which are
very carefully performed. : FORE

Mr. Chairman, I would like to -assure you that the Veterans’
Administration will conscientiously and expeditiously perform those
Agent Orange studies which are within its scientific competence. We
méencourage others to undertake those studies we cannot reasonably

erform. :
P I also wish to emphasize, Mr. Chairman, that Vietnam veterans
claiming illness as a result of exposure to Agent Orange are currently
being given the full scope of health care in our facilities for which they
are eligible. .

Now, Mr. Chairman, we took the step of appointing an agent orange
coordinator at our hospitals and outpatient clinics in order to make sure
that we were providing the appropriate examinations and treatment.

Mr. Chairman, no veteran is or will be denied his VA health care
benefits hecause of our lack of information about Agent Orange health
care effects, :

The point is, Mr. Chairman, that while the guestion of causation of
disability or disease is still at 1ssue, the question of treatment of that
disease or disability is not at issue. : :

We are prepared to treat and will examine veterans with agent
orange complaints. '

Mr, Chairman, let me just take a few moments to vead from my
prepared statement, from page 14. I would like to highlight something
that-is of concern to me,



45

A number of reports in the press have suggested that Vietnam veterans exposed
to Agent Orange have developed a variety of ehronic illnesses manifested by a wide
variety of symptoms. )

Included in these reports are several types of cancers and other diseases as well
as the persistence of such nonspecific symptoms as nervousness, irritability, and
problems with interpersonal relationships.

Dr. Ton-That Tung of Vietnam has echoed these findings on the basis of his
own cbservations. He has reported that, residents of what was then South Vietnam
expoased to Agent Orange had a higher incidence of liver cancer than those who had
not been exposed.

Among women who were exposed there was o higher incidence of abortion and
children with birth defeets than among unexposed women. Unfortunately, the
- validity of his data canmot be confirmed by independent observers due to lack of
appropriate scientific aceess to Vietnam.

Mr. Chairman, I might alse say that we have talked with this
physician personally.

In ¢ontrast to these reports is the report of the National Academy of Sciences
entitled “The Effects of Herbicides in South Vietnam.” This 1974 report which
represents a very exhaustive review of all available data through 1974, concluded
that there was no definitive evidence of lasting damage to human health from the
herbicides in Vietnam.

In & monograph published by the International Agency for Research on Cancer
in 1977, entitled "Hvaluation of the Carcinotglenic Risk of Chemicals to Man,” it
was concluded that the available evidence did not permit any firm conclusions to
be drawn as to the cancer-causing potential of 2,4-D, 2,4,5-T or TCDD,.

The Air Force published a technical report in 1978 entitled “The Toxicology
EDtiwi;cnmental Fate, and Human Risk of Herbicide Orange and its Associated

oxin.”

We believe that this report is the most comprehensive review of the scientific
literature relevant to Agent Orange yet produced. It was concluded that the avail-
able scientific evidence does not sup?lort the contention that Agent Orange has a
permanent adverse effect on human health.

Mr. Chairman, I would now like to turn to the top of page 18
and make a comment. I mentioned earlier, Mr. Chairman, that we
had formed an advisory committee in the VA on this question.

A summary of the more significant aspects of the committee’'s responses to
date are ag follows: First, the committee listed the components of an epidemiological
study of Vietnam veterans exposed to Agent Orange. Stress was placed on defining
as precisely as possible the exposure of each veteran included in the study of Agent
QOrange as well a8 other environmental toxins. )

The committee also recommended that epidemiologieal studies be performed
on other population groups such as those exposed to Agent Orange constituents as
the result g? industrial or agrieultural pursuits.

Seoond, the potential diagnostic procedures for Agent Qrange toxieity recom-
mended by the commitiee for careful consideration include measurement of dioxin
levels in fat, and studies of immune system alteration, chromosomal changes, and
liver enzymes induction.

It was pointed out that none of these procedures has yet been proven to
have diagnostic value.

Third, the effects of Agent Orange exposure on the male reproductive system
were deseribed as being unknown at present requiring further indepth study.
The great difficulties involved in earrying out such a study were spesified.

Fourth, the problems of defining the precise exposure of Vietnam-era veterans
to Agent Orange was recounted and the eonsiderations involved in defining the
probability of such exposure were outlined.

Fifth, the types of animal studies that might be performed in order to identify
the effects of ﬂuman exposure to Agent Orange were outlined with those on non-
human primates being assinged partioularly high priority.

A more detailed summary of these position papers are provided in Attachment B.

Mr, Chairman, I don’t want to complete the long and lengt.l:fr
offivial statement. But I wanted to say that the Agent Orange Ad-
visory Committee has been working hard and some appendixes to my

63365 0 - 60 = 1
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statement testify to some of their responses to some key questions
surrounding Agent Orange.

Mr. Chairman, I think that I will stop now and allow others to
make whatever f)oints they would like to make. And I would be
happy to be available for questions. : '

airman SaTTERFIELD, Thank you, very much, Mr, Cleland. Our
next witness is Joan Bernstein, Department of HEW.

We certainly welcome you here this morning, You may wish to
introduce for the record those who have accompanied you. And we
would be glad to receive that as well as your statement.

Mrs. BErnsTEIN. Thank you, Mr. Chairman. As you said, T am
Joan Bernstein, General Counsel of HEW and I chair the Interagency
Work Group to study the “Possible Long-Term Health Effects of
Exposure to Phenoxy Herbicides and the Dioxin Contaminants.”

I would like to intreduce the group from the scientific community
of HEW who are with me here today. On my left is Dr. John Moore,
Deputy Director of the National Toxicology Program and chair of
the Work Group’s Scientific Panel.

In addition, Dr. David Rall, Director of the National Institute of
Environmental Health Sciences, is with me. Dave, would you stand?

- [Whereupon, Dr. Rall stood briefly.)

Mrs. BErnsTEIN. Also here are Dr. John Froines, Deputy Director
of the National Institute for Occupational Safety and Health, and
Dr. Patricia Honchar, Chief, Dioxin Study and Registry at NIOSH.

Dr. Froines is representing Dr, Anthony Robbins, the Director of
NIOSH, who is unable to be here today. Dr. Rall and Dr. Robbins are
agsisting Dr, Moore in supervising the work of the Scientific Panel.

I will briefly summarize my full statement if I may and ask that the
rest be inserted in the recorc{

Chairman SarTErmELD, Without objection, so ordered. We will be
happy to receive your shorter statement now.

Mbﬁl‘iﬁl follows:] ‘

ETATEMENT BY JOAN Z. BERNSTEIN, GENERAL COUNBEL, PEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE, BEFORE THE COMMITTEE ON VETERANE' AFFAIRS

Mr, Chairman and Members of the Subcommittee: I am Joan Z. Bernstein,
Ceneral Counsel of Health, Edueation, and Welfare and Chair of the Interagency
Work Group to Study the Possible Long-Term Health Effects of Phenoxy Herbi-
cides and Contaminants. I appreciate this opportunity to appear hefore the
Subcommitiee in my dual capacity to report on the Federal Government’s current
and planned efforts to study the {)ossible lonz-term adverse health effeets on
humans of exposure to these chemical compounds.

Because of the Bubeommittec’s concern about health praoblems experienced by
Vietnam veterans, I will review the status of HEW and worl group efforts to study
the effects on humans of phenoxy herbicides and dioxins, and will feeus particu-
larly on our examination 0? the phenoxy herbicide known as Agent Orange.

With me today are several members of the HEW scientific community who are
very mueh involved in this effort. They are Dr, Johu Moore, Deputy Director of
the National Texicology Program; Dr. David Rall, Director of the National
Institute of Environmenial Health Sciences (NIEH’S); Dr. Anthony Robbins,
Director of the National Institute for Ogeupational Safety and Health (NIOSH);
and Dr. Patricia Honchar, Chief of the Dioxin Study and Registry at NIOSH.
Dr, Moore is the Director of the Scientific Panel of the interagency work group
and is being assisted in that endeavor by Drs, Rali and Robbins.
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The subject under diseussion today is surrounded by controversy and emotion,
There is much that is already known about the effects of human exposure to
phenoxy herbicides and dioxins, but much that remains in doubs. Accordingly, I
believe that we at the Federal level must recognize and fulfill our responsibility
to the American people for a thorough, objestive, scientifically impeccable, and
timely examination of this subject, We must complete such an examination and
accounting for the Vietham veterans, their families, and their offspring because
we owe them ndthing less, We must complete it, also, becanse we a8 4 society must
face the full impact on our physieal environment of the chemicals we use. In the
most literal sense, our claim to a healthful environment demands such action.

I believe the Chairman and Members of this SBubsommittee share my view con-
cerning the need to aveid emotionalism and alarm, or the creation of false expec-
tations, in connection with the Agent Orange studies. Secretary Harris, my col-
leagues from HEW and other agencics here today, and I all share your firm
commitment to a full examination and a complete and accurate accounting of the
truth on this subject. We malke this pledge hoth for the Vietnam veterans and
others who have been working so hard to bring this matter to the country’s
attention, and for the public at large.

As most of you know, for many years chemical herbicides have been used widely
throughout this country and the rest of the world for a variety of farming, ferest
management, and similar purposes. An important group are the phenoxy acid
herbieides, Two of these, 2,4-D and 2,4,5-T, constitute Agent Qrange, a herbicide
that was widely used for forest defoliation’ and destruetion of crops during the
Vietnam conflict,

The chemical reactions that produce 2, 4, 5-T unavoidably contaminate it
with trace amounts of a chemical referred to as TCDD (2, 3, 7, B-tetrachlorodi-
henzo-g-dioxin), which has been shown in laboratory studies to be one of the most
toxic ehemicals kmown. Although TCD1 is but onc of a family of dioxins, muech
of the concern as to the alleged health effects of Agent Orange and other dioxins
has centered on this contaminant. .

In addition to its use in Agent Orange, 2, 4, 5-T has been extensively applied
in the United States., The Environmental Protection Agency temporarily banned
major uses of 2, 4, 5-T in 1979 because of eoneern as to toxic human effects. Hear-
jngs on whether permanenily to ban 2, 4, 5-T are now in progress. Herbicides
asing 2, 4-D are still in wide current use.

The Department of Health, Education, and Welfare and a number of other
governmental and private entities and individuals, here and abroad, have boen
concerned for some years about the potential long-term health effects of exposure
to phenoxy aeid herbicides and dioxin contaminants, Indeed, HEW has actively
conducted or spongored more than 50 studies relating to phenoxy acid herbicides,
TCDD, and other dioxins for more than ten years. The results of this research
re;ﬁlj'esent much of our collective current medieal and scientific knowledge on this
subject. .

In January, 1978, concern about the long-term health hazards of TCDD and
other dioxing led to the Department's co-spoasoring, with the International
Agency for Research on Cancer of the World Health ()rganization (WHO), the
development of a report that assessed available knowledge on the effects of dioxins
and future needs for information. Much of the current research in this field is
designed to address the major recommendations developed at that meeting,
Further, the Department established a group in the summer of 1979 to coordi-
nate its research activities germane to the Agent Orange and dioxin issues,

From a government-wide perspective, during the past two years, the Admin-
istration has given increasing atiention to the poteniial adverse human health
eifeets resulting from exposure to the phenoxy herbicides and dioxins. Various Fed-
eral agencies have been involved in the collection of sejentifie informatiom, the
review and evaluation of existing animal and human exposure data on the oxicity
of dioxins (especially TCDD), and the support of related researeh. :

The Administration is supporting studies to be conducted by the Department
of Defense, by the Veterans Administration, by the Center for Disease Control
and the National Institutes of Health, both within HEW, and by other Federal
agencies. In addition, members of the Domestic Policy &taff and the Office’ of
Science and Technology Policy of the White House have reinforced the efforts
of various agencies to conduet well-designed, valid, objective, and peer-reviewed
laboratory and epidemiological studies concerning the potential toxic and adverse
health effects of dioxins.
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The Air Force has made a commitment to conditet a study of possible health
effects in Air Force personnel who were involved in merial herhicide missions in
Vietnam (the RAN HAND study). This commitment has led to the develop-
ment of a protocol which has incorporated the recommendations of cutside expert
peer review groups. This revised protocol has heen transmitted to a Committee
of the Assembly of Life Sciences of the National Academy of Seiences for their
roview. This study, to be elaborated on and discussed further by the Air Force, is
one of several epidemiological studies which are being planned, curtently in
progress, or nearing compﬁation. ;

December 11, 1079, the President’s Assistant for Domesiie Affairs and
Polic%r‘,( Stuart Bizenstat, asked the Secretaries of Defense and Health, Education,
and Welfare, and the Administrator of Veterans Affairs, to establish an inter-
ageney work group to facilitate, coordinate, and monitor.agenoy studies of the

ossible long-ferm health effects of phenoxy herbicides and their contaminants.

his work group, chaired hy HEW, is charged with assuring that the protocols
and methodology of current and proposed federally funded research and studies
are scientifically sound. This interagency group also will ensure that all relevant
regearch findings, whether publicly or privately financed, are promptly made
available to the public and the Congress, in a comprehensible and comprehensive
manner. :

Although the formal work group held its first meeting on February 1, 1980, the
real interagenoy effort began two years ago. Thus, the work group represents the
formalizagion of a number of informal working relationships among the various
agencies involved in dioxin studies rather than the starting point of such efforts.

hiz same coneern about phenoxy herbicides and dioxins is elearly shared by
the Congress and has resulted in the passage of legislation to spur adequate
research and to assure its quality and objectivity. As you know, one of these bills,
8. 2098, was disapproved by the President. It was the President’s conviction that
one provision of tge bill encroached on functions vested hy the Constitution in
the Executive Branch and that the activities it required were already under way.

No doubt the members of this Subcommittee anﬁ I eould spend several interest-
ing hours in dehate over the separation of powers issues presented by the dis-
approval, However, rather than engage in such a dialogue, T would rather focus
on the salient point of the veto message: the President's strong support of the
effort to investigate the health effects of dioxin exposure and his commitment to
continue and complete that investigation.

With that in mind, I'd like to discuss where we are and where I believe we ave
going in this investigation. HEW’s own research over the past decade has en-
compassed a combination of laboratory investigations and studies of people who
have been exposed to TCDD or phenoxy acid herbieides in their oceupational
environment or by accidenial exposures.

Research with animals has indieated that TCDD, a dioxin contaminant in
Apent Ovange, is one of the most toxic agents known. These animal studies have
already established that TCDD ean cause cancer, birth defects and fetal toxicity
when pregnant female animals are exposed, and can alzo cause depression of
the immunological systems and incereased susceptibility to infectious agents.

Animal toxicity tests have served us well in reliably predicting toxie effects in
man. Thus, the animal studies which show TCDD to be highly toxic are extremely
important. Epidemiologic studies will help to define the full nature and expression
of the toxicity of TCDD and other dioxin contaminants in man.

It is widely accepted, though obviously unfortunate, that oecupational groups
often are instructive populations in which to explore guestions about the effest
of a particalar chemical or substance upon human health, Workplace exposurcs
lo particular materials are often well documented, and records are frequently
available deseribing the work histories of industrial populations. Documented
incidents of heavy exposure o dioxin due te industrial accidents have produced
some information about its immediate effects in humans, but less is known
about iis long-term effects. In this setting, NIOSH has initiated an epidemiologic
study designed to examine long-term effects of human exposure to TCDD

NE’OSH is aszembling a registry of all workers in the United States who have
been invelved in making 2,4,5-T, one of the components of Agent Orange which
is contaminanted with TCDD. This study is designed 1o monitor the health of
workers who have been exposed to dioxins, Because 2,4,5-T has been synthesized
in this conntry since the 19408 by a number of industyies, there may be a large
enough group of workers who have been exposed to dioxin for o long enough
Eeriod of time, t0 answer questions about the long-tetm effeets of dioxins on

uwmans. The study should assist In answering key guestions about dioxins posed
by Vietnam veterans and others,
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"Assembling the registry and determining how well it will anrswer questions or
confirm animal toxicity results will take time. The first step, already completed,
has heen to ascertain which U.S. industries have ever made 2,4,5-T. Through
confirmation of lists of suppliers and registrants of 2,4, 5-T provided by the Air
Foree and the Environmental Protection Agenocy, a final list of the industries which
have synthesized this material has been compiied. Contacting each industry io
explain the NIOSH study and the information needed from them is under way.

Also in progress is the collection of worker records and other information from
the industrial users, To determine precisely how long ago and for how long workers
have been exposed to 2,4,5-T, NIOSH must gather the work histories of the
people invelved. Together with detailed information about the exaet process used
to manufacture 2,4,5-T, this approach will allow the best determination of ex-
posures which the workers have received. Additionally, any medical records which
employers have maintained for their workers may provide more clues about the
effects of exposure.

A eritical step in this study will be tracing the health of workers exposed to
2,4,5-T. To do this, demographic information such as name, Social Security
humber, and last-known address for each individual must be obtained from the
industry, Through Social Security records, a determination ean be made of the
vital status of each 2,4,5-T worker. For those no longer living, the cause of death
will be determined through State death certificates.

Ascertaining vital statistics and cause of death may require some time past the
point when all records are aceurnulated from the industries, The final data analysis
then will aim at determining, by total time of exposure, whether the mortality
experience of these 2,4,5-T workers differs signifieantly in any way from that of the
general population:

Because the records of 2,4, 5-T workers are currently being collected, it is still
not possible to say with certainty just how definitive results from the NIOSH
registry will be. The ultimate value of the registry in answering questions about
health effects will depend on the number of workers registered, the adequacy of
the records obtained from the industries, and the success of tracing these workers
historieally. . . .

All of these activities are time consuming, but HEW believes that the NIOSH
dioxin registry is a fpursuit which holds promise for providing relisble information
ahout the effects of exposure to dioxins on the workers whoe have heen involved
in the manufacture of 2,4,5-T, and on cther groups such as Vietnam veterans
exposed to Agent Orange. At a minimum, the registry should make possible an
aobjective evaluation of morbidity and mortality patterns, including cancer
incidence, : . :

Ancther eurrent occupational study involves a health examination of workers
at a Nitro, West Virginia, plant that has been involved in the production of
2, 4, 5-T since the 1940s. Heavy exposure of some of these workers to TCDD
oceurred in 1949 from an industrial accident. Other studies involving workers
exposed to 2, 4, 5-T and TCDD are under way in Arkansas and New York.
Ar?ditionally studies of workers exposed to other dioxing are under way in Illinois
* and Kentucf{y. Taken together, these studies represent one Lmrt of an overall

effort to gather the data most relevant to the specific concern that Agent Orange
exposure may have caused long-tertn adverse health effects in Vietnam veterans.

Anocther part of the geientific effort that is directly relevant to the veterans’
concerng is the group of studies being conducted to asceriain whether TCDD,
2, 4-D or 2, 4, 5-T produce genetic damage or induce alterations in males that
may result in their fathering malformed offspring. This is espeeially important
because research is clearly establishing that other members of the dioxin family
of chemicals can produce toxie manifestations that are indistingujshable from
those produced by TCDD. Studies of some occupationally exposed populations
are congistent with these lahoratory findings. Thus, what is learned about one
dioxin ig extremely important in adding to our knowledge about them all

Animal toxicity studies. have predicted and oceupational studies have eon-
firmed that skin lesions (chloraeme) in humans are associated with TCDD ex-
posure, There i3 alzo evidence of other toxie effeets in humans, including: liver
effects o= indicated by enlargement and abnormalities in clinical tests of liver
function; alterations in lipid {fat) metabolism; and, more recently, a modest
decrease in the ability of peripheral nerves to transmit impulses.

Despite the great amount of insight that we already have, important gaps in
our knowledge still exist, The symptoms that are known to he associated with
dioxins or phenoxy acids often have not been shown to represent a unique disease
pattern, erefore, studies to determine whether there is o relationship hetween
these chemieals and o specific disease pattern in veterans exposed fo them are
imperative. )
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The interagency work group has appropriately begun by focusing on scientific
information that is already available or under development about health effects
in order to establish an action agenda for getfing done that which remains un-
%l?ine.ﬁWe must, however, recognize some of the problems involved in this scien-

ific effort,

Despite all the current and contemplated research, it may be that although
Agent Orange is the cause of some disease, the disease is also attributable to other
agents. If so, the most that a study ean tell us is that exposure to the chemical
increases the disease’s frequency. This limitation is especially acute in studying
the effects of Agent Qrange on the health of Ameriean troops in Vietnam. The time
and coneentration of their exposure is not known. Also, it is already known that
the more gerious illnesses claimed to be caused by phemoxy herbicides and dioxins
can be caused by a variety of agents.

In the face of these problems, the work group has decided to set the following
priorities for the gathering of information:

Firat, to attempt to correlate the incidence of illness and dizease among
Vietnam veterans with their exposure in Vietnam to Agent Orange, in part
by determining, insofar as practical, if Vietnam veferans as a class are as
healthy as other relevant population groups.

Becond, to study the broader implications for public health in the United
gpatfg and elsewhere raised by the continued use of substances containing

ioxing,

The mission of the work group is essentially scientific. It may diseover that
members of the Armed Forces who served in Vietham run a greater visk than other
groups of contracting serious diseases. Bui it may slso find that the origin of any
such diseases is not peculiar to a given chemieal or to the Vietnam experience.

If thess are the findings, they will not tell us at what elevation of risk a veteran's
{lIness should be deemed service-connected, or if the United States should assume
responsibility for compensating the Vietnam veteran or his survivors for illness
should the increased risk be very small. :

They will not assist us in adjusting the equitiez betwesn those Vietnam veterans
snd non-Vietnam veterans who contract similar ailments, or between veterans
and other members of the publie. i

Finally, they will give only tenuous guidance on the role that government should
play in ameliorating the adverse consequences of dioxins to the health of the
public at large.

I do not raise these difficult questions in order to answer them. I raise them
because I am concerned that the intense public discuasion to date about the design,
objectivity and timeliness of research on this subject may be creating or contribut-
ing to an erroneous impression. Because of the controversy, many may have come
to helieve that onee an opfimal research agenda is established and carried out,
the research results will pravide definitive, incontrovertible seientific information
about the health effects of phenoxy herbicides and their contaminants. :

I believe thiz is an unfortunate view beeause even the best effort of which our
scientists are capable may not produce such conelusive results, In short, we may
be left, after the research iz done, with many of the sams social policy issues we
face today. Nevertheless, we believe the research heing carried out or planned is
important and valuable. We hope it will help all of us formulate a fair and humane
social policy. But it will not and cannot by itself answer questions that seem to us
to be fundamentally ones of broad social policy that both the Administration and
Congress must scon confront.

The timetable for a definitive report by the work group and the development
and review of its scientific findings will be established within the relatively near
future. In the coming months, as the work group holds additional meetings, we will
keep this Subecommittee apprised of current or planned research. We will also try
3 eep you and the public fully informed on our progress at each stage along

e way. : .

In that regard, I have attached to this statement, and ask that it be considered a
E‘art of my testimony, a copy of the work group’s first report to Stuart Eizenstat.

he report provides additional details on a number of points I have discussed
briefly and explores many additional and related features of the overall effort. We
will be happy to answer any questions the Subcommittee may have, Thank you.
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THE 8rcrETARY oF HEALTH,
EpvcatioN, AND WELFARE,
Washington D,C., February 19, 1980.
Hon. STuaRT EIZENSTAT,
Assistant to the President for Domestic Affairs and Policy,
The While House, Washinglon, D.C.

Dear Mg, Erzenstar: I am forwarding the initisl report of the formal Inter-
agency Work Group to SBtudy the Possible Long-Term Health Effects of Phenoxy

erbitides and Contaminants established in response to your memorandum of
December 11, 1979, The report sets forth the inferim membership of the work
group and its research and other work plans develgﬁed to date. The report also
contains brief summaries of significant research in this ares which is currently in
progrese or being planned by Federal agencies participating in the work group.
The report was prepared under the direction of Dr. John Moore, Deputy Director
of the National Toxicology Program and Chair of the group’s sclentific panel,
based upon information supplied by member agencies.

Ag noted in the report, the full work group held its initial meeting on Friday,
February 1, 1980, under the direction of Joan Z. Bernsiein, General Counsel of
thiz Department and group Chair. At that session, it was agreed that the full work
group would meet monthly. Specific steps.to keep the public informed of our
progreaz will be considered at the next meeting, Additionally, the scientific panel
will be holding meetings throughout the coming months to assure that the scien-
tific aspects of the work group’s mission are carried out in a competent and efficient
manner, and are coordinated with the work of other groups such az the Veterans’
Administration Advigory Committee, We will address the group’s activities in
detail in our upcoming reports, which will be sent to you monthly following each
meeting of the full work group. ) :

Your December 11 memorandum asked that the group consider and include in
its initial report any recommendations for additional agency representation on the
work group. The giroup has resérved that matter for the time being but will keep
you informed should additional ageney invelvement appear desirable.

I am gratified at the cooperation of all work group participants and look forward
to our being able to report, in the near future, real progress toward compleiing the
work group’s most serious mission on behalf of the Nation.

Bincerely yours, '
: Patricts RoneRTS HARRIS,
Enclosure. :

INTERAGENCY WoRK (Group 70 Strupy THE PossiBLe LonNe-TErRM HpavrTH
ErrrcTz 0oF PurnoXxYy HeBRICIDES aND CONTAMINANTS

PROGRESS REPORT .
Feb_ruary 15, 1980
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InrERAGENCY WoORKING Group To Srupy THE PossierLiy Lowe-Trrm HEanrns
ErrecTs oF PuEnoXY HERBICIDES AND CONTAMINANTS

BUMMARY OF ACTIVITIES

The Interagency Work Group to Study the Possible Long-Term Health Effects
of Phenoxy Herbicides and Contaminants met for the first $ime on February 1,
1980, The Interim Research Agenda attached at Tab B was prepared pursuant
to discussions at that meeting. :
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Disoussion at the meeting focussed on the first priority, allegations of health
affects resulting from possible exposure to Agent Orange in Vietnam veterans,
The Work Group believes that the most pressing need is for the design and
conduct of studies that will determine if there is an inerease in certain relevant
diseases among Vietnam veterans and their offspring. If there is an increased
prevalance of these diseases, the group should attempt to identify the possible
association between phenoxy herbicides, dioxins or other related contaminants
and these diseases, This course is to be taken because the alleged health effects
encompass & broad variety of symptons, many of which ¢an be assoeiated with a
variety of agents. Although other agents may be responsible in whole or part for
these diseases, this work group will foeus onl%r on the chemicals identified above.

It should be noted that conclusive results are not likely, at least in a short

eriod of time. Any attempt to correlate a cause-effect relationship between Agent
range {(whose definite time and concentration of exposure to U.8, troops is not
accurately known) and an alleged pattern of illness that is nonspeeific in nature
is a tenuous undertaking, Most of the current activities listed separately in this
repert are directly applicable to the Agent Orange issue. Our plan is to complete
the list of activities and commerce evaluation to deiermine their current status
and completion schedules and insure that the total effort is comprehensive. Of
immediate interest is the proposed Ogeration Ranch Hond Study currently under
review by the National Academy of Seiences, the VA’'s design of an epidemiology
study, the eurrent status of analytical methods for dioxin analyses, toxigology
axper{ment.s that sssess effects of an Agent Orange mixture on male mice and their
pr%ﬁf‘my, and mutation experiments. : .
e Working Group has also proposed to commit itself to the
a program that assesses the significance of dioxin contaminants on public health.
To properly address this objective, all sources of dioxin exposure must be eon-
sidered. Dioxins that contaminate phenoxide acid herbicides are a current major
concern; other gources of dioxin exposure may be of equal or greater concern.
Another family of chemical contaminants, the dibenzofurans, will also be con-
sidered since they are often found in products that contain diexins and, based on
toxicologic and medical evidence, the pattern of disease produced by the toxic

members of these two chemical classes is similar, if not identical.

InTERAGENCY WoRKING (GRour To Brupy Tae Possirg Lowe-TerM HravtH
EFFEcTs oF PHENOXY HERBICIDES AND CONTAMINANTS

INTERM RESEARCH AGENDA

I. Bources of Exposure: ;
' 1. Identify chemicals known to be contaminated with TCDD, TCDF,
other dioxins and dibenzofurans,
2. Determine the stages in the production precess at which contamina-
tion oceurs. . .
3, %u:mtify the magnitude of eontaminant levels.
4. Consider. the significance of other means of dioxin or dibenzofuran
formation, .
11, Chemical Analyses:
Determine the quantitative and qualitstive reliability of methods,
including human tissue analyais. .
2, Estimate the quantitative limits of detection required in analyses of
selected samples. . :
3. Determine the analytical standards required and procedures for their
rocurement.
III. Human Health: .
1. Accidental or Oecupational Exposures:

A, Evaluate the adequacy of ongoing or completed studies in
asaessing toxicities associated with exposures.

B. Attempt to obtain more current information on health
status of individuals imvolved in previous UGS, and
foreign exposures,

2, Characterization of the Disease:

A. Determine the symptomology and clinieal findings con-
sistently associated with exposure,

B. Identify the toxicity parameters that may he associated with
exposures, :

C. Adduce the time frame from exposure that toxic symptoms
appear and persist,
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D. Consider whether dose response parameters ean be devéloped.,
3. Vietnam Veterans:

A. Collate the alleged disease parameters.

B. Assure that epidemiology gtudy designs will assess possible
increases in alleged disease patternz, disease parameters
associated with pecupational or accidental exposures and
selected toxicity parameters identified in laboratory
toxicity experiments. :

C. Review ongoing or completed activities, i.e,, Ranch Hand;
selection of appropriate ground troop population; tissue
analyses, ete,

D. Determine the most reliable or acceptable means of presum-
ing herbicide exposure.

E. Consider the significance of herbicide and contaminent
exposure of military personnel not stationed in Vietnam.

IV, Lahoratory Toxicology: )
1. CoYlate the comparative toxicity data for the dioxins and dibenzo-
furans; identify data gaps.
2, Consider comparative studies that correlate dosze and duration of
exposure with sequential development of toxic symptoms.
3. Reevaluate chemical disposition data as to adequacy.

DEPARTMENT OF AGRICULTURE
STUDIES ON PHENOXY ACIDS, DIOXANS ORF RELATED CONTAMINANTSE

1, Epidemiology Study

The QOffice of Safety and Health Management (OSHM) is planning a feasibility
study on U.S, Forest Service employees that have been exposed to phenoxy
herbicides (2,4-D), 2,4,5-T and silvex) in forest management practices, Iéome of
these employees have been exposed to phenoxy herbicides for close to 30 years.
The study will begin with a review of job descriptions of various employees to
document exposure. Depending on the results of this feasibility atudy, a larger
morbidity and mortality survey may be undertaken.

Contact Person: Dave GRaHAM.
Estimated date of completion: June 1, 1980.

2. Human Exposure Studies

The Science and Education Administration-Agricultural Research will conduct
a human exposure study of pesticide applicators engaged in sprayin% 2,4-D under
actual farm econditions. Participants will be selected from the Farge, North
Dakota and Pullman, Washinfton ares where 2,4-I) is used extensively for weed
eontrol in wheat. Exposure will he assessed by measuring 2,4-D residues in dermal,
inhalation and urine samples, The urine dats will he put into a pharmagcokinetic
model to ¢aleulate the aetual dose received during spray operations, Both ground
and aerial applicators will be examined.

Contact Person: Dr. P. C, KpaRNETY.
Estimated date of completion: Fall-Winter 1980,

3, TCDD Residues in Wildlife

An experiment is being condueted on 8 deer placed in an enclosure and treated
with 2,4,5-T for conifer release programs. Samples of liver, fat and musecle tissues
were taken from the deer at different time intervals after spraying. The tissues
are now being analyzed for TCDD residues by the University of Ngebraska using
gas liquid chromatography—mass spectrometry methods.

- Contact Porson: Dr, DavE GraHAM.
Estimated Date of Completion: Summer 1980,
_ DrcemsEr 8, 1979.
Orrice oF THE AssiatanT SECRETARY oF DDEFENSE

DEPARTMENT OF DEFENSEE (DOD) HERBICIDE ORANGE BTUDY UPDATE

This is to follow up our meeting of December 4, 1979, and provide an update
ogh all DOD study efforts to evaluate the long-term human health effeets of herbi-
cide orange.
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The Air Forece Ranch Hand study is our only ongoing human health effect
effort. Since your last meeting with the Assistant Secretary of the Air Force (Man-
power, Reserve Affairs and Installations), a number of previcusly discussed ac-
tivities have now been accomplished:

The formal protocol review tasking of the National Aeademy of Sciences
%I %S), together with a $10,000 transfer of funds, was made on December 4,

A protocol incorporating the comments and recommendations of the three
grevious ecr Teview groups, the University of Texas at Houston, School of

ublic Health, the Air Force Scientific Advisory Board, and the Armed
Forees Epidemiological Board, has been transmitted to the membership of
the Herbicide Orange Sub-Committee of the Committee of Toxicology, As-
seml;_ly of Life Sciences, NAS, for their review prior to the formal review
meeting;

NAS has established the date of December 18, 1879, for the Air Force
formal presentation and the heginning of NAS sub-committee’s collective
conzideration of the protocol;

The Air Force has written to the NAS expressing its desire to have addi-
tional follow-on participation of the Academy in the study, and

The Air Force has established contact with the Internal Revenue Service
in order that former Ranch Hand members who separated from the service
may be located. These individuals will probably be ¢ontacted and examined
after the active duty and retired personnel.

A related activity to the Air Force Ranch Hand study is the DOD participa~
tion on the Veterans Administration Advisory Commitiee on Effects of Herbicides,

‘We will continue to keep you informed of our activities regarding the long term
health effects of herbicide orange and Iook forward to being a participant on the
Interagency work group. !

GrorGs MARIENTHAL,
Deputy Assistant Secretary of Defense
(Energy, Environment and Safely).

Frepruary 1980,

ENVIRONMENTAL PROTRCOTION AGENCY

RESBARCH ACTIVITIES RELATED TO PHENOXY HERBICIDES AND THEIR DIOXIN
CONTAMINANTS :
1. Chemical Analysis:
A. Methods Development (dioxins}:

A multiple-lab participation system of analysis has been devel-
oped to obtain validated analyses of environmental samples
contaminated with TCDD ai very low levels. Current work ia
directed toward attaining the capabillty of analyzing samples
from a wider range of environmenial origing, At the same time
efforts are underway to distinguish between the various TCDD
ingomers and to lower the size of the sample that is required
for study.

B. Studiesin profresa:

1. Special studies (TCDD): :

The system referred to in A is heing applied %o specific
gaumples derived from water, stream sediments, wildlife,
dump sites, ete.

2. Monitoring (phenoxy herbicides).

a. EPA’s Wational Surface Water and Sediment Residue
Network regularly obtains samples from the naton’s
major drainage areas and monitors them for com-
centrations of certain phenoxy herbicides.

L. In association with activities of the National Center
for Health Statistics, EPA is analyzing urine samples
from the general population in the TS, for the
presence and amount of ecertain herbicides.

I1. Investigation of combustion as a potential source of dioxin contamination:
A study has been initiated to investigate the hypothesis that diokins may
be routinely formed during common combustion processes, such as those

at power plants and incinerators:
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FrerUARY 1930,
Derar™ENT oF HeaLtH, EpUcATION, AND WELFARE

STUDIES ON PHENOXY ACIDSI, DIOXINS OR RELATED CONTAMINANTS

1. Epidemiological Studies:

1. Establishment of a Dioxin Registry:

NIOSH is establishing a registry of U.8. workers who have been
exposed to dioxing and certaln dioxin contaminated herbicides.
The technigques uwsed in establishing the registry will conform to
those used by the World Health Organization so that results of the
studies can be compared with those from other eountries, The
registry will allow an evaluation of the morbidity and mortality
trends and aftempt to identify any excess disease pattern associated
with these exposures.

2. Occupational SBurveys:

{n) Health Evaluation of 2,4,5-T workers in Nitro, West

Virginia;
{b) Health Evaluation of 2,4,5-T workers in Jacksonville,
Arkansas;

(c) He]?lﬁh Evaluation of pentachlorophenol workers in Sauget,

10i8.

3. Discussion in progress between NIEHS, NIOSH and International
Agency for Research on Cancer, WHO, about update of 1978
report on Long Term Health Effects of Chlorinated 1ibenzodiexing
and Dibenzofurans,

II. Methods of Chemical Analysis;

1. Development and validation of methodologies for tissue analysis of
TCDI and related compounds,

2, Bynthesis of analytical standards for diexing and dibenzofurans
DHEW Research Grant:

Project No——BNO1LCP85945-01;

Title—Polychlorinated Dibenzo-p-Dioxin and Dibsnzofuran

. Synthesis,
T, Animal Toxicology Studies,
1, "Agent Orange’:

(a) Effects of *‘Agent Orange” components on Male Fertility
and Reproduction. A probe study in male mice using large
doses of the constituents of Agent Orange to determine
effects on fertility and ability to sirc normal offspring.
Estimate initial report, July 1980, _

(b} Reevaluation of the mutagenic potential of components of
Agent Orsnge. Studies of 24-D, 2,45-T, TCDD in
mierobial and Drosephila systems are in progress.

2. 2,3,7,8-Tetrachlorodibenzo—p-dioxin {TCDD):

Evaluation of the Carcinogenic Effeets of TCDD in Rats and
Mice. Studies inglude groups with oral or skin exposure
throughout lifespan. Estimate draft report available for peer
review March 15, 1980,

DHEW Research Grants:
Project No. and Tiile
5R01DEQ4333-03—PCB and TCLD Orofacil Terato-
genesis in M Multatta;
5RO1ES01330-03—Implications of Low Level Exposure
%0 Dijoxing (Rats, Monkeys) ;
SRO1ES01552-03—Mechanizm{s} of Toxicity of the
Chlorinated p-dioxins (Rats, Mice, Guinea Pigg);
5R01E801884-03—Toxicology of Chlorinated Dibenzo-
p-dioxing {Mige);
5P01CA22484-02—DBiochemical Studies in Chemieal
Carcinogenesis.
3, Hexaehlorodibenzo-p~diozins (HCDD),

Evaluation of the Carcinogenie Lifeet of HCDD in Rats and
Mice, Studies include groups with oral or by skin exposure
throuﬁhout lifespan. Bstimate peer review of draft roport
March 1, 1080,
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4, QOotachlorodibenzo-p-dioxin (OCDD).
{a} Review of Srevious toxieology studies. Estimate completion
March 30, 1980,
(b} Studies of chemical disposition and metabolism of OCDD,
Estimate completion September, 1980,
8. 2,3,7,8-Tetrachlorodibenzofuran {TCDF),
(s} Comparative species evaluation of chemical disposition and
metabolism of TCDF in rat, monkey and guinea pig.
Estimate completion June 1980.
(b} Teratolegy Evaluation of TCDF in rats or mice. In planning
stage; estimated-—third quarter fiseal year 1980.
6. 2,4-Dichlorophenoxyacetic Acid (2,4-D): Neurotoxicity of 2,4-D in
rodents. Study planning stage,
Frepruary 1980,

DEPARTMENT oF Lapomr
OCCUPATIONAL SAFETY AND HEALTH ADMINISTRATION

The Oceupational Safety and Health Administration is very concerned ahout the
known and potential adverse health effects of workers exposed to phenoxy her-
bicides and 2, 3, 7, 8,-tetrachlorodibenzo-p-dioxin (TCDD} contaminants. The
significant animal toxicity of TCDD makes careful exploration of the human
toxicity of these materials mandatory.

To date, OSHA has heen involved in several inspections where dioxin and
TCDD contamination have oceurred. Sampling has oecurred during each of these
inspections and has brought to our attention the analytical diffienlties in quantita-
ting dioxin contamination as well as the difficulty in separating TCDD from other
tetrachlorodibenso-diaxing, OSHA along with NIOSH has participated in the
development of persomal protective clothing and equipment recommendations
for workers involved in a dioxin clean-up operation at a corporation in Jackson-
ville, Arkansas. The Department of Labor has also recently submitted a proposal
39 EW to review and assess the prablems and potential adverse health effeets of

ioxins,

OSHA recognizes that more information is needed on the long term health
effects of dioxing and TCDD in humans as well as the adverse human health
effects of low level exposures before an effective regulatory program can be
achieved. OBHA welecomes the opportunity to participate on the Interagency
Work Group {o study the possible long term health effects of phenoxy herbicides
and contaminants and the scientific panel to be headed by Dr, John Moore, to
help achieve this goal.

Decemecr 1979,
VETERANS ADMINIRTRATION

ACTIVITIES WITH REGARD TO HERBICIDES, PARTICULARLY AGENT ORANGE

Under the Administrator's direction, the Veteran Administration performed
following activities with regard to the issue of possible health related effects of
exposure to herbicides, partienlarly Agent Orange, in Vietnam veterans.

1. Information Gathering.—In order to assure that the VA has available the
highest level of expertise on herbicides, an official Advisory Committee was
chartered on April 20, 1979, It consists of representatives from Government and
non~Government agencies who are actively invoelved in seientific activity related
to herbicides. Supplementing this, the VA has made contacts with the DOD,
EPA and HEW in order to stay knowledgeable on $heir heribeide related research.

2. Digseminalion of Information.—Formal efforts have heen made to inform
VA professional staffs about the latest information on herbicides, These eflorts
have included: (a) An edueational “White Paper”’ diseussing herbicides; (b) Con-
ference telephone calls to all VA medical facilities diseussing the current medieal
and administrative aspects relating to the evaluation of Vietnam veterans pessibly
exposed to herbieides; (¢} Written instruetions to the VA medical centers {Cir-
cular 10-78-219) for the medieal evluations and reporting of veterans possibly,
exposed &0 herbicides in Vietnam; and {d) An educational conference in Washing-
ton, D.C. on herbicides for physicians representing esch VA medieal center.

The VA provided testimony in reference to herbicides and the VA modieal
programs to the Subcommittee on Medical Facilities and Benefits of the Veterans
Affairs Committee of the House of Representatives. '

An information conference was condueted in YA Central Office for representa-
tivez of the Service Organizations. :
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Individual veteran's correspondence and telephone calls have been replied to
in an effort to answer specific questions and educsate the veterans on ¢urrent
knowledge in relation to herbicides.

The Veterans Administration has participated in TV programs discussing the
topie of herhicide exposure as it relates to the health status of the Vietnam
veterans.

3. Performance of Research,—The VA has ret up a central registry which containg
data obtained from performance of comprehensive medical examinations on
Vietnam era veterans claiming exposure. to herbicides. This registry will be
utilized in the performance of a formal epidemiological study on the possible
health related effects of herbicides in Vietnam veterans., The VA also is per-
forming & pilot study of the feasibility and diagnostic usefulness of determining
dioxin levels in the fat of veterans exposed to herbicides. :

In addition to performing its own research, the VA has stimulated appropriate
research efforts by other Federal agencies in arens where its expertise was limited,
In this regard the VA Administrator has made written requests to DOD and HEW
to engage in studies of herbicides outside of the VA's scope of expertise. Both
requests have resulted in itive responses.

4. Provision of Health Care Services—Vietnam veterans were provided medical
gare for any illness, regardless of the etiology, which may have heen uncoversd
during the eourse of an examination performed in relation to the herbicide program.

5, Processing of Compensation C?m‘ s for Herbicide Exposure—The VA pro-
eessed some 75H) claims for compenszation arising from possible exposure of veterans
to herbicides, Thus far, two claims have been adjudicated as being possibly related
to herbicide exposure, These two veterans demonstrated evidence of a skin eondi-
tion, chloracne.

InreracENcY WorxkiNG (Grour T0 S1upy THE PossibLE Long-TERM IIRALTH
ErrRcts oF PHENOXY HERBICIDES AND CONTAMINANTS

ATTENDEES-FERRUARY 1, 1080 MEETING ]

Depariment of Health, Education and Welfare: =
Jodie Bernstein; David Andrews; Leslic Platt; Harold Margulies, Pat Honchar;
Peter E; M. Beach; J. A. Moore; David Rall; Anne Cohn; Jacky Simon; Marian
Troyer; and Doug Hussey.
Department of Labor:
Stephen Mallinger; and Patricia Breslin,
Department of Defense; .
William 8. Augerson; Peter Flynn; and Jerome G. Bricker.
Veterans Administration: : i
" Paul Haber; W, J. Jacoby, Jr.; Guy McMichael; and Frederic Conway.
Department of Agriculture: P. C., Kearney, ’ i

Environmenial Profection. Ageney: Donald Barnes. .
Oflice of Setence and Technology Policy: Richard H. Adamson.

STATEMENT OF JOAN Z. BERNSTEIN, GENERAL COUNSEL,
DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE

Mrs, BernsTEIN. My full statement reviews the status of efforts by
HEW and the Inter-Agency Work Group with special emphasis on
00\.11- -research concerning this phenoxy herbicide know #s Agent

range. . - - _ . :

Agent Orange, a5 you have heard used extensively for several
years, is composed of phenoxy herbicides: 2,4-D and 2,4,5-T.

In the chemical production of 2,4,5-T the herbicide iz contaminated
with the highly toxic chemical called TCDD, Concern surrounding the
health effects of Agent Orange are largely focused on this contaminant,

Today, while much is known about the biological effects of phenoxy
herbicides and contaminants there are still important gaps in our
knowledge. The work group is attempting to fil tﬁ'lese gaps in order to
enable us better to assess the risks of these chemicsls to man.

1 Final memberghip 11wt being developed.
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Various Federal agencies have heen mvolved for some time in
their own efforts to further own current knowledge of this subject.
Activities have included the collection of scientific information, the
review and evaluation of existing data and suF ortive research.

For ap(f)roximately the last 10 years, HEW itself has conducted or
sponsored more than 50 studies relating to phenoxy acid herbicides
and dioxins, Our efforts have encompassed both laboratory investiga-
tions and epidemiological studies of people who have been exposed to
TCDD or phenoxy herbicides in their occupational environment or by
accidental exposure, '

HEW?’s laboratory studies have made valuable contributions to our
knowledge about dioxins. Our laberatory amimal toxicity studies have
shown that TCDD is one of the most toxic agents known, capable of
causing a number of adverse animal health effects, Animal studies have
also established that other dioxins can produce disease manifestations
identical to those produced by TCDD. These animal studies are
especially sif:niﬁcant because animal toxicity tests have been reliable
predictors of toxic effects in man.

To help refine and expand our knowledge of the human health
effects of exposure to phenoxy herbicides and dioxing, HEW is cur-
ran(t_:,)lg sponsoring or conducting several epidemiological studies,
NIOSH is currenfly assembling a registry of all workers in the United
States who have been involved in making 2,4,5-T, This effort involves
collecting the workers’ records and other information and gathering
the workers’ social security records. From the completed registry,
NIOSH will attempt to determine and analyze the rates of sickness
and death to 2,4,5-T workers. .

In addition to this nationwide study, other cccupationsl studies are
underway in West Virginia, Arkansas, New York, Illinois, and
Kentucky. To date, our occupsational studies have definitely Tinked
one human defect, chloracne, to dioxin exposure and have provided
evidence of other adverse effects such as liver and nervous system
impairment. :

o assure a coordinated interagency effort in this ares, an infer-
a%jncy work group has been established under the leadership of HEW.
The work group is responsible for reviewing the protocols, methodolo-
gies, and status of all federally funded research and all other activities
on the subject. It will alse insure, we hope, that the public and the
Congress are promptly and accurately informed of all relevant research
findings. 'l‘hisz-.'w.u.ror].I{:l roup represents the formalization of a number of
informal working relationships among the various agencies involved
in dioxin studies rather than the starting point of such efforts.

‘At our first meeting on February 1, the work group set priorities
for the gathering of information. The work group will attempt to
correlate the incidents of illness and disease among Vietnam:veterans
with their exposure in Vietnam to Agent Orange, in part by determin-
ing, insofar as practical, if Vietnam veterans as a class are as healthy
as other relevant population %'oups. ) L

In studying this priority, the work group is recognizing that many
of the symptoms articulated by Vietnam veterans could be associated
with a number of causes, The group also will study the broader public
health implications raised by the continued use of substances con-
taining dioxins. ‘
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The efforts of HEEW and the interagency work group will take time
and may not provide us with definitive information regarding the
linkage of Agent Orange to the adverse health effects reported by the
Vietnam veteran. In short, as we have pointed out in the full HEW
statement, we may he left after the research is done with many of the
same social policy issues we face today. However, the interagency
work group is committed to completing thorough and objective scien-
tific examination as well as a complete and accurate accounting on
this subject.

My colleagues and I will be happy to answer whatever questions
you may have following the panel discussion. Thank you.

Chairman SaTTerreLp. Thank you, very much. The next witness
is from the Department of Defense. Do both of you have statements?

General AvaersoN, Yes, sir. :

Chgirman Sarrerrierp. Wea will be glad, then, to receive yours,
General Augerson, fivgt.

STATEMENT OF MAJ, GEN. WILLIAM S, AUGERSON, DEPUTY ASSIST-
ANT SECRETARY OF DEFENSE (HEALTH RESOURCES AND PRO-
GRAMS)

General AueersoN. Thank you, Mr. Chairman. I am General
Augerson, Deputy Assistant Secretary of Defense for Health Resources
and Programs, :

You seemed o have ¢onvened an Army Corps reunion here. Mr.
Cleland and I just discovered that we were up in the same piece of
Haicor at the same time. o

Others have summarized the history and background very well,
Orange was used as a result of the Presidential decision. Tt was used
to protect Americans, It was assumed to be safe due to its extensive
civil use of similar compounds. C

Ten percent of Vietnam was sprayed. Most of it was remote from
population areas. When the dioxin.problem surfaced or appeared the
use was stopped and the U.S. stocks were subsequently destroyed in
1977. We have records on ‘computer tape of U.S. Air Force spray

igsions but we do not have files on the use of Herbicide Orange by
helicopters, off of trucks or in ground use.

The problem at hand which is common to many of our other chem-
ical servants consists of three questions: Is dioxin toxic to humans at
low doses, were U.S. ground troops exposed and to what extent, and
what has this exposure—has this exposure led to ill health to these
men or their children.

These are difficult questions and predigious work will be necessary
to resolve them. The Department ofp Defense is determined to cooper-
ate fully in the necessary work to solve this problem.

The Air Force project to evaluate carefully a large number of person-
nel known to be exposed substentially to Herbicide Orange, to us
seems to be an important way to evaluate the potential problem.

Major General Chesney on my right will report in some detail on
that Air Force study. : )

Because of the concern about this subjeet, the action office within
the Department of the Defense has changed to—from the environ-
mental office to my office, the Office of the Assistant Secretary of
Defense for Health Affairs.
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I am prepared to answer your questions.

Chairman SATTERFIELD. '%hank you.

General AuaeErsoN. And by the way, sir, I have submitted a rather
long formal statement.

Chairman SarrerrieLp. Without objection, your full statement as
well as the statements of sll of the other members of the panel will be
admitted to this record,

[Material follows:]

STATEMENT oF MaJoR GENERAL WiLLtam 8, AvaersoN, DEPUTY ASSISTANT
SECRETARY OF DurENsE (HEALTE REsoUuRcEs ANp PRoarams), BEFORE THE
SuBcoMMITTER ON MEDICAL FAomLITiES AND BENEFITS, COMMITTEE VETERANS'
AFFairs, Houst oF REPRESENTATIVES

Mr, Chairman, Gentlemen and Ladies: It is a pleasure to appear before the
Committee to discuss the Department of Defense’s use of the mixture of herbi-
cides known as “Qrange’’. Our discussion will include: its spplication in Vietnam;
the controls which were utilized in the operational missions; and the evolution
of the state of knowledge concerning the possibility of toxic responses due to a
small concentration of & contaminating substance known as 2, 3, 7, B-tetrachlo-
rodibenzo-para~-dioxin, usually referred to as either TCDD or simply dioxin;
subsequent curtailment of herbicide operations; and the eventual destruction of
all remaining stocks of the herbicide. I recognize your concern about possible
health effects in Vietnam service personnel, The Air Foree presentation will cover
our effort 10 evaluie possible health effects in a group known to be exposed.

We, in the, Department of Defense, prefer to refer to the equal mixture of
2, 4-D and 2, 4, 5-T as Herbicide Orang;e, rather than as it has hean referred to
in other publieations as “Agent Orange'”, The action of these suhstances, as was
first and widely demonstrated in commercial agricultural applications here in the
United States and in other countries, was to selectively destroy or defoliate brush
and other woody plants. Their combined action was selective, and in the true
sense they are herbicides. The use of the word “agent” has the connotation that
the substance has an anti-personnel or anti-animal effect and is deliberately
em(laloyed against such targets. This was not the case. When the initial selection
and deeigion to use these herbicides in defoliation and seleciive crop applieations
was made, both substances were considered to have no human toxicity.

Herbicide Orange and the other herbicidal compounds utilized in Vietnam
derived their names from the usze of 4 3-inch, color-coded band which was painted
around the center of the ICC 17C 8B-gallon, 18-gauge, steel drums, used for ship-
meni of the compound from the manufacturing plant in the United States to the
operational utilization points in Vietnam. Other herbicide formulations had con-
tainers which were marked with white, blue, pink, purple and green bands for
easy identification. ) . .

- The initial deciston to use herbicides in Vietnam was made by the President of
the United States at the request of the Republic of Vietnam. Approval of initial
targets was the subject of inter-agency review, and early research and develop-
ment efforts in 1962 were restricted to remote areas in the Ca Mau peninsula and
along Route 15, northwest of Saigon. These missions were accompanied by in-
formation leaflets, loudspeaker warnings and avoided all populated areas. Follow-
ing these tests, extensive evaluation of effectiveness waz made by a technieal
team. In fact, over the period from 1963 to 1968, there were at least eight major
evaluation programs sand reports. A list is included as Appendix 1. Few of these
congidered the health effects, since information svailable at that time did not
indicate high toxicity, mutagenicity or any sigmificant human health effects.
Only in October 1969, as a result of a Department of Health, Education and
Welfare study performed by Litton Bioneties, did coneerns arise. These were, of
course, evaluated in the later contract effort with the National Aeademy of Sei-
?ggis, complete reports of which were submitted to the Congress in February

Herbicide Orange, the defoliant in question, consists of a 50:50 mixture of the
n-butyl esters of 2, 4-D ({2, 4dichlorophencxy) acetic acid} and 2, 4, 5-T ((2, 4, 5-
trichlorophenoxy) acetic acid). Each gallon of Urange contains 4 pounds of 2, 4-D
and 4,6 pounds of 2, 4, 5~T on an acid-equivalent basis. Each of these herbicides
was registered by the EPA, and have been in cdmmereial use in U.8, agriculture
since the mid-1940's. The outstanding effectiveness of these two herbicides in
controlling the growth of broad-leaved plants and weeds, coupled with their ap-
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parently low mammalian toxicity and low application rates, resulted im their
rapid acceptance and spread in world agriculture. As a result, 2, 4-D production
went from 14,000 pounds in 1950 to 36 million pounds by 1960. During the 1960’s,
approximately 78 million pounds of 2, 4, 5T was applied within the United States
for agricultural purposes.

I would like to describe now how Herbicide Orange was used in Vietnam. De-
foliation operational approval consisted of a rigorous process which required
%})groval by both Republie of Vietnam officials and 1.8, officials, even up fo the

8. Ambassador. This dual-approval chain operated regardless of whether the
request was initiated by Republic of Vietnam {%,VN) or U.8. Force commanders.
On the RVN side of the chain, authorization review and approval for missions
started with the Province Chief and was then sent through the Regional Viet-
pamese Army Commander to the RVYN Armed Forces General Staff to what was
ealled the “202 Committee;" the request was also seni to the Americon Division
Commander for the area in whieh the provinee was located, and then on to the
Senior Advisor of the Military Region and to the U.8. Mission to the 203 Com-
mittee’’, In this approval process, the Vietnamese Province Chief was required
to provide an analysis of the target area, which included intelligence, civie affairs
evaluation, including number of people in and near the target arens, the creation
of refugees, and the psychological-warfare aspects of the operation, The Provinee
Chief also had to guarantee a pledge of indemnifieation for damage to “friendly’
erops, On the American side of the approval process, the Senjor Advisor had to
consider the same factors as the Vietnamese ]?rovince Chief, plus other problem
areas, such as the effects on pacification operations, community development and
economic effects, in consultation with other specialized advisors such as the Agri-
eultural Advisor.

Procesding up the American line of ap]ﬁroval, the 203 Committee” considered
the proposal from the standpoint of intelligence, planning, USAID aspects and
the American Embassy. If all of the lower authorities had granted approval, the
proposal for a spraying operation was then forwarded to the MACY Commander
and the American Ambagsador. Disapproval by either the RVN or Ameriean chain
of commands stopped the proposed mission. As a further precaution, forty-eight
hours before each flight mission, final approval had to be sought from the Province
Chief and from all ground commanders having a responszibility in the target area
to be sprayed. These involved approval procedures were mandatory for all opera-
tions involving destruetion of crops and for all fixed-wing, aireraft defoliation mis-
sipna. Defolintion missions conducted by helicopter or on-the-ground spraying
were delegated for approval to the Mulltary Region Commander on tEe part
of the RVN and the Rmerican Forees, . :

Post-mission reports had to be submitted to MACV Headquarters. These re-
ports had to include: project and target number, date of mission, numher of sorties
scheduled and number accomplished, reasons for non-suecessful sorties, number
of gallons of agent used, and type of mission (defoliant or erop destruction}, hits
from ground fite received by aircraft, and map eoordinates of actusal spray run.

We now have in the Department a computer listing of all such gpray missions
for the period from 1965 to the end of spraying in 1971, which is believed to be
complete, This print-out shows the date, time, agent used, gallons of agent dis-
pensed, the map eccordinates and the area covered by the mission.” A detailed
computer presentation is not available for the period before 1968, Very recently,
another computer report has been obtained which provides information on
post-1965 spray missions in each of the provinces of Vietnam, and provides the
same mission profile data as described earlier, :

In order o verify that these review and approval procedures were heing followed
with. reapect to all fixed-wing aireraft spray missions, a special task force from
MACY and the American Embassy reviewed the project and mission files and
issued a report in’ May of -1968. In peneral, the report found éthat policies and
procedures were followed; however, it noted that there had been serious damage
to ‘““friendly” erops. Steps were outlined to further improve the management of
herbicide operations. One major report recommendation was, in accordance with
the wishes of the RVN government, to Iimit further operations to "low population
density’’ areas, defined as those areas with no more than 7 persons per square
kilometer. ) : '

It should be mentioned that from August 1965 through February 1971, 90
ercent of all of the Herbicide Orange disseminated over South Vietnam was for
orest defoliation. Crop destruction missions, during the same time period,

accounted for 8 percent of amount sprayed; and the remaining 2 percent was
used around base perimeters, cache sites, waterways and communications lines.

- 63-365 0 - 80 - §
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Much of this protective perimeter spraying was done b%%mund vehicles or by
the use of small helic(éptem with limited capacity tanks, These perimeter defolia-
tion operations helped to maintain clear fields of fire and protected our troops
from infiltration through the dense cover. Areas around our fire bases and camps
were also routinely sprayed with insecticides both from the air and by ground
dissemination methods to reudee mosquitos and thus help to control malaria.
Some of these numerous insecticide control flights by helicopters may have been
mistaken as defoliation Tuns. The insecticide most commonly used was malathion,
whish is commonly used here in the States. -

The primary purpoese of defolinnts in South Vietham was to deny the Viet Con
the advantages of the dense, jungle-foliage cover which enabled them to ambusl
cur forces with sometimes disasterous results and high casualties, The dense,
tri-level jungle growth also permitted the enemy forees to assemble large forces,
develop supp%{‘ umps and operate with relative immunity from aerial ohservation
and strikes. Therefore, the acrial spraying operations using various herbicides
were initiated to reduce casualties among our forces, and hence were directed at
enemy-controlled territory, From an area standpoint, herbicides were sprayed on

'a.})prdxima.tely 10.3 percent of the inland forests of South Vietnam, 36.1 percent
of the mangrove forests, and 3 percent of the cultivated lands, Total aren esti-
mates sprayed for all of South Vietnam range from 8.6 pereent to approximatel

10 percent of the land mass, During the period from January 1962 throug

December 1964, when relatively few American forees were in the field in South
Vietnam, approximately 281,200 gallons of defoliants were sprayed on hostile
areas. At the end of 1962, approximately 12,000 personnel were assigned. By
January 1965, this number had increased to 253,000 and by the end of 1965, ap-
proximately i81,000 personnel were present in South Vietnam. In the period
from January 1965 to February 1971 when American forces were augmented
aﬁpmximately 11.3 million gallons of Herbiside Orange were sprayed. Much o
the herbicide was deposited on the dense jungle canopy in remote areas occupied
by enemy forees. The typical spraying mission was flown at an allitude of-.150
feet and released the herbicide at the rate of 3 gallons per acre, with a flight
speed of 130 knots. The spraying time was about 3.6 to 4 minutes in a spray
line 14 kilometers long (8.7pmi es) by 260 to 280 feet wide,

In canopy penetration studies with phenoxy herbicide formulations similar
to Orange, it was found that, on the average, oiily 21 percent of the spray pene-
trated the top canopy of the dense forest growth and only about 6 percent pene-
trated to the ground level. As would be expected, the percent spray penetration
through forest canopies was inversely related to the canopy density. In a typical
initial apray mission, nominally 1,000 gallons of Herbicide Orange would be applie(i
over 346 acres of forest, thus 94 percent or 940 gallons would come to rest on the
forest canopy and be trapped and absorbed in the foliage, The remaining 60 gallons
would penetrate $o the ground level and be deposited either on the soil or the under-
brush. The actual ground-level de%osit rate would likely be about .17 gallon per
acre or 1.4 pounds'of 2,4-13/2,4,5-T mixture per acre. In comparison, mixtures of
such herbi¢ides have been routinely applied in the United States at the rate of
2.0 pounds per acre. Our military forces moving through Orange-treated forests
would have encountered the same amount of phenoxy herbicides as a person would
encounter in walking through defoliated hrush-infested ranch land here in the
United States, o

Going back to the total amount of 2,4,6-T sprayed over all of South Vietnam
from January 1962 through February 1971, it amounted to 44 million pounds or 41
gercent of the total weight of 2,4-D and 2,4,5-T. It has been estimated the her-

icide contained 368 pounds of the contaminant dioxin. Ninety-gix percent of all
2,4,5-T was contained in Herbicide Orange; the remaining 4 percent in Herbicides
Green, Pink and Purple. However, the Herbicides Green, Pink and Purple con-
tained approxinately 40 percent of the estimated amount of dioxin sprayed in
South Vietnam. Herbicides Green, Pink, and Purple were sprayed as defoliants on
less than 90,000 acreas from 1962 through 1964, when we had only a small force of
our military personnel in South Vietnam. Therefore, we have remaining an esti-
mated 203 pounds of dioxin in a total of 38.3 millicn pounds of 2,4,5-T which
was sprayed over 2.9 million aeres of inland forests and mangrove forests. Thus,
we find that each aere of jungle forest (43,560 sg. ft.) would receive, assuming
uniform distribution, 7/100,000 of a pound of dioxin. However, this is distributed
over the top of the forest canopy; and earlier studies have shown that only 6
percent of this deposit would likely reach the ground. Taking this factor into
consideration, the amount of dioxin ever reaching the forest floor would be four
millionths of a pound per acre without assuming any photo or chemical degradation
of the chemical, The 4 millionths of a pound of dioxin per acre converts to 1.9
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milligrams per acre or .04 micrograms of dioxin per square foot on either the soil
or deposited in the underbrush, Thiz would he the concentration of dioxin from
Herbicide Orange immediately after a spray mission; however, one should also
eonsider that many of these forests had trees which were 150 feet tall, and that
there may be as high as 300 tons of vegetation per acre on which this small quantity
of diexin fell. ) i

Under tropical conditions, the effects of Herbicide Orange sprayed at the rate of
3 gallons per acre were not seen for a period of one $o two weeks when leaf browning
and discoloration took place. However, leaf drop did not oecur until one to two
months after application, reaching a maximum in two to three months. Since the
denial of cover to the enemy did not take place until at least & month after applica~
tion;j nerally our forces did not operate in these areas until the cover was elim-
insted. Inevitably, in any operation as vast as the Vietnam War, some military
persons may have entered regions hefore defoliation and some few may have been
exposed to spray. Hence, an environment decay [actor also acted to further reduce
the minute initial dioxin concentrations, A 1978 study of the fate of dioxin in
plants, soil, water and air of a micrcagroecosystem using tritium-labeled dioxin
at conecentrations of 44 or 7,500 parts per billion applied to bluegrass found that
the dioxin concentrations was initially 20 parts per trillion {10-g/g of grass} but
after 4 weeks, the concentration was at or below 1 part per trillion. The half-life
was approximately six days. The investigators concluded that volatization (about
10 pereent) of dioxin was a major pathway of dissipation from their micreagroeco-
syatem chamber, Once the dioxin was volatilized, it was dechlorinated in the direct
sun and apparently even in the shade (as we might have under the jungle canopy)
and even without the presence of uliraviolet light.

Another study, a year earlier, found that herbicide formulations (ineluding
Orange) which contained known amounts of dioxin and exposed to natural sun-
light on leaves, sofl and grass, lost most of the dioxin in a single day, due mainly
o photochemieal dechlorination. Despite the known soil Eersist.ence of the pure
form of dioxin, it was not stable as a contaminant in thin herbicide films exposed
to outdoor light.

As a result of the National Institute of Health report that 2,4, 5-T could cause
malformations and stillbirths, the Department of Defense in October 1969 re-
strieted the use of Herbicide Orange to areaz in Vietnam which were remote from
Bopulation concentrations concurrent with civilian actions. In April 1970, the

epartment ceased all operations involving the use of Ierbicide Orange. This was
done because of its possible teratogenicity and the now recognized contamination
with minute concentrations of the highly toxie dioxin or TCDD. At the time of the
suspension of all spray operations there were 1.37 million gallons of Herbicide
Qrange in storage in South Vietnam, and another .85 million gallons sorted at the
Naval Construetion Battalion Center in Gulfport, Mississippi. In September of
1971, the Department directed that all of the Herbicide Orange in Vietnam be
returned to the United States and that the entire 2.2 million gallons be disposed
of in an environmentally safe manner, The Herbicide Orange from Vietnam was
moved in April 1972 to Johnston Island in the Pacific Ocean for later disposal.
During the period between 1971 and 1977, severasl methods of disposal and re-
processing to remove the contaminant dioxin were researched, In March 1977,
the Alr Force requested the EPA to approve the destruction of stored herbicide
through high temperature ineineration on-hoard of a specially designed incineration
vessel on the open sea, West of Johnston Istand. This was approved and was
accomplished. A total of three herbicide loadings were required, one from Gulfport
and two from Johnston Island to eliminate the entire stored DoD stock of Her-
bicide Orange.

During the land based operations involving remaval of the herbicide from the
storage drumns and transfer £o the incineration ship, air sampling waas conducted on
a continuing basiz; and the levels of 2,4-D and 2,4,5-T vapors were at least two-
and in most cases three, orders of magnitude below the acceptable, threshold,
limit values for these substances. Dioxin was not detected in any sir samples at
either siie, Approximately 200 personnel carried out the removal from storage
drums and transfer activities at the two locations. Comparisons of available pre-
and post-operational medical examinations of military personnet involved have
revealed no apparent physical effects as a result of these transfer operations with
Herbicide Orange.

As a result of an April 10, 1978 letter from the late Ralph H, Metealfe to the
General Aceounting Office, in whiech he expressed concern about the possible
long-term adverse health effects on individuals that were exposed to Herbicide
Orange in Vietnam, the GAQ hegan the investigation which produced the report
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entitled, ‘“‘Health Effects of Ixposure to Herbicide Orange in South Vietnam
Should Be Resolved”, published on April 6, 1879, This report pointed out that
since 1977, Vietnam veterans have been contacting the Veterans Administration
about health problems which they helieve were caused by exposure to herbicides
in Vietnam. Problems in identifying personnel exposed to herbicides and deter-
mining the possible health eonsequences of such exposure had hindered the
Veterans Administration efforts to resolve the concerns posed by these veterans.
The report made the recommendation that the Department of Defense, with the
assistance and guidance of an appropriate interagency group, conduct a survey
of any long-term medical effects on military personnel who were likely to have
been exposed to herbicides in South Vietnam. It also recommended that the
Secretary of Defense provide gnidance to ensure that Air Foree, Army, and Navy
medieal facilities are uniformly monitoring and evaluating possible herbicide-
related concerns of persomnel who served in Vietnam. Information thus
developed in Defense medical facilities should be coordinated with the Veterans
Administration.

Our Department did not agree with the recommendation that the DoD under-
take & comprehensive interagency study of the long-term medical effects on
military personnel who might have been exposed to Herbicide Orange in Vietnam.
It was our position that a retrospective epidemiological study of that population
would not produce reliable results beeause: (1) About 17 years have elapsed since
the beginning of herbicide operations in Vietnam, and during this interim period
any number of other influences on henlth may have supervensd; (2) There are
generally no data on exposure concentrations and exposure items; and lackinﬁ a
reliable estimate of exposure, the interpretation of the results would be highly
unreliable; and (8) Identifying an appropriate control group would be virtually
impossible. For any group to serve as an appropriate control, it would be necessary
to show that these people were not exposed to Herbicide Orange, and that they
have, esgentially, the same shared influences on their health as those of the exposed
group. The Department, as an alternative, proposed to support the then-current
effort of the National Academy of Seience’s Committee 0? Toxicology to study,
in cooperation with the Italian Government, the health effects of the release of
large amounts of TCDD inte the environment from an industrial aceident in
Seveso, Italy. We believed this would be a better study than that recommended
by GAOQ beeause the concentration of TCDD was determined, known exposures
are documented, and prompt medical follow up was achieved.

Subsequently, in response to a letter of May 21, 1979 from Henator Percy, the
GAO continued their study of the use of Herbicide Orange in South Vietnam.
The GAO concentrated on determining (1) when and what military units were in
or near areas sprayed with Herbicide Orange; and (2} what precautions were
taken to prevent ground troops and others from exposure. The GAO determined
to their satisfaction, that a large number of U8, Army and Marine Corps gmumi
troops were in or close to sprayed areas during and shortly after spraying. They
did not determine the names and last known addresses of Marines azsigned to
these units, Also, Army personnel could not be identified by name because the
Army records were found to be incomplete. During the time of the spraying opera-
tiona up to 1979, Herbicide Orange was not considered to be toxic or dangerous to
humans, and few precautions were taken to prevent expsoure to the substances.

The GAQ could not document from available records whether ground troops
were actually exposed or the degree of exposure to Herbicide Orange. The GAQ
recommended that Congress direct DoD, 1})A, HEW or EPA to determine whether
a study is needed on the health effects of Herbicide Orange on the ground troops
that were identified in their analysis. i :

. The Department of Defense, through the Military Departments, have now

issued guidance to their medical facilities concerning Herbicide Orange health

effects to ensure uniform monitoring and evaluation. e Department of Defense

still believes that an extensive, retrospective epidemiologieal study of the ground

troops in Vietnam, a truly prodigious undertaking, is very unlikely to uncover

ca‘;l;?a.lllit.y hetween exposure to Herbicide Orange and subsequent ill effects on
th. .

With respect to our Department’s interest in other studies currently underway,
we are actively participating as o member of the recent established intevagency
working group which was initiated by the Office of the President ta facilitate,
evordinate, and monitor studies sponsored Ly the participating agencies to deter-
mine possli)le long-term health effects of phenoxy herbicides and their eontamina-
tions including the dioxins. This Working Group, chaired by the General Counsel,
D/HEW will have our full support and technical assistance whenever neaded.
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In addition, we intend to continue to work with the Veterans Administration in an
effort to be responsive to their data needs in conschance with our available re-
sgurces, Many of the Executive Department agencies involved in thig new inter-
a%ency working group have for a couple of years been interacting in a cooperative
effort to resolve these problems.

The Department of Defense partieularly supports the Air Foree Ranch Hand
Study as it is directed ot a defined population who had repeated and known ex~
posure to Herbicide Orange which is the substance of concern to our Vietnam
veterans. The study will congider a locatable population which can he followed
for an extended period of time to determine any signifieant directions in expected
morbidity, mortality, or general health status, Further, the Air Foree persennel
who will be involved in this study as well az the control group will have heen
exposed to many of the in-country environments-as other veterans who served in
Vistnam. However, any study of this magnitude and scope will take time to
aceomplish in & thorough manner. We believe hy the end of 1986 that the stud
will provide significant data to help resolve whether there are long term healtl
problems related to exposure to Herbicide Orange in this military population.

An other study of particular interest to us is the investigation of the industrial
accident which took place in Serveso, Italy in 1976 in which & defined population
was exposed to gross eontamination, The Department of Agrieulture and the Board
of Toxicology of the National Academy of Sciences have Dheen closely following
this accidental exposure in cooperation with the Department of State and the
Government of Italy.

As to your inquiry about studies in the private sector, the Department haas
recently received a report on the mortality experience of workers exposed to
TCDI in a tricholophenal process accident at the Monsanto Chemical plant in
-Nitro, West Virginia in 1949, One-hundred twenty-one male workers who de-
veloped chloracne resulting from this accident were selected and followed up.
The study has shown no apparent exeess in total mortality or in deaths from
malignant neoplasms or diseases of the circulatory system in a group of industrial
workers with a high peak exposure to TCDD over a follow-up period of 29 years.
Caution as to any conclusiveness of the findings is, however necessary as the
number of workers is limited and the number of deaths observed is rather small
(32) for this 29 year period.

We intend to follow two other herbicide related studies. These particular studies
have Leen mentioned because of their relevancy to the effects of high exposures
of these substances to defined and traceable populations.

Many Federal agencies, e.g, Environmental Protection Agency, National
Cancer Institute are sponsoring research relevant to Herbjcide Orange and pre-
pared by private organizations, We will follow such work but defer to the relevant
agencies for any comment about their result: (1) A Dow study on the moriality
analyeis of employees engaged in the manufacture of 2, 4, 5-T, and {2) the Vertac
health effects study on 200 workers manufacturing 2, 4, 5-T at Jacksonville,
Arkansas.

We are, committed, however, to do whatever we can to help resolve this trouble-
gome conecern for the Government and for those who served in Vietnam. In this
regard, cognizance for matters concerning health effects of Herbicide Orange have
now been moved into the Office of the Assistant Secretary of Defense (Health
Affairs), from the Office of the Assistant Secretary of Defense (Manpower,
Reserve Affairs and Logistics) (Energy, Enviroment and Safety).

Thank you.

APPENDIX 1

An Evaluation of Chemieal Corp Destruction in Vietnam, Betis and Denton,
(ADD-779 790, $5.25) October 1967, :

A Statistical Analysis of the US Corp Spraying Program in South Vietnam, Russo
{AD-779 791, $5.25) October 1967,

Research and Analysis Study 8T67-003, Evaluation of Herbicide Operations in
RVN (AD-779 792, $4.75) 12 July 1966. .
Report on the Herbicide Policy Review, 28 August 1968 (AD-779 704, $10.00).
Evaluation of Herbicide Operations in the Republic of Vietnam, Septembey 1962-

?gggember 1963 {Declassified from SECRET) (AD-779 795, $5.75) 10 October
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A Review of the Herbicide Program in South Vietnam, William F. Watren,
Seientific Advisory GPDL:F’ Working Paper No. 10-68, CINCPAC, August 1968,
(Declassified from Confidential) Less Appendices A and C {AD-77, 797, $6.50).

Crgg Destruction Operations in RVN during 1967. Warren, Henry and Johnson,

NCPAC Scientific Advisory Group, Working Paper No. 20-67, CINCPAC
December 23, 1967, (Declassified from Seeret) Less Appendices A and C an
noted deletions, (AD-779 708, $5.25), '

Assessment of Ecological Effects of Extensive or Repeated Use of Herbicide,
MRI, 1 December 1967. '

Chairman SATTERFIELD. General Chesney?

STATEMENT OF MAJ, GEN. MURPHY A. CHESNEY, DIRECTOR OF
MEDICAL PLANS AND RESOURCES, OFFICE OF THE SURGEON
GENERAL, DEPARTMENT OF THE AIR FORCE

General Crpswey. Good morning, sir. I have with me today
Col. Gﬁorlge D. Lathrop, M.D. Ph. D., chief of the Division for
Epidemiology for the U.S. Air Force, crew of air space medicine,
Brooks Air ¥orce Base, Tex.; and Maj. Allen A. Young, Ph. D., con-
sultant, in the Environmental Health Sciences in the Epidemiological
Division at the school. .

Now, in October 1978, the Air Force Deputy Surgeon General
testified before your committee concerning Herbicide Orange. As part
of that testimony the Air Force advised that we plan to survey the
Ranch Hand personnel to determine the status of that group.

Because of increasing concern with Congress and the public concern-
ing possible health hazards associated with Herbicide Orange, the Air
Force decided to expand the questionnaire info s comprehensive
epidemiological study of the Ranch Hand group.

I would like to quickly review for your group our activities to date in
the development and the implementation of this study.

The stugy' is designed to see “Have there been, are there now and
will there be in the foreseeable future any adverse health effects among
the Ranch Hand personnel?”’ :

The study is composed of three integrated slements: A mortality
study, a morbidity study, and a followup study which will address the
h;glth issues through a 24-hour timespan beginning in 1962 through
19886. '

The mortality and morbidity study elements will be conducted
almost simultaneously by use of study methods that include personnel
tracking procedures and medical/personnel records reviews to pinpoint
mortality patterns; extensive baseline telephone questionnaires to
ascertain current and past symptoms of health events; comprehensive
physical examinations to determine exact health status and to provide
a baseline data platform with which to correlate the symptoms; and
additional questionnaires and physical examinations to be conducted
periodically during the phase.

We have reviewed more than 2,500 scientific articles and where
appropriate have incorporated those into our study.

ontact has been made with leading Herbicide Orange experts in
the country; and we have also looked at at least six epidemiological
Investigations going on around the world. '

We have made contact with the various Department of Defense
and other Government agencies concerning their activities in this area.
Fifteen million Air Force personnel records have now been computer
processed and 37,000 others have been processed by hand.
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The Ranch Hand group has been identified. The baseline question-
naire has been identified. The mortality study is well underway; and
we are at work now with our statistical format and our repository
fundamentals have been established. o

In addition to the above action, a control group has been identified
and individual controls will be selected based on the number of Ranch
Hand volunteers who volunteer for the study. They will be matched
by age, job, time in Vietnam, and race. ' '

Action has been initiated to obtain the necessary addresses from the
Internal Revenue Service under the provision of Public Law 96-128.
We have developed an examiner’s handbook to provide guidance and
standardization of the physical examinations. _ :

Initial funding has been obtained from the Air Force and additional
personnel have been assigned to the project. . o :

The Air Force scientific protocoP has been subjected to extensive
peer review. To date the protocol has been reviewed by the University
of Texas School of Public Health at Houston, the Air Force Scientific
Advisory Board, the Armed Forces Epidemiological Board, and the
Board of Toxicology of the National Academy of Science,

We are now awaiting the review by the National Academy of
Sciences, ' '

We will proceed with the next phase as soon as we can incorporate
their recommendations into our protocol. We have attempted to incor-
porate the expertise of the Air Force and the advice of recognized
civilian authorities into this protocol in studying the group of people
which we think are the most at risk for Agent Orange. :

And; therefore, the results of this study should yield valuable data
from which to determine if there are any health problems related to the
exposure and to determine whether additional studies are required,

ince the major portion of the Ranch Hand group is comprised of
active and retired personnel, we are responsible for diagnosing and
treating any health problems which they encounter.

Thereiore, we have approached this study with a real appreciation
for their concern as well as other active and former military families
concerning any health hazard associated with Herbicide Orange,

This study will, of course, not answer all of the auestions concernin,
Herbicide Orange, but we believe that it will be scientifically valid an
a manageable starting point for the studies.

We will be happy to try to answer any questions, sir.

Chairman SarTeERFIELD. Thank you, very much General Chesney,
your written statement will appear at this point in the record.

[Statement follows:]

STATEMENT oF Major GENERAL MurpEY A. CHESREY, DIRECTOR OF MEDICAL
Prans anp ReEsounces, OPFICE OF THE SURGEON GENERAL, DEPARTMENT OF
rrE AIgR Force, 1o CoOMMITTEE oN VETERANa' Arvrairs, Housrp orF
REPRESENTATIVES

Mr. Chairman and Members of the Committee: In October of 1978, the Air
Force Deputy Surgeon General testified before your commiitee concerning Her-
bicide Orange. As a part of that testimouy, the Air Force advised that we p%anned
to survey the Ranch Hand personnel to determine the health status of that group.
Beeause of the increasing concerns of Congress, veterans and the public regarding
possible health hagzards associated with Herbicide Orange, the Air Force decided
to expand the questionnaire into a comprehensive epidemiological study of the
Ranch Hand group. I would like to review for you our activities to date in the
development in implementation of this atudy.
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_The study is designed around the question, “Have there been, are there now, or
will there be in the reasonable foreseeable future, any adverse health effects
among Raneh Hand personnel caused by rapeated exposure to Herbicide Orange?”

Accordingly, the investigation is composed of three integrated elements—a
mortality stu(iy, a motbidity study, and a follow-up study—which address the
health issues through a twenty-four (24) year time span, beginning in 1962
through 1986.

" The mortality and morbidity study elements will be condueted almost simul-
taneously by use of study methods that inelude personnel tracking procedures
and medieal/personnel record reviews to pinpoint mortality patterns; extensive
baseline telephone questionnaires to ascertain current and past symptoms of
health events; comprehensive physical examinations to determine exaet health
status and to provide a baseline data platform with which to correlate the symp.
toms; and additional questionnaires and physieal examinations to be administered
periodically during the follow-up phase. : .

The study will he a six (8) year project; however, substantial data analyses
from the most potentially revealing study areas will be available approximatel
twenty-one (21) months following the date the first questionnaires are a.gm'inisterec .

We have taken the following actions as part of the study. Over 2,500 scientifie
articles related to Herbicide Orange have been reviewed and, where appropriate,
conceptually insorporated within the study protoecel, Contact has been made
with leading Herbicide Orange experts in the country. Several coordinative visits
have been made to the principal scientifie investigators of at least six active
epidemiological investigations on herbicides, Sustained interagency eoordination
has been accomplished with the Veterans Administration, the U.8. Army, and
with several agencies within the Department of Defense, including the Office of
the Assistant Secretary of Defense for Health Affairs and the Office of the Deput
Under Secretary of Defense for Research and Engineering ( Research and Ad-
vanced Technology). Fifteen million Air Foree personnel reeords have been com-
%uter processed; 37,000 other historical records have been reviewed by hand. The

anth Hand group has heen identified. The baseline questionnaire has been
developed. The mortality study phasze iz well underway, Basic statistical formats
and data repository fundamentals have been established.

In addition to the above actions, a control group has been identified and
individual controls will be finally selected based on the number of Ranch Hand
Barsonnel who volunteer for the study. They will be matched by age, job, time in

ietnam, and race. Records of other Air Foree personnel who have%)een identified
a3 having possible exposure have been placed in a separate category for selected
evaluation, These individuals are not part of the Ranch Hand statistical group.
Action has been initiated to obtain necessary addresses from the Internal Revenue
Service under the provisions of Public Law 96-128 which you and your com-
mittee were 30 instrumental in enacting. An examiner's handbook has been
developed to provide guidance and standardization of the physical examinations.
Initial funding has heen obtained from the Air Force to begin the study. Addi-
tional personnel have been assigned to work on this project.

The Air Force scientific protocol has been subjected to extensive peer review.
To date, the protocel has been reviewed by the University of Texas School of
Public I{Iealth, Houston; the Air Force Scientific Advisory Board:; the Armed
Forces Epidemiological hoard; and the Board of Toxicology of the National
Academy of Sciences. We are awaiting the report of the review by the National
Academy of Sciences.

Cenerally, the protocol has been well received from the standpoint of seientific
content and thoughtful, unbiased concern. The peer ¢ritiques have thus far been
exceptionally helpful and their constructive comments and suggested methodol-
ogies have been incorporated into the protocol. The peer review process has
been very time consuming and of considerable interest because of the substantial
discusgions of igsues within and between peer groups. Various aspects of the
three study elements have heen alternately viewed as **too little, or too much,”
degending on the observers’ point of view. Their wide span of commentary pro-
vides ample testimony to the scientific polemies surrounding Herbicide Orange.

The next phase of our study will begin with contacting Ranch Hand personnel
and administering the questionnaire, This will be followed by comprehensive
physical examinations of those who volunteer for the study. We will proceed
with this phase as soon as we can incorporate the recommendations of the Na-
tional Academy of Seiences into the é)ro_tocol.

This study is a very complex undertaking and one which we are doing with
full understanding that we will be alternately criticized, condemned, and praised.
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Be that as it may, we have used the expertise within the Air Force and the advice °
of recognized authorities on herbicides in bhoth. the civilian and governmental
community to develop our study protocol. We believe the Ranch Hand group to
be the hest documented and most accurately assezsable group of individuals who
could be considered “'at risk.” Therefore, the results of the Ranch Hand study
should yield valuable data from which to determine if there are health problems
relatfaddt.o exposure to Herbicide Orange and whether additional studies are
required.
would be most pleased to answer any guestions.

Chairman SaTTERFIELD. I recognize Mr. Montgomery for any
questions that he may have,

Mr. MonTgomMERY. Thank you, Mr. Chairman. I appreciate the
distinguished witnesses that we have this morning. '

Since Max Cleland mentioned that he and Dr. Custis had been
exposed to Agent Orange, T might say that Congressman Hammer-
schmidt and myself were in Vietnam and I recalled with him a few
minutes ago that we flew in a helicopter into the combat zone and there
was—Agent Orange was being spread at that time.

So Congressman Hammerschmidt and myself can be added to the

Fﬁt. I 1fll'ne:m;ioned that to him and he said, “T am not feeling very well.”
- [Laughter, : -

Itgseemgs to me that the bottom line is that it is going to take
some time with the different agencies making these studies to fully
determine if there are major ﬁ% effects from Agent Orange. We just
can't give a complete answer today, positively or negatively. '

Is that basicali’ly what you were saying? I see the doctor from the
Army shaking his head yes.

Dr. Cusrrs. I think that that is very true, Mr. Montgomery, as
regards whether or not g chronic state exists, I think that we can
speak very specifically about the acute toxicity manifestations.

Mr, I\H)NTGOMERY. How many claims do you have that have
actually been traced to nothing gut Agent Orange in' the Veterans'
Administration? . - . . :

Mr. CLELanD. We know that in 21 cases, disabilities which claimants
have contended are due to Agent Orange have been held to be service-
connected. Two have been chlorache-like cases, but in none of the 2}
cases has it been necessary to determine that Agent Orange is the
culprit. The disabilities can be traced to service. o

Mr. MonteoMERY. How many people have been examined and
found that they couldn’t be traced to Agent Orange? _

Mr. CLrLaND, We examined almost 10,000 veterans. We have over
8 thousand claims for disability compensation. We have service
connected 21 of those more than 1,000 claims, but have not determined
whether these disabilities are necessarily due to Agent Orange.
_ On attachment I in my testimony, which is the attachment in the
back of my testimony, there is a chart that goes into this in some detail.

Mr, MonTgoMERY. But you are—as I understand it, you are
encouraging veterans, Vietnam era veterans, to come in and be
examined if they feel like they have a problem, Is that correct?

Mr. CLELanD. Yes, sir. If they feel they have any disease or dis-
ability resulting from Agent Orange, or if they would just like to have
it on the record that they feel they were exposed, or that they might
have been exposed, that examination report becomes a part o% a
permenent record.,

The report of examination, particularly, is part of our files that we
are currently reviewing to see If there is anything unusual turning up.
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Hopefully, we will have some results of that review in a few months,
but we are encouraging those who would like to get it on the record to
come to our hospitals and our outpatient clinics.

We have an Agent Orange coord]i)ﬁ&tor in each facility to make sure
that these exams aré properly conducted. - '

Chairman SarrerFinnp. Would the gentleman yield at that point?

Mr. MonTGOMERY, Yes, sir,

Chairman SATTERFIELD. So that the record will be aceurate, will
you tell us with regard to the two cases to which you refer, found
service-connected, was a particular service-connected problem found
and if so, was it connected with exposure to Agent Orange or some-
thing else?

r. CLELAND. Dr. Jacoby? '

Dr, Jacory. Mr, Chairman, there have been 21 cases that have
been allowed as service-connected. In two cases, the veferans had
chloracne-like skin condition. One veteran had an ache form of lesion
which may have been chloracne. The second had a skin condition
that was contact dermatitis. _

Mr. McMicragrL, Mr, Chairman, I think that the point to em-
phasize here is that for purposes of service connection determinations,
all we have to do is to associate the development of a particular dis-
ability with a period of service.

We don’t have to determine the causative agent. We don’t have
to determine that it was caused by Agent Orange just as long as we
can determine that it was service related. :

Chairman SaTTERFIELD. Well, that was going to be my next ques~
tion. You have determined that these health eflects hegan while
these veterans were on active duty?

Mr. McMicuaEL, Yes, sir. :

Mr, CrErann, Mr. Chairman, the two were service-connected
based on the allegation of the veteran that he was exposed.

Chairman SarrerFrerp. But you didn’t determine that it was
service-connected based solely on that allegation, did you? _

‘Dr. Jacory. It was based on the fact that they had the condition
which existed at the period of time that they were on active duty.

‘Chairman SATTERFIELD. And it didn’t exist previously? '

Dr. Jacony, Yes, sir, LT o

thairma,n SAaTTERFIELD, So the allegation really didn’t play any
role. : :

Dr, Jacosy. There is no way that we could establish a direct re-
lationship between exposure to a herbicide and that skin condition.,

‘Chairman SarrerrFierp. I just wanted to ask those questions
because I felt that there might be some doubt in the record and T
wanted to make this fact very clear. Thank you for yielding.

Mr. MonTteomeRY, Thank you, Mr. Chairman. I have no further
questions, ' '

Chairman Sarrerrierp, Mr, Hammerschmidt?

Mr, HaumERscamint. Thank you, Mr. Chairman. I would like to
address some remarks and then a question to the VA and also to the
Department of Defense witnesses,

I note an cmission in all of the testimony today, and in my opinion
it could be a most important distinction in the entire research effort.
It is & subject that I got into in the October hearings in 1978. I hope
that all of the parties involved will seriously consider taking another
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look at their approach to {fully examine what 1 consider to be an
oversight, '

All through the testimony you meniion that the potential ways
of being exposed to Agent Orange are threefold: skin absorption, in-
halation, anid ingestion. While acknowledging the limited probability
of exposure by skin absorption and inhalation, every Government
witness who comments on this aspect maintains that the possibility
of ingestion is almost zero since the only way that this might occur,
according to the testimony, is by eating meat from an animal who
had in turn eaten vegetation that was sprayed with Agent Orange; in
other words, through the ool chain.

This totally ignores the way our infantrymen operated in Vietnam,
as many ol our expert witnesses, I think, would know better than T
would. And it was our infantrymen which, according to the recent
GAO s(tludy, were in the areas where Agent Orange was actually being
sprayed.

1 glroubt that anyone in this room would voluntarily drink a glass of
water laced with Agent Orange. I am informed-—and you might correct
me on this if T am wrong—tiat a spoonful of dioxin could kill off the
entire population of New York City. And yet, we have it on expert
authority that our infantry troops, particularly the Marine infantry
units who have already been identified by the GAO study as having
been in the area of actual spraying at the time of the spraying, fre-
quently were forced to drink from the standing water supplies in
those areas. Infantrymen commonly fill their canteens with water
from bomb craters and even rice paddies, not to mention ponds and
small lakes.

If Agent Orange were sprayed over a foliated area, it would logically
fall also into such standing water. Additionally, rains would wash the
substance from the foliation so that it gathered in those places,
actually intensifying the concentration. As such, it is conceivable that
infantrymen could have ingested more dioxin 1n a single canteen of
water than even factorymen could absorb in their skin over a much
longer period of time.

It concerns me that your studies do not seem to address this and 1
wonder if both agencies would speak to my concern. General?

General AugErsoN. First, let me say that we will reappraise since
you feel that we have not treated the subject adequately—we will,
with your permission, submit something for the record subsequently
of a (f;tailed analysis, _

Dioxin is not terribly water soluble, as I think you know. Perhaps
Major Young, who has thought some on these matters and done
some very careful study of the matter, may have something to say.

Major Youna. Let me say first, sir, that one of the beautiful things
about the Ranch Hands population that we are proposing to study and
have already initiated our work on is that their exposure can be very
closely documented. And the question of ingestion from the environ-
ment isn’t such s problem there. We know exposure, That is well
documented for us, )

The problem with the environmental fate of TCDD, of course, is
that it is a very difficult molecule to follow because of its quantity

resent. The actual amount from o mission in Vietnam over 1 acre of

and would have been so finite that it would have been impossible to
follow with the instrumentation that was available at that time,
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And it has only been within the last few years that we have been
able to look for dioxin in the environment. Bit the studies that have
been conducted within the past few )lrea,rs show, one, that when dioxin
is applied to vegetation it isn't readily washed off at all.

And we know from studies in tropical areas that herbicides con-
taining dioxins—that when it rains, the herbicide is actually spread
very thin upon the leaf and is more readily absorbed. .

So after rain one sees much better defoliation than otherwise.
The suggestion, of course, is that it is penetrated within the vegetation.

We don’t have any studies that show that dioxin washes readily.
If it does go off, for example, it misses the leaf and hits the ground,
we know that it is very readily absorbed within the ground.

I would point out that the photodegradation studies that have been
conducted are quite conclusive. Ninety percent of the dioxin dis-
apg‘ea.rs in 6 hours from the time that it hits. o

he exception of that has been our own Air Force studies in an
area that we see massive quantities of 2,4,5-T containing dioxin.
There, because of the massive gquantities of herbicide and dioxin
applied to a small piece of land, it was able to get into the soil. Those
a.r?l the only studies where dioxin has been shown to be present in the
BOLl. . R
Mr. HanseN, Would the gentleman yield briefly?

Mr, HavmerscaminT. 1 yield to the gentleman.

Mr. Hansen. I would like to ask the witness in this regard having
come from a rural community myself and we always have the farmers .
catching the dickens over the fact that there is a lot of siltation and
wash 1c:I'lfgt,he goil which has insecticides and other things into the rivers
and streams and this type of thing. _ :

And environmentalists get pretty upset about this. Now, you say
that the cheéinical is absorbed by the seil, but is there anything
to say that the soil itsslf with the chemical in it does not wash into
the areas that the gentleman from Arkansas suggested, into the low
places: the ponds and the places where the water supply was, where-
ever perhaps the troops were getting the water?

Now, I am just wondering if you are talking about two different
things. One is the wash of the chemical and the other is the wash of
the soil containing the chemical.

General Youne. Right. Exactly. And it is true, In the sites whers
we have been able to show the dioxin in the soil its movement oceurs
as a consequence of erosion. But we do show that there are degrada-
tion mechanisms working even in those soil systems.

Mr. HammERscrMIDT, In your testimony it was commented that
DOD has a computer listing of all spray missions. Have you plotted
them on s map with a chronology to match them against areas of
operation for U.S. infantrymen in the field?

Al;éli, if not, I wonder if you would do so and supply this for the
record. . :

General Avagrson, There exists—the data about the spray missions
has been and can be put on & map. The problem—we would be happy
to make our best effort in the second part of your question. It is—given
the long duration of the war in Vietnam, the extensive and rapid
movement of the units about that country and the way in which
records, I have been told particularly in the Army, were kept, I am
not certain that we can document all of the unit locations with respect
to spray missions. '
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As you know, sir——

Mr. HammerscHMIDT. I can appreciate the difficulty of furnishin.
that. If you could give us your best information on it for the recorg
and to the VA as well, I think that it would be vital information,
particularly to the professionals who are studying that issue.

General Avasrson. Yes, sir. .

Chairman SarrerFieLp, Without objection, the responses to the
question you mention will be admitted to the record where submitted.

Mr, HammersceMipT. Now, on page 9 of your statement you state:

The troops walking through orange-treated forests would have encountered

the same amount of dioxin as a person walking through the defoliated ranch lands
here in the United States.

It seems to me that it would be important to note that our troops
were stopping in many cases to fill canteens from bomb craters and
other respositories containing standing water that had run off of
defoliated ground and collected there.

I don’t want to belabor that point much more except that I just
think we may be missing something in the entire study.

Mr, Chairman, T have just one other statement here—one other
comment and question.

Mr. Hansen, While the gentleman is still on this subjeect, would
you yield briefly?

Mr, Hammersoamior. 1 yield to the gentleman from Idaho.

Mr. Hansen, Where we talked about the bomb craters filled with
water, this type of thing, I was curious as to how long Agent Orange's
dangerous ingredients can remain lethal if they sat m this water and
were later consumed by ground troops.

General AUGERsON. 'I‘ia likelihood with knowledge available to us
of any lethal acute toxicity being possible as a consequence with the
concfntmtions of dioxin and Herbicidal Orange, I don’t think is too

reat,
8 But in terms of having some dangerous amount of dioxin, I think
that I would defer to Major Youn sﬁ:out what kind of concentrations
might have been available. Or ilg he is not equipped then with his
arithmetic, then we might submit that for the record.

Do you have it, Major?

Major Youna, One of the interesting things that we have been
doing is we have been following & population of rodents and I don’t
mean to get away from the human aspects of this.

But we have been looking at a lgopu]a,bion of rodents of 70 genera-
tions that live at the test site in Florida where we have tested all of
this spray equipment for Vietnarm. .

There 18 the one location where we have o significant concentration
of dioxin in the soil. We have been able to show that probably 97 to

.99 percent of it has degraded over time.

ut that 1. percent is still higher than anyplace in the United
States that would have received 200 or 400 applications of 2,4,5-T as
it is currently used. today.

In 70 generations of animals, indeed, they do have dioxin in them.
We have not been able—this study has been looked at by an awful lot
of people-—we have not been able to document adverse health effects in
those rodents.

That doesn’t say that it can’t occur in man. But what it does say is
that if we take the data from the laboratory and go to the field with it,
in this case our best data in the laboratory is on rodents. _
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If we go to the field we can’t show thai those rodents that have
been exposed all those years have a significant problem. We see no
difference in the number of fetuses. We see no fetal abnormality.

Recognizing, of course, that it is a field study, it isn’t the best
controlled environment. But it is an environment that we have
thoroughly. documented and have followed for 10 years. And we can
provide the reports on that study.

Mr, Hammerscaminr, Mr. Chairman, let me address 8 question to
Mrs. Bernstein. Your statement this morning seems to indicate that
the various agencies of the executive branch are long on planning and
deviging protocols for studies, but up to this time are very short on
conclusions and results,

Now, I have in my hand just a sampling of recent press clippings
from all across this country attesting to unusual cancers both resulting
in death, kidney and liver disorders, skin rashes, birth defects in
in children.and other ailments by veterans who were exposed to Agent
Orange in Vietnam,

How much longer must we wait, and how many more studies will
be conducted before we reach some positive conclusions about the
potential causal relationship between Agent Organge and the strange
afflictions experienced by those who were exposed to this chemical?

Mrs, BERNsTEIN. Lot me ask Dr. Moore to speak to the limitations
of our scientific studies, )

Dr. Moore. Congressman, T think that part of the difficulty is that
we are dealing with a pattern of diseases that veterans or families of
veterans allege to be associated with Agent Orange that are nonspecific
n nature.

Indeed, veterans are identifying health impairments in which there
ig fairly good background that already exists in our everyday life,
forgetting whether Agent Orange is there or not, For example, if one
wants to look at the problem of reproductive effects in females, we
normally have somewhere around 20 percent of all conceptions that
don’t result in a live birth,

And, indeed, picking up a small increase in Agent Orange or some
other agent above that may not be possible as our epidemiological
studies jJust aren’t powerful enough to pick it up. We could also say the
same thing for & number of other effects that have been alleged.

A slight inerease in liver function decrement is another one that
would be very difficult to pick up. Neuro-behavorial problems fall into
the same category.

With the single exception of chloracne, there are no clinical findings
that are characteristica?ly associated with dioxin exposures.

Mr. HammerscHMIDT. I appreciate your response. I think that it is
impoatant that we get that frustration of your study group into the
record.

With respect to your interagency working group : how many primary
participants in this group are veterans who had operational experience
in areas where Agent Orange may have been used?

Mrs. BernsTEIN. T am sorry. I don’t have that information. I would
be happy to supply it to you. :

[The information follows:]

Major General William 8. Augerson, the chief work group participant from the
Department of Defense, is a veteran with operational experience in areas where
Agent Orange may have been used, Another DOD participant, Dr. Jerome Bricker,

is a veteran who was exposed t¢ Agent Orange in his research and development
experiences in the United States,
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Mr. HammerscHMIDT. Fine. We would -appreciate that for the
record. And, Mr. Chairman, I have a number of other questions. I
have used up my time. I would like to submit those questions for the
record. If I may ask the agencies to respond for the record to these
questions, I would apprectate it very much. :

Chairman SarrerrigLp. Without objection, those questions and
answers Will be admitted to the record when they are received. '

[Material follows:]

o ) - Maron 5, 1980,
Hon. Max CLELanD, : S . .
Admindstrator of Veterans' Affairs, Velerans Admindstration,

Washington, D.C. . : E

Dear Mr. ApMigistrRaToR: Pursuant to my closing remarks ai the Agent
Orange hearing on February 25, 1980, I am submitting for your response addi-
tional questions posed by Congressinan Hammerschimidt and me. Your answers.
will be ineluded in the hearing records.

The questions are as follows: ) :

1. Much media attention has been given to s few instances of testicular cancer
in Vietnam veterans who were allegedly exposed to Agent Orange. Is it a fact
that this type of earcinoma is more generally found in young men rather than in
males of the middle or later years?

2. Conservative estimates place rcughly 2.4 million young men in United
States armed forces in Vietnam during the war years, In order to get some idea of
normal mortality ameng this group, excluding accidents, homicides and suicides,
how many of these men with birth years between 1948 and 1952 could have
been expected to have died of illness between 1970 and 19807 How many of all
forma of cancer? How many of cancer of the liver? How many of testicular cancer?
How many of neurological disease?

3. In regard to the offspring of male Vietnam veterans, I believe that it is
reasonably accurate to say that the %oup, az a whole, would have prodnced an
average of two children per veteran. Of this group of 4.8 million live hirths, how
many would have been delivered with congenital anomolies significant enough to
pose serious health problems?

4, Information reaching this Subeommittee has indicated that a Veterans
Administration physician, Doctor Hirsh of the Wadaworth VA Medical Center,
has had considerable sueccess in determining the probability of fetal birth defeects
in pre-partum women. T'o your knowledge, has Dy, Hirsh done any studies on males
to determine the possibility of producing impaired children?

5. You testified that the Veterans Administration maintains an unusually large
data file which is compiled from the diagnosis reported for each hospitalized
veteran. This file—called a patient treatment file, or PTF—congains information
on veterans who have died in VA hospitals and the cause of death. Taking note of
the fact that the average Vietnam veteran is presently 33 years old, has the
Veterans Adminisiration seen a signifieant increase in the mortality of hospitalized
velerans over the past ten years of veterans aged 23 to 337

Enclosed are questions submitted by the Honorable John Paul Hammerschmidt,
It would be greatly appreciated if you would yespond to our questions at your
earliest eonvenience,

Sincerely yours, '

Davip E, Sarrerrienp II1,

Chatrman Subcommities on Medical
Facilitios and Benefits.

CoMMITTEE ON VETERANS' AFFAIRS,
Cannon House Orrice BuiLbine,
 Washington, D.C., February 28, 1980.

Enclosure.

How. Davip E. SATTERFIELD,
Chairman, Subcommitiee on Medical Facilities and Benefits, Commitlee on Velerans'
Affairs, U.8, House of Represeniativer, Washington, D.C, -

Dear Dave: I indicated during today’s hearings on Agent Orange that 1 would
submit additional questions for our witneazes tc respond to in writing for the
record. Enelosed please find a list of these questions. I would appreciate your
directinsg them to the appropriate witnesses in my behalf.

incerely,
JorN PAauL HAMMERSCHMIDT,
Member of Congresa.
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Questions for the Veterans Administration:

L. I do no6$ understand your testimony to the effect that it would be difficult, if
not imgosaible, to determine precisely whether an individusl was exposed to
Agent Orange. (VA, p. 6 and p. 23). Vietnam was an extensively monitored war.
Every movement of every combat unit was reported sontinuously. It seems to me
that we could take the dates of actual spraying, and the areas sprayed, and plot
them on a map that also depicts the movement of troops on various operations
and develop a very close correlation, Then, any veteran reporting exposur,e-.cou.lci
.have that exposure verified by the denotation of those operations in his service
reoords, which list the operations he particlpated on. Can this be done? If so, why

- have you not done it?

2. Your comment that “spraying missions usually occurred at dawn or dusk,
at a time when U.S, field treops were not likely to be active” (p. 4? really avoids
# cenfral question. It doesn’t matter if the troops were “active’ if they were
encamperd near the area sprayed. Nor does it matter that “‘efforts were made”
te permit a period of time to elapse before the troops entered a sprayed area if
they were alreadg. in that ares, or if those *‘efforts” were not suecessful. Why are
you using such rhetoric when it avoids the facts? '

3. p. 33: As I read your data, 13 of the 20 veterans expesed to Agent Orange did
in fact have dioxin in their fat, however small the quantities. How muech dioxin
does it take to physically harm a person if he swallows it? How much must one
absorb before it shows up in his {at? ,

4. You mention (p, A-3, response to Q. 3) that many - people in the United
States may have detectable levels of dioxin in their tissues, yet most of them are
asymptomatie. Is that rea,ll?r relevant? Millions of Americans smoke, and yet most
of them are “asymptomatic” of cancer. Buch a fact hardly establishes that smoking
doesn’t contribute causally to eancer.

5. p. A-12 through A-14: I have difficulty with the five areags which you ree-~
ommend to Erovide a framework of analysis as to whether an individual has been
exposed to Agent Orange. Avea No. 2, for instance, is inaceurate when we consider
the GAOQ study that documented very close and immediate contaet with the
substance as it was sprayed, particularly among the Marines in I Corps. Nor
does it recognize the possibility of the substance being ingested through drinking.
water. Area No. 3 ignores the frequent use in I Corps. Ares No. 4 deesn’t really
say anything. Area No. § ignores the possibility of ingestion through drinking
water. Who designed this? What are your plans to redesign it?

6. Re: the Conference held in September, 1979 (p. 20): Who presented the testi-
mony regarding how Agent Orange was employed during the Vietnam War? Was
there anyone at the conference who had potentially been exposed, and now has a
position of responsibility?

. Top 30:?The way you define the “‘ecrux of the problem” eludes me. What are you
suggestin

. Re; the animal studies {p. 9): 1. the witness from HEW seems to believe that

the animal studies have seme very important relevance. Why iz the VA down-
playing an‘?r correlation? 2, How much (p. 9) is a “large enough quantity” to kill
an animal : .

9. Re: the “human studies” (p. 12}: We are not talking in these other cases
about whether theze persons who were studies actually drank any of the dioxin,
They were sprayed with it, or gontinually handled it in the atmosphere of a factory
environment, Do you agree that there is a distinction? If so, aren’t we talking
about potentislly a much graver risk on the ;;)art of combat veterans who not
only lived around the defoliant, but who probably drank it? -

10. p. A~8, response to Q. 7: You say tllljat the data being collected on Vietnam
veterans participating is considered “adequate at this time.” Adequate to what?
You maintain that we don't know if they operated in those areas, we don't know
if or how exposure took place, or in what intensity, or how it was aésorbed, if at all.
My reaction at this time is that we don’t know anything. How can the data heing
collected he adequate?

11. With respeot to your VA Advisory Committee on Health-Related effacts of
Herbicides (p. 16): How many of your Advisory Committee Members served in
units in Vietham which may have been exposed to Agent Ora:_‘ge? This, I would
submit, is relevant as to factual expertise regarding the physioal elrcumstances of
the operating units, which I find lagking in the testimony. . :
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.. VETERANE ADMINISTRATION;
DypArTMENT oF MEDICING AND SURGERY,
. Washinglon, D.C., May 18, 1980.
Hon, Davio E. Barrerrieve 111,

Chasrman, Subcommitiee on Medical Facilities and Benejfits,
House of Represeniatives, Washington, D.C. ' .
Dear Mg, SarrERFIELD: T am lgleased to reply to your March 5, 1980, letter
in which you and Congressman Hammerschmidt request answers to questions
_ for the record of the Febrnary 25, 1980, hearing on Agent Qrange, The questions
and answera are enclosed. .
Sincerely,
: DonaLp L. Custis, M.D.,
: Chief Medical Dirvector.
Enclosure.

Mr. Sarrerrietd. Mueh media attention hes been given to n few instances
of testioular cancer in Vietnam veterans who were allegedly exposed to Agent
Orange. It is a fact that this type of ¢arcinoma is more generally found in young
men rather than in males of the middle or later years?

Mr. CLeLanD, There are six major types of testicular eancers which are mor-
phologically distinet. The age-related frequency of oceurrence of these different
types of testicular cancers i3 as follows:

Higheot
frequency of
{llarpho_!og{cal types scanfrence
Teratomas, embryonal, carcinomas and choriocarcinomsas_ ..  Under 30 years.
Seminomas_ . oo e 30-50 years.
Spermatocytic seminomas and adrexal sarcomas_..._______. Qver 40 years.
Overall, between 20-30 percent of all testicular tumors occur in men under age

of 30 years.

Mr.y Sarrenriend. Congervative estimates place roughly 2.4 million young men
in United States armed forees in Vietnam during the war years. In order to get
some iden of normal mortality among this group, excluding accidents, homicides
and suicides, how many of these men with birth years between 1948 and 1952
could have been expected to have died of illness between 1970 and 19807 How
many of all forms of cancer! How many of cancer of the liver?! How many of
testicular cancer? How many of neurological disease?

Mr, CLELAND, In the table below, I have listed statistics on expected mortality
rates in 1970 through 1980 for Vietnam era veterans born between 1948 and 1952,
The entries in the table were calculated by my staff on the basis of statisties
provided by the National Center for Healh Btatistics. These caleulations indicate
that from a population of 2.4 million, about 48,5563 individuals would he expected
to die from natural causes during the decade ending in 1979. Of these, 2,625
deaths would be from malignancies of all types, with 380 from cancer of the testis
and 27 from liver cancer. Eeaths from neurclogical disorders in the group would
. be expected to total 865, .

Expected deaths,

. - 1870~ as e
. . pescent of the  Expected deaths
Cause of death population i 1970-7%
Al causes. . - .- -- - : ——— - 2.02 43, 553
" Exfernal causes1 B - 1.50 35,912
All causos excluding axtarnal causes_ - ... e e .52 12,641
A makignancies. . ... ... R — A . 2,625

* Cancer of the testis ... .

Llver cancer - Nl 27

Neurological disorders g TSI  om 465

¥ This refors to #ll diseases due to aceidents, homicldes, suicides, and cther noninternsl cium.

£

63-365 0 - 84 - §
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Mr. SarreErrieLp. In regard to the offspring of male Vietnam veterans, 1
believe that it is reasonably ascurate to say that the group, as a whole, would
have produced an average of two children per veteran. Of this group of 4.8 million
live births, how many would have been delivered with congenital anomolies
significant encugh to pase serious health problems?

r. CLeLanp. The Center for Disease Control estimates that approximately
2-3 ﬂercent of live births have a structural congenital snomaly which is either
life-threatening, causes signifieant morbidity, or poszes a significant cosmetic or
psychological handicap. Therefore, in a group of 4.8 million live births, it would
be predicted that between 96,000 and 144,000 of them would have birth defects
in one or more of these categories. )

Mr. SaTrERFIELD. Information reaching this subecommittee has indicated that
a Veterans Administration physician, Dr. Hirsh of the Wadsworth VA Medical
Center, has had considerable success in determining the probability of fetal birth
defects in pre-partum women. To your knowledge, has Dr. Hirsh done any
studies on males to determine the possibility of producing impaired children?

My. CieLanp. Gerald P. Hirsh, Ph, D)., a biochemist on the staff of the
Wadsworth Veterans Administration Medieal Center, has participated in the
development of a test to deteet mutations in human hemoglobin after exposure
to radiation. This test does not provide predictions regarclinF fetal abnormalities.
Furthermore, it has not heen used in any studies on males to determine the
possibilit?r of their producing impaired children nor has it been validated on
abnormalities due to chemical toxins,

Mr. SarrErFIELD. You testified that the Veterans Administration maintains
an unusually large data file which is compiled from the diagnosis reported for each
hospitalized veteran. This file—ocalled a patient treatment file, or PTF—countains
information on veterans who have died in VA hospitals and the ecause of death.
Taking note of the fact that the average Vieinam veteran is presently 33 years
old, has the Veterans Administration seen a significant increase in the mortality
of hospitalized veterans over the past ten years of veterans aged 23 to 337

My, CLELanp. In the table provided below, I have listed the total number of
Vietnam cra veterans aged 25-34 each year from 1970 through 1979. The table
alzo indicates the number of these veterans who died in VA hospitals during this
period and their death rates. It is interesting that these death rates appear to be
declining somewhat at the end of the desade.

8ince the VA health care facilities treat only a portion of the nation’s Vietnam
era veterans, it is impossible to extrapolate these findings on death rates to the
entire group. However, they do indicate that the Vietnam veterans who utilize
VA facilities did not experience an increasing death rate over the past decade.

TOTAL POPULATION AND NUMBER OF VA HOSPITAL DISCHARGES BY DEATH FOR.VIETNAM ERA VETERANS AGED
26 TO 34 FOR THE.YEARS 1970-79

VA hospital VEV2
VEV? aged 25 0 34 aped 26 10 M dealhs

Vietnam eral discharged by per 100,000 Vietnam
vaterans aged 25 to 34 death from era vaterans

(thousands) VA haspitals aged 25 to 34
2,193 160 7.90

2,875 23 7.50

3,172 296 7.86

4,617 130 115

{7 = £a

5, 894 429 1L2e

6, 004 o Alg . B.76

5, 963 358 6.02

5, 764 335 581

1 W do not havo specilic figures for those veterans who sorved in Vietnam.
IVEV stands for Vietnam era velerans,

Mr, HammerscaMIDT, I do not understand your testimony to the effect that it
would be difficult, if not impossible, to determine precisely whether an indlvidual
was exposed to Agent Orange. (VA, p. 6 and p. 23). Vietnam was an extensively
monitored way. Every movement of every combat unit was reported continuously.
It seems to me that we could take the dates of actual spraying, snd the areas
sprayed, and plot them on a map that also depicts the movement of troops on
various operations, and develop a very close correlation. Then, any veieran
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reporting exposure could have that exposure verified by the denotation of those
operations in his service records, which list the operations he participated on. Can
this be donet If so, why have you not done it?

Mr. CrLeLanp, The Department of Defense has informed us that they have

- fairly comprehensive records on herbicide spraying missions conducted by fixed-
wing aireraft during the Vietnam war. However, these records do not provide any
information about what iz called the- “environmental fate” of these herbicides.
By this we mean such parameters as the distances over which the herbicides were
disgeminated from the point of spray and the rate at which they were degraded,

Of even greater significance iz the fact that DOI) informs us that they do not
possess complete information on the movements of units or of individual military

ersonnel during the Vietnam war, To some extent, this data can he obtained
rom an analysis of unit historiez and individual personnel records, However, this
analysiz will probably not permit a precise determination of the movements of
many individual personnel much less provide a measure of their exposure to
herbicide orange. My staff has been working with DOD in an attempt to obtain
accurate data on troop exposure to herbicide orange. Progress has been made in
this endeavor, but it {9 clear that the proces: will he a long one and the data
obtained from it may have only limited value.

Mr. HamMMERSGHMIDT, Your comment that “spraying missions usually oceurred
at dawn or dusk, at a time when U.S. field troops were not likely to be active”
{ P 4) really avoids a central question. It doesn’t matter if the troops were “active”
if they were encamped near the area sprayed. Nor does it matter that “efforts were
made” to permit a period of time 1o elapse before the tvoops entered a sprayed
ares if they were already in that area, or if those “efforts’ were not sucecessful,
Why are you using sueh rhetorie when it avoids the facts?

r. CLELAND. We have been informed by our scientific advisors that the extent
of exposure of individusl military personnel to herbicide orange in Vietnam may
have been affected by a number of factors, Of oritical importance in the assess-
ment of the significance of these exposures is data concerning the actusal amount
of dioxin in the bateh of herbicide orange utilized; the degree to which the dioxin
has been degraded by environmental factors; the length of time the individual is
exposed to dioxin; and the route by which the dioxin enters the body. Unless these
factors can he assessed, conclusions regarding the extent of an individual veteran’s
exposure o herbicide orange remains speculative.

Mr, HaMMERSCHMIDT: . 33: As I read your data, 13 of the 20 veterans exposed
to Agent Orange did in fact have dioxin in thelr fat, however small the quantities.
How much dioxin does it take to physically harm a person if he swallows.it? How
much must one ahsorb before it s?\ows up in his fat?

Mr. CLELaND, There 18 no available information on the lowest quantity of
dioxin whieh will cause harm if ingested by a human being. It is likely that the
amountt varies with the particular individual involved. We also do not know the
minimal ciuantlty of dioxin that muat be ingested in order for it to accumulate in
measurable quantity in human fat. Such data will be difficult to obtain sinece there
are virtually no opportunities to measure the precise extent of exposure of humans
to herbicide orange constituents. : :

Mr. HAMMERSCHMIDT. You mention (p. A—-3, response to .3) that many people
in the United States may have detectable levels of dioxin in their tissues, yet most
of them are asymptomatic. Is that really relevant? Millions of Americans smoke,
and yeot most of them are “asymptomatic’” of cancer. Such a fact hardly estab-
lishes that smoking doesn't contribute eausally to eancer.

Mr, CreELaND. The relevant point is that many people in the United States may
have heen exposed to dioxin, and may have it stored in body tissue, Howevor, we
cannot make seientifically valid statements about the correlation between deteet-
able dioxin levels in an individual’s fat tisaue and any adverse effect on his health.
Hopefully, future formal studies of this particular issue will provide the basis for
a definitive gonclusion. .

Mr. HamMerscEMIDT. p. A-12 through A-14: I have dificuity with the five
areas which you regcommend to provide a framework of analysiz as to whether an
individual has been exposed to Agent Orange. Area No, 2, for instance, is inaccu-
rate when we consider the (FAQ study that documented very elose and immediate
contact with the substance as it was sprayed, particularly among the Marines in
I Corps. Nor does it recognize the possibility of the substance heing ingested
through drinking water. Area No. 3 ignores the frequent use in I Corps: Area
No. 4 doesn’t really say anything. Area No. § ignores the possibility of ingestion
through drinking water. Who designed this? What are your plans to redesign it?
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Mr. CLELAND. We believe in the accuracy of the statement made in Area No. 2,
thai most of the exposure of U.S. military forces in Vietnam to herbicide orange
was indireet. The GAO study deals with a relatively small number of marines but
does not provide data on exposure of the vast majority of the other military
personnel,

We have been made aware of the possibility of ingestion of herbicide orange
through food and water. It appears that this possibility is relatively remote since
herbicide orange has an offensive odor and it is relatively insoluble. -

Area No, 4 points out that most of the herbicide orange utilized in Vietnam was
sprayed by fixed wing aireraft which was camouflaged and often accompanied by
fighter aireraft, Accordingly, many of the reports by veterans of being in the
vicinity of Eilanes spraying herbicides are probably inaceurate, It is far more likely
that the planes they sighted were spraying pesticides or some substance other
than Agent Orange,

Area No, b inadvertently left out the possibility of ingestion of herbicide orange
through drinking of contaminated water, As I have indicated, we are aware of this
poseibility and will include it in our studies. .

" This zet of responses were prepared by members of our Advisory Comnittee in
response to our explicit request, It will he utilized by my staff as input in their
planning of programs, and will be revised where appropriate.

Mr. HammerscumIDpT. Re: the Conference held? in September, 1979 (p. 20):
Who presented the testimony regarding how Agent Orange was employed during
the Vietnam War? Was there nnyone at the conference who had potentlally been
ex&:&s&d and now-has a position of responsibility?

r. CLELaND, The presentation dealing with the military use of Agent Orange
was made by Major Alvin Young of the %.S. Air Foree, Major Young has mage
& number of major contributions to the seientific literature on the environmental
fate of herbicide orange and its associated dioxin. In addition, Major Young and
his associates have prepared the major literature review in this area published thus
far. He is widely considered one of the world’s major authorities on herbicide
orange.

There were several people at the conference whoe had potentially bean exposed
to herbicide oranige and now have posgitions of responsibility. Among these, I must
list myself since% am o Vietnam wveteran and I have been exposed to herbieide
orange during my tour of duty there.

Mr. HamuerscumipT, p, 30: The way you define the “crux of the problem™
eludes me, What are you suggesting?

Mr. CLELAND, We are aware of the concern of many Vietham veterans about
the possibility that their health was adversely affected by exposure to Agent
Orange. However, wo are also aware that there is debate within the scientific
community as to whether there is any valid scientific evidence currently available
that such exposure has any permanent effect on human health. Accordingly, we
are vigorously pursuing a series of activities which we anticipate will help resolve
the question of herbicide crange effecis on humans. In the meantime, we are
providing examinations and appropriate health ecare to Vietnam veterans who
come to our hospitals and clinies with illnesses which they attribute to herbicide
orange exposure.- This helath care will be provided to these veteravs to the full
extent of their eligibility without regard to the eticlogy of the illnesses invelved,

Mr. HaMmerscaMIpT. Re: the animal studies (p. 9): 1. the witness from HEW
seems to helieve that the animal studies have some very inportant relevance.
Why is the VA downplaying any correlation? 2. How much (J{). 9) is a ‘'large enough
quantity’” to kill an s,mma??

Mrs. Joan Z. Bernstein testifying for the Department of Health, Education,
and Welfare staied:

Research with animals has indicated the TCDD, a diexin contaminant in Agent
Orange, is one of the rnost toxic agents known, These animal studies have slrendy
egtablished that TCDD ean cause eancer, hirth defects and fetal toxicity when
when pregnant female animals arc exposed, and can also canse depressions of the
immunological systems and increased susceptibility to infectious agents.

Animal toxicity tests have served us well in reliably predicting toxic effects
in man. Thus, the animal studies- which show TCDD te be highly toxic are
extremely. important, Epidemiologic studies will help to define t%le full nature
and expression of the toxieity of TCDD and other dioxin contaminants in man.

In my testimony before the House Veterans' Affairs Committee on February 25,
1980, I have presented a more detailed- discussion including the statement:

Animal studies of the effects of 2,4-D, 2,4,5-T and TCDD are helpful in sug-
gesting the potential for toxie actions of these chemieals in human beings, However,
the animal studies can only be regarded as suggestive since no clear-cut relationship
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has been established between the response of humans to these chemicals and that
of other animal species. Accordingly, the only way o reach definite conclusions
_ about the effects of Agent Orange constituents on humans is through studies of
exposed human populations,

This statement refleets no intention to denigrate animal investigations. Rather,
the variations from animal species to animal species compounded by the differ-
ences in the route of administration, doses, and duration of exposure hetween man
and animals are mentioned to indicate how they limit the direct and uneritical
extrapolation from laboratory to human conditions. Such limitations are recog-
ntzed by all toxicologists and are reflected in the DHEW testimony as well,

How much iz a “large enough guantity” to kill an animal? The anount of a
substance required to kill is éommonly expressed as the LDy, the *“lethal dose
for 50 percent of the animals receiving it. The amount differs aceording to the
species and the route by which it is given, i.e. by ingestion, inhalation, injection
under the skin (subcutaneously), into the body cavity (intraperitoneslly), or into
the vein {intravenously), by rubbing it on the skin, or by some other route. The
amounts of the LDy also depends upon the age and sex of the animal in some
instances, whether death is prompt (acute toxicity} or follows repeated adminis-
tration (subacute and chronie toxicity), and often upon the carrier or vehicle in
which the toxie material is administered. In addition to the LDy, toxicity can he
expressed as the LDy, the dose that is just large enough to kill all the animals, or
as the LDy, the amount that kills two percent of the animals in an experiment.
Each of these variations has its uses in study toxicity.

The attashed table #. Summary of literature data on the no effeet, LDy and
LDy levels of the acute toxicity of YCDD for animals” and “table 10, Burvey of
literature data on the subaente and chronie toxicity of TCDD in animals” illus-
trate how widely the lethal dose varies depending upon the experimental condi-
tions. The tables are taken from Chapter IQ( of *The Toxieology, Environmental
Fate, and Human Risk of Herbicide Orange and Its Associated Dioxin"” by A. L.
Young et al. (Report OEHL TR-75-92).

Since the human differs from animal species, as they deo from each other, it is
impossible to be eertain from animal data what o man’s response will he to a given
dose. Such varistions explains the Veterans Administration’s reluetance to accept
animal data as direetly translatable to the human.

TABLE 9.—SUMMARY OF LITERATURE DATA ON THE NO-EFFEGT, LOu AND LDuo LEVELS OF THE ACUTE TOXICITY
; OF TCOD FOR ANLMALS

Animal; Route of Dose— Single doge,
Number used administration Yoxicity ufhg Raference
Mouse:
CO=1 strain, C57D1/65ch
strain:
10, e 111 S 1) T T »50 59
L Al A few sporadic deaths..... 1-130 121
C5781/6 strain: 29Mb__.. Oral_ ___ o koo 150 50
[ T Intraparitoneal ... 1. Do .- _ 120 138
8 21
16 21
R 21
22 21
45 21
cmeeeu— LDut . 6 121
..................................... 10w - - 2.1 121
.- Oral.. AR | 1 7 . 115 2
ically to skin o LDp.. . 75 2
Mo eifect. . 32 21
=352 ]
500 zi
300 21
3,000 21
30 21
100 21
<70 B

: nS—MI';umhel of animads in study oot stabed or unavailable trom literature source,

« HaTCDD,

-4 A cakeulsted LDg, |

* Responses to individual doses when LDy could nct be calculated,

+ Carralated the acute LDg of TCOD with the clinical and pathological manlfestations—nat trug calculated LDg.
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TABLE 10.—SUMMARY OF LITERATURE BATA ON THE SUBACUTE AND CHRONIC TOXICITY OF TCOD IN ANTMALS

Anlmal; Number used Raute of adminlstration Effect Dose Reference
Mouse: '
C5TBY/6JFh (JE7) strutn; Once per week by pastrle  No alfect on weight galn..._. 0.5, 1 & and 10 133
Specific—Pathogen tube for 4 weeks, wefhg.
free: 3717 Mo S'.nnl:iunnt ' docrease i 20 upiki. .. .. 134
Wi galm.
No 9 on mice chal- 05,1, 5; t¢and 134
Iei:ged with Herpesvirus iﬂgg,-’tg.
suls,
No affect on mice chal- 05 agke ... . 131
g’und with Salmonslta
.
Signifcant increase in mor- ) pg/ug and 134
ity of mice challenged - greater,

with Salmonella barn,

C5761/65ch F* strain; Oral dose givendays 14and  No eflact on walght gain._. 2 pgikg. ... - 140
C57RIf6 Mentrmin:5-6 U7 of gestation and post  Suppressed uel!nular im- 215 pugfke ... 140
per group. ?gtally on day 1, & and munity.

NS« F,CD-]_....._. Single oral dose after & Hematological changes at 1, 10 or 50 pg/ke. - 148
wesks of age, 1 week oflar doas; nor- .
. “mal at 3 weeks,
C57B1/6 strain 12 M__.. Oral dose once per week for 2,000 Jold increasd in car- 25 pgfkg . ...~ 5t
4 wooks, boxyporphyring  in  the
liver,
Rat: _
Sprag‘ue-nawlay straln:
S MF.. .. Daily oral dose far 80 days . Mo signs of toxlclty .. .. D.'Ill)l,kl:l.l)l or0,1 93
NS MIF...oee .. Daily oral dose, 5 doys per Mo Yomlcity, slight Increase D.lﬁﬁ’ o? 0,01 pg/ n
week for 13 weoks, :1" rlelative flver weightat &g :
| 8.
CO strain: NS F....... Daily oval dosa for 30 days. I..iv':; enzyma c!la:tas and 10 agfkg......... 148
. il changes.
G"lll'?ar pig: Hartley strain; wm)“&ml doses for 3 Morlhund at 3to & weeks_ . 1.0 ugfhg. .- 148
: Significand decyease tnlym- 004 ug/kg.. ... 148
ghocrw counl
Rabbits NS.. ... ”:P“ed to insida of aar, 5 Acne with incceasing sever- .04 \o 400 ag/kg. . 12
ays per week for 4 . ily as dose wasincreased,
weeksInad.l mlyolume.
Monkay:
Macaca mulatta:
NS e Fed fat contalning 64 &or- Multiple toxic algns. . ... Unknowm. ... 58
cent maess tetrachkori-
. nated compounds In dlet )
for 100 days,
BF e Fedindietfor9mo_ ... Hemntologic changes, 5 500 _uaglksni diat, H
anlmals died, 2-3 ugike total
sXposiire,
I Fodindiet.. .. .___.__ Deathinl2days.._.______ 204 dk: diet__. .. a3
Death in 76 daya.. ... _ 2 pg/kgpdiet.. .. 85
* M—Male.
& F—Famals,

¢ KS--Number of animals In study not stated or ynavaltalde from literalure source.

Mr, HaMMERBCHMIDT. Re: the “human studies” (P. 12): We are not talking in
these other cases ahout whether these persons who were studies actually drank
any of the dioxin. They were sprayed with it, or continually handled it in the
atmosphere of a factory environment. De you agree that there is a distinetion?
If s0, aren’t we talking about potentially a much graver risk on the part of combat
veterans who not only lived around the defoliant, but who probably drank it?

Mr., CLELAND. The question is not completely clear but apparently refers to the
faet that the route of exposure in Vietnam may have different from that In indus-
trial situations, including accidents. The conditions may not be so diserepant as
they appear at first glance. When veterans were actually in contact with herbicide
orange spray or liguid they may have absorbed the material through the skin;
the same is true if factory workers handled materials containing TCDD or eon-
taminated 2,4,6-T. Some inhalation could oceur in both situations. Finally,
chemical factories differ as to their industrial hygiene and workers as to their per-
sonal habits. One source of contamination in many instances is ingestion from
hands soiled with the chernicals or from food dusted with the produet, the biological
equivalent of drinking it. Among disssters, the Seveso incident stands cut as
having contaminated food, plants and water in the swrrounding areas with subse-
quent consumption of contaminated materials by the populace.
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The amount of the exposure and generally the level of harm done by = toxic
substance is related hoth te the amount received by the person at each “‘dose”
and the number of “doses” or the amount received each day and the number of
days of exposure. Industrial workers may or may not have received more of the
toxie material daily than military persons in Vietnam but industrial exposure
extended over may months or years. The industrial accidents sometimes caused
only a briefl exposure but the amount received was. generally very high. As a
consequence the workers in both situatlons are thought to have had s greater total
exposure to TCDD than even the Ranch Hand personnel and certainly than
troops in the fields and forests. This belief is strengthened by the high ineidence
of chloracne as a result of industrial and aceidental exposures.

Mr. HaMuerscaMIpT, P, A-8, response to Q. 7: You zay that the data being '
collected on Vietnam veterans participating iz considered “adequate at this time.
Adequate to what? You maintain that we don’t know if they operated in those
areas, we don’t know if or how exposure took place, or in what intensity, or how
it was absorbed, if at all. My reaction at this time is that we don’t know anything.
How can the data being eollected be adequate? :

Mr. CLELaND. Over a period of years we will be collecting data on the health
status of the Vietnam veterans participating in our examination program. The
primary E;.trpose behind this effort is to deteet.and, where possible, treat any
disease which might develop among these veterans., A secondary goal is the recog-
nition of possible disease syndromes among them which might be related to herbi-
cide orange exposure. Of course, the scientifically valid establishment of such a
‘relationship would require a formal epidemiological study. . .

For a variety of reasons, it appears that the large majority of Vietnam veterans
cannot provide acourate information on the likelihood of their exposure to herbi-
cide orange. Accordingly, we will attempt to determine the probability of sueh
exposure for each Vietnam veteran participatingin our program by utilizing
Department of Defense records, '

n conclusion, I believe that we are currently collecting all of the data related
to possible exposuras to herbicide orange from these Vietnam veterans that they
can reasonably provide. i e : T

Mr., HammerscuMipT, With respect to your VA Advisory. Committea. on
Health-Related effects of Herbidices (p. 16): How many of your Advisory Com-
mittee members served in units in Vlijetnam which may have been exposed to
Agent Oran?e? This, I would submit, Is relevant as to factual expertise regarding
Ehe physical ciroumstances of the operating units, which I find lacking in the

estimony. : : ) . ' -

Mr, CrLEranp. None of the members of our Advisory Committes aoctually-
served in military units in Vietnam, However, I belisve that this fact is not
relevant to the degree of expertise which that body can develop with regard to the

hysical circumstances of the U.8. military forces during the Vietnam war.
for example, the DOD member has direet access to the available data on this
matter, Additional data has been provided to the Committes hy outside experts
invited to give testimony before it such as Major Alvin Young and Lt. Colonel
William Walle of the U.g. Air Force. I am confident that this data has given the
committee competent understanding of the use of herbicide orange in Vietnam
and the likelihood of troops having contact with it. I do not believe that this
understanding would have been significantly enhanced by the anectodal remem-
brances of an individual whao had served in Vietnam. .
March 10, 1980.

Maj., Gew. WiLiiam 8, AUGERSON,
Deputy Assistant Secrelary of Defense for Health Besources and Programs, Depari-
ment of Defense, Washington, D.C. -

DEAR GENERAL AUGERSoN: Pursuant to my closing remarks at the Agent
Orange hearing on February 25th, I am enclosibg for your response additional
¢uestions pesed by the Honorable John Paul Hammerschmidt, You may wish
to eoordinate your response with- Ceneral Chesney, Director of Medical Plans
and Resources, Office of the Surgeon General, Department of the Air Force.

Please respond to these questions at the earliest possible date, in order that the
hearing record may be completed.

%incerely,
) Davip E. Sarrerrienp 111,
Chairman, Subcommiliee on
Medical Facilities and Benejits,
Enclosure.
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Questions for Department of Defense:

1. How much dioxin must one petson drink before it kills him? _

2. How long could Agent Orange's dangerous in%redients remain lethal if they
sat in the water that filled o bomb crater, and was later drunk by ground troops?

3. P, 2: Your comment that the substances were “considered to have no human
toxicity” when first used actually militates in favor of their having been used un-
wisely, If there was no sense of ?.ossib'le harm, the precautions could be justified
a3 being less than urgent. As such, the sort of approvals mentioned on p. 5 could
coneeivably have been given for reasons that han:‘) little to do with the subject of
these hearings. Do you agree?

4. I hope you're not trying to whitewash our use of Agent Crange. 1 find the
comments regarding use, particularly on pages 6 and 7, to contradiet the nature
of our military operations, Does it really matter if Agent Orange was sprayed in
“low population density’”’ aress or in “‘enemy controlled territory” when our
troops were also operating in these areas?

5. P. 5: You comment that DOD has o computer listing of all spray missions.
Have you plotted them out on a map, with a chronalogy, and matched them
against areas of operations for U.S, infantry troops in the fleld? If not, will you do
s0, and supgly this material to both the VA and this committee?

6. Why does your testimony contradict itself with respect to whether tmo?s
were in the area of spraying? On pages 10 and 11, you maintain that ‘“generally
our forces did not operate in these areas until the cover was eliminated.” On K 15,
you acknowledge the (GAQ study which found that “a large number of U.S. Army
snd Marine Corps ground troops were in or close to sprayed areas during snd
shortly after spraying.” What are you askitig us to believe?

AsaiaTant SECRETARY OF DEFENSE,
HEALTH AFFAIRS,

Washingion, D,C., April 4, 1980.
Hon. Davip E. S8atrerrierp 111, :

‘Chairman, Subcommifiee on Medical Pacilities and Benefifs,. Commitice on Veterans'
Affaire, House of Representatives, Washington, D.C, )

Dear M. CHAIRMAN: As requested by your letter of March 10, 1980, enclosed
are specific responses to the six questions for the record posed by the Honorable
John Paul Hammerschmidt,

Sincerely, ' : )
{(For WiLuiam 3. AveensoN, Major General, MC, USA, Deputy Assistant
Secrotary of Defense, Healih Resources and Programs).
Enclosure, '
: " HERBICIDE SPRAYING IN VIETNAM

bi N!f?r. HaumMeErscEMIDT. How much dioxin must one person drink before it kills
m .

General AvesRsoN, The human lethsl dose of dioxin is unknown at this time.
Extrapolation to man from animals cannot be accomplished with any degree of
confidence because in the various species of animalz the lethal dose can vary a
thousand-fold. Further, the mode of action of dioxin is not fully known from a
texicology standpoint. - :

Mr. Hammerscamipr. How long could Agent Orange’s dangerous ingredients
remain lethal if they sat in the water that filled a bomb erater and was later drunk
by ground troops?

General AugersoN, No definitive answer can he provided, it is not known how
much herbicide or dioxin an individual would have to consume to he éither
dangerous or lethal. Most scientists would probably agree that the amount of
2,4-1) or 2,4,5-T that generally penetrated the jungle canopy and intercepted the
s0il {a quantity estimated to be 1.4 pounds of 2-4—5 plus 2,4,5-T per aere) would
be toxicologically insignificant. The amount of dioxin in this quantity of herbicide
would be non-detectable assuming the normal levels of dioxin found in the Orange
used. The question does not provide data upon which to calculate actual residues
at even the time of application, For example, was the crater assumed to he an old
crater full of stagnant water, silt, algae, insects and micro-organisms surrcunded
by dense vegetation; or was it a new crater recently filled with rain water?

The question does not give a set of environmental factors upon which to base a
standard for residue degradation., Although some environmental fate data are
available for Herbicide Orange and TCDD, different sets of environmental
factors would have had a profeund effest upon the persistence and toxicology of
the residue. Hence, without very well defined parameters and conditions, ne
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selentifically .reliable answer can be provided about the quantity of dioxin that
might be present in the water, .

r. HaMMERSCcEMIDT, Your comment that the substances were “considered to
have no human toxicity' when first used actually militates in favor of their having
heen used unwisely. If there was no sense of possible harm, the precautions coul
be justified as being less than urgent. As such, the sort of approvals mentiened on
p. 5 oould coneeivably have been given for reasons that had little to do with the
subject of these hearings. Do you agree? ’ .

daneral AveErsoN, I believe the term “unwisely” ean only be applied in
retrospeet, since 4t the time of herbicide application usage waz entirely appropri-
ate for the intended purpozes of defoliation. The Precaut.ions mentipned on page &
of my testimony were entirely for politinal, social, or military reasons. We did not
intend to imply that the precautions were for health reasons—as you correctly
note there was no reason then for such actions. We also intended to eonvey by -
those remarks that herbicides were not used indiseriminately or haphazardly.

Mr, HamMerecHMIDT. I hope you're not trying to whitewash our use of Agent
Orange. I find the comments regarding use, particularly on pages 6 and 7, to
cantradiet the nature: of our military operations, Does it really matter if Agent
Orange was sprayed in “low population density’’ aress or in ‘“‘enemy controlled
territory’’ when our troops were also operating in these areas? _

General AvgersoN. I do not believe my remarks are a whitewash of our use of
herbicides. We have been quite frank in discussing the area sprayed with them
and the large quantity of herbicides aﬁ)plied in Vietnam, Certainly, one of the
%ressing concerns of these hearings is the likelihood of American troop exposure.

he comments about usual Iocales of herbicide spraying were intended to say that
spraying tended to be away from U.8. troop concentrations and that, therefore,
there was reduced likelihood of exposure, not that exposure did not oecur. Cer-
tainly, upon occasion, 11.8. troops were in the vicinity of spraying missions and
equally certain they fater went into sprayed areas since the purpose of spraying
was to improve the safety of U.B. troops in the jungle seeking out the enemy, The
goreg'ter‘the delay between spraying and troop entry, the less likely was exposure

ioxin. o :

Mr. HammenrscaMmIpr. You comment that DOD has a computer listing of all
spray missions. Have you plotted them out on & map, with a chronology, and
matched them against areas of operations for U.S. infantry troops in the field?
If not, will you do so, and supply this material to both the Veterans Adminis-
tration and this committee?

General Avgersos. We do have a chronological computer listing of the
herbicide spraying missions, and these have Leen plotted on maps. We do not
have matehing data on troop locations so that we may compare them with
spraying locales, We are now working with Army and Marine Corps historians
and document experis to determine how this ray be done. The data will have to
be expertly extracted by hand from a vast quantity of records completed and
handled under combat conditions. The primary docaments are unit histories
and daily unit diaries. Early estimates indicate a cost that will run into the tens
of millions of dollars. The full task is a formidable one, consisting of attempting
to acecurately place 2.5 million men for each of the 365 or more days that they
were in the Eepublic of Vietnam.

Mr. HammeRacHMIDT, Why does your testimony contradict itself with respect
t0 whether troops were in the area of spraying? On pages 10 and 11, you maintain
that “‘generally our forces did not operate in these areas until the cover was elim-
inated”. On %age 15, you scknowledge the GAQ study which found that “a large
number of U8, Army and Marine Corps ground troops were in or close to sprayad
areas during and shortly after spraying.” What are you asking us to believe?

General Avarrson, 1 did not intend to be contradietory; at least part of the
problem derives from the fact that we are presently working in terms of incomplete
and imprecise data. As I mentioned in my reply to question number 4, T am talking
about o general probabilities of exposure. More precise definition will await
the development of co-ordinate defined troap loeation and an agreed upon defini-
tion of exposure in terms of the geographic and temporal relationship of the troops
to the sprayed areas. At the moment, we simply do not know how many people
werg exposed and to what extent. Realistieally, looking at the records, the best
we will be able to do is speak in terms of reasonable approximations. I do not
expeet, our data about exposure or lack of it to ever have a high degree of certainty.
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March 10, ' 1980.
Mas. Joan Z. BeaNaTEIN,
General Counsel, Department of Health Education, and Welfare,
Washingion, D.C.
" DEar Mas. BurusteiN: Pursuant to my closing remarks at the Subcommittee
on Medical Facilities and Benefits hearing on February 25th, I am enclosing for
ﬁmr response additional questions posed by the Honorable John Paul
{lammerschmidt. B '

~ Please respond to these questions at the earliest possible date, in order that the
hearing record may be printed. - : .

Sineerély, - : '

Davip E. Sarrerrisip I11,

Chairman, Subcommitice on

Medical, Facilitica and Benefils.

Questions for Health, Education, and Welfare:

1. With respact to your interagency Working Group; how many primary par-
ticipanis in this Group are veterans who had operational experience in areas where
Agent Orange may have been used? - =

2. You point out {p. 7) that research with animals establishes that dioxin is
“one of the most toxic agents known.” How can the VA and Do fail to point this
out in their testimony? Do you know how much it would take in & cup of water to
kill a ‘Eerson if he drank it?

3. You state (p. 13) that it is ﬁwﬂsible that a disease causally related to Agent
Orange might also be found eausally related to other agents, and thus not be totally
attributable. Isn’t this true in almost every case, not only in HEW claims hut in
VA claims? For instance, what if a coal miner who glso is & heavy smoker gets
black lung? Or what if any servicemsan gets cancer when he is a cigarette smoker?
- Do we actually make these distinetions in present law?

4. (P. 13): I hope you will refine your information-gathering priorities with
respect to “whether Vietnam veteranz as a clazs are as healthy as other relevant
population groups.” It seems to me that it would be better to limit this elass to
those who have had the greatest possibility of being exposed to Agent Orange—
Army and Marine Corps ground combat troops, for instanee. Do you have any
tentions in this regard?

DepsarT™MENT oF HEALTH, EDUCATION, AND WELFARE,
TrE OFFICE OF THE SECRETARY,
Washington, D.C., May 5, 1980,
Hon, Davip E, SATTERFIELD
Chairman, Subcommillee on Medical Facilities and Benefits, Commitice on Velerans'
Affairs, House of Representalives, Washington, D.C.

Dear Mr. BarrerrieLp: This is in reply t0 your recent letter requesting
responses to additional questions posed by Rep. John Hammerschmidt fg]lowing
up on the hearings by the Subeommitiee on Medieal Facilities and Benefits.

At.tagl}ed alie responses to those questions for inclusion in the hearing record.

incerely,
Joan Z. BeErngrriv.

Enclosure.

Question 1. With respeet to your Interagency Working Group: how many
vimary participants in this Group are veterans who had operational experience
n areas where Agent Orange may have been used?

Answer. The response to this question wazs included with the hearing transeript
previously forwarded 1o the subcommitiee.

Quegtion 2. *You point out (p. 7) that research with animals establishes that
dioxin is ‘one of the most toxie agents known.” How can the VA and DOD fail to
point this out in their testimony

Answer. We suggest that the first question regarding the failure of DOD and VA
to inclide references to toxicity studies of dioxing using animals may be simply a
matter of emphasis rather than one of substance but the question can best he
answered by those agencies, ]

"Dao you know how much it would take in a cup of water to kill a person if he
drank it¥*

This question cannot be answered with any aecuracy because, despite human
exposures due to occupational accidents and general exposures in Beveso, Italy,
there Is no quantitative information that relates any toxie effect of dioxin in man
to dose or amount of exposure. Traditionally, in such circumstances scientists
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wlt.lurn to animal toxicology data for evidence which ean then be extrapolated to
umans, -

However, dioxins show an extremely large variation in the dose required to
produce a toxic effect. For example, the oral LDy (the dose that will kill 50
percent of the animals exposed) for 2,3,7,8~-TCD D in guinea pigs is one mierogram
per kilogram of body weight, A hamster would require a dose 1,000 times greater
to produce a similar effect., Humans appear to be more tolerant than the guinea
pigs based upon accidental exposures that are presumed to have been heavy but
which did not result in severe acute effects such as death.

Question 3. “You state (p. 13) that it is pessible that a disease causally related
to Agent Orange might also be found causally related to other agents, and thus
not he totally atiribttable, Isn’t this true in almost every case, not, only in HEW
claims but in VA claims? For instance, what if a coal miner who also is a heavy
smoker gets black lung? Or what if any serviceman gets cancer when he is a
cigarette smoker? Do we actually make these distinetions in present law?”

Answer. As pointed out in the prepared statement, there Is no assurance that
the best research of which our scientists are eapable will produce definitive,
incontrovertible sclentific evidence of the human health effects of phenox
herbicides and their contaminants. The research being cartied cut or planned is
important and valuable, but eannot by itself answer the questions that seem to
to be ones of broad social policy that both the administration and the Congress
must soon confront. :

As to the issue of causation as it relates to disability compensation, our under-
standing is that VA %olicy is that where a disability oceurs eoincident with
service in the Armed Forees, it Is unnecessary to identify a causative agent. It
is our understanding, however, where a disability becomes manifest post service
it may be considered “service connected” only if a connection between it an
exposire b0 a causative injurious agent or disesse oceurring in service can be
established, Certain diseases with post service manifestations may be service
connected without regard to causation on a statutory presumptive basis pur-
suant to 38 U.B.C, 312,

Question 4. “(p. 13): I hope you will refine your information-gathering priorities
with respeci to '‘whether Vietnam wveterans as s class are as healthy as other
relevant population groups.'’ It seems to me that it would be better to limit this
class to those who have had the greatest possibility of being exposed to Agent
Orange—Army and Marine groumf combat troops, for instance. Do you have any
intentions in this regard?”

Answer, We are concerned that studies focusing solely on Agent Orange will
fail to identify whether a real health decrement exists among Vietnam veterans
because Agent Orange may not have been the sausative factor. The question to
be answered is whether the veteran hasz an illness or disability that is service
connected.

By this we do not mean to suggest that Agent Orange is not a plausible candidate
for causing illness but rather that our studies need a dual focus: Vietnam veterans
and a specific Vietnam circumstance which is likely to be associated with Agent
Orange, In the latter case, the degree of success is heavily dependent upon the
availability of military records which can identify appropriate field or combat
unite. The VA epidemiology study is likely to include identifiable subsets such as
a group with probable Agent Orange exposure and another with a remote chance
of Agent Qrange exposure.. ' :

A proposed study of human hirth records data to determine whether Vietnam
veterans are at greater risk of siring malformed children will also attempt to
create subsets of the veterans population as a function of likelihood of Agent
Orange expaosure. :

Chairman SATTERFIELD, Before I move to the next member of the
}{(anel I would like to follow up on. a question answered by Dr. Moore.

ou stated that the difficulty with respect to epidemiological studies
as far as second generations are concerned. Do you feel that we would
experience the same problem with epidemiological studies of a control
group and veterans who were exposed? :

Are we saying that you have to show some clinical effect or will an
epidemiological study mn this area be broad based enough with respect
to the whole population that you really can ascertain anything?
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Dr. Moore. As Mrs. Bernstein’s testimony pointed out, it is entirely
possible, after one designs what is likely tge best epidemiological
study, that when it is done one can’t detect any cause-effect relation-
sluB betaveen Agent Orange and health decrements,

Chairman SATreRrieLp. Thank you, very much. Mr, Danielson?

Mr. Danigrson. Thank you, Mr. Chairman. I have a couple of
questions only. The gentleman from the Air Force, you mentioned
that the test with roﬁents and I wasn’t able to distinguish whether
you said “seven generations” or “seventy—seven zero—generations.”

Would §ou clarify that?

Major Youna. That is 70, sir. It is 70 generations,

Mr. Danisrson. It is seven zero.

Major Youna. That is seven zero.

Mr, DanierLson, That is one more than 69, OK,

Major Youna. That is en approximate figurs,

Mr. DanteLson, Well, it is good enoug%. That is a lot different
from seven. You mentioned also that the test plot that apparently
you use as a control would have had some 200 times as much applica-
tion of the chemical as would be found in an agricultural arvea and
definitely at least that much more than would have been found in the
defoliated areas in Vietnam. Is that correct?

Major Youna. That 200 would be today.

Mr. Davienson. That is 200 of what?

Major Youna., The concentrations of dioxin in the soils right now
are averaging around 300 parts per trillion,

Mr. DanieLsoN, Is that in the test plots?

Major Youna, That is in the plots today.

Mr, Danigrson, Well, which plots, That is what I am interested in.

Major Youna. Those are the ones that I am referring to at Eglin,
;.un Those are the ones where the rodents have been and we have been
ollowing—

Mr. DanieLsoN. That is a test plot, then. That is not a forest in
Vietnam,

Major Youna. No, sir.

Mr. DanieLson. Well, I think that it is essential that we identify
the plots that we are talking about.

:?or Youne. We have looked at the sites where Orange was
actually applied in the United States in 1973 In a test program at
Oregon State University,

ere it was put on at the rates of between 2 and 4 pounds per
acre. We monitored that entire system for TCDD in a forested envi-
ronment and could not find it there. _

Mr. Danierson, Would that be a heavier concentration than the
application in Vietnam?

ajor Youne. It was Orange. But Orange in Vietnam would have
been used at a much greater concentration: Approximately anywhere
from 6 to 12 times greater in Vistnam,

The difference between Oregon, however, and Vietnam was that in
Oregon we had a single canopy forest. In Vietnam the vegetation fre-
?uently exceeded 100 feet higch and what we called a triple canopy

orest,

And after all most Orange—better than 90 percent was applied in a
triple canopy forest. _



89

Mr. Daninrson. All right. One other point that you brought up
was that when the Orange does on some occasions fall to the ground
subsequent to a rain, for example——

Major Youne. Yes, sir. .

Mr. DaNierson. It disappears quickly into the gmund. By “dis-
apﬂaar” what do you mean when you use the word “disappear’’?

ajor Youna. In the case of the active components, the 2,4-D
and the 2,4,5-T, once into the soil the major route of degradation is
microbial converting it to the basic—

. Mr. DanieLsoN, -You are talking about the degrading rather than
just a physical loss of the discrete compounds. Is that it? )

Major Youna. It is a disappearance due to the microbiological
activities, Micro-organisms use 1t &s a good source. Of course, there——

Mr. DanieLsoN. Then if is destroyed. It is degraded.

Major Youna. Yes,

Mr. DanreLsoN. It no longer exists in its original chemical form.

Major Youna. That is correct. .

Mr. DanieLson. There was one exception that you made to that,
that somet.hin%]like 1 percent remains somewhere. One percent—one
part per something or other, _

Major Youne. At Eglin going back to. the plots in Northwest
Florida where the spraying equipment was developed for Vietnam, we
figured that about 2 percent of the dioxin is currently there in the soil.

It was not photodegraded. It was not microbially degraded. It got
into the lower portions of the soil due to simﬂly sand covering it up.

Mr, Danigrson. Or percolation down with water I suppose.

Major Youna, We haven't been able to show percolation, but we
have been able to show sand movement.

Mr, DanteLson. And do you—

Major Young. Once in that soil it is very stable, There is no question
about its stability once in that soil. :

Mr. DanteLsoN. Where does the microbiological degradation take
place, then?

Major Youne. At the surface.

Mr, Danienson. Right on top,

Major Youna. Right at the surface. . S

. Mr. DanieLson. In other words, this which is down into the soil
having been ¢overed by windblown or other soil on top of it will prob-
ably stay for quite a long time, Is that correct?

Major Youne. It cou?c% well. We have found it to be very persistent.

Mr, Danierson. Can that be absorbed into plant life then?

Major Youna. No; we haven't seen any basis to show that it is
taken up by plants. And we have got a very extensive program in that
area.

What we have seen, however, is that animals that come directly
in contact with their skin do get contaminated soil on their skin. Now,
the way that the rodents get it in Florida is they come back and they
lick that skin. : .

We believe that most of it is due to ingestion by licking the skin,

Mr. DansELsoN. When that is ingested, does it pass through the
rodent or does it lodge——- o

Major Youna. It accumulates in the liver. . .

Mr, DanieLson. And that results in a detriment to health, I would
assume, Or am I wrong? i

ajor Young, We haven't seen a detriment.



90

Mr. Dantevson, You are not sure.
Major Younea. At concentrations of 2.9 parts per billion which is
as Dr. Moore has testified quite an insignificant concentration.
Mr. Danieson, It sounds like my bank account. [Laughter).
Do you have on that long sheet—this is to Mr. Cleland—on that
long sheet showing the incidence of complaints and disgnoses and
attributions to the Agent Orange. I believe you have the first—I have
lost my sheet here, but the first fizure that you attribute to Agent
Orange has two units. I believe that was chloracne.
I don’t know what chloracne is. I guess that it looks like a pimple
or something. Is that right? Is it just like acne?
QGeneral CHEsNEY. It 1s similar.
Mr. DanNiELson, Is it ——
Dr. Cusris. Chloracne is & pustular dermatitis that results in
SCArring.
Mr. Daniergon, It is sort of acne rvoseacea which erupts there.
Dr. Custis. That is the form of eruption, yes.
Mr. Danierson, Would it be similar to the acne rosescea that
adults have that forms little scars,
Dr. Custis. It has a different distribution and pattern.
Dr. Jaocony. I you will, to look at it you would think that it was
the same as acne,
Mr, DanieLson, All right, : .
Dr, Jacony. It is somewhat like acne vulgaris. It has a different
distributionsl tendency so that it can be distinguished. It does not
cause as much inflammation as acne vulgaris that you usually see and it
does result in scarring,
Mr. Daniergon, Can it-—does it ——
Dr. Jacosy. It is specifically different clinically and when you look
at it pathologically,
Mr. Damierson. Will it respond to treatmeni? Can something be
done about it? :
Dr, Jacosy. It does respond to treatment; however it can become
chronic and persist for many years. It can be a self-limited iliness.
In most acute exposures that we have seen in industrial accidents, it
has been of & limited duration, '
© Mr. DaniELsoN. Is it any more difficult or any more harmful to
the victim than the acne vulgaris which you described?
Dr. Jacopy. I would say not, other than the scarring and the
disfigurement,
Mr, Danierson. It is pretty much a trade-off.
Dr, Jacony, That is right.
Mr. DanigrsoN. There were 17 units attributable to the Agent
Orange in your second category of skin lesions of some kind or another.
Can you tell me what they are? What categories of problems are in
those skin lesions?
Dr. Jacosy. I am sorry. I can’t answer that specifically. 1 don’t
. have s list of the diagnoses. I know that some of tﬂe cases {ava been
various other types of dermatitis, Some have a neurodermatitis,
Some sre secondary to anxiety. And some have been secondary to
fungus infections which wers commeon.
r. DanigrsoN. Would they go, sir, as far as basal cell cancers or
are they under the malignancies farther over to the right?
Dr. Jacory. 1 would make two comments to the Congressman.
No. 1, we would be glad to look at these 17 cases. And, second, the



91

basal cell, this is a very distinet type of a situation. I think that it
would be classified under & malignancy.

. Mr. Danierson. Well, the reason that I asked the question is over
in that ¢olumn farther to the right where I believe that you have two
more units attributable to A{ent Orange, you list leukemia, lymphoma,
and a third malignancy which I don’t now remember. Is that myeloma?

I saw no basal cell cancers there. Therefore, my question is: Would
Kou classify the basal cell over in those melignancies or would you

ave classified 1t in the more general group in which you have 17
findings?

Dr, Jacosy. I believe that the basal cell would be classified as &
malignancy.

Mr, Daniergon. Thank you.

Dr. Jacory. T would say, too, that these were cases that were
service connected but were not attributed wholly to herbicides.

Mr. DaniEison. Oh, well, my sheet came back or maybe someone
gave me one. I thought that that said “Of disorders due to Agent
Orange, the number deemed service-connected”. Oh, it does not
necessarily mean that they are Agent Orange connected.

Dr. Jacosy. Yes, sir. That is correct. :

Mr. Danieuson. That is just supposed to show that all of you
highly intellectual scientists made it possible for laymen like me to
misunderstand your classifications, :

You have really got to spell it out, We are pretty innocent up here.
So those 21 units you have there are not necessarily attributable to
the Agte%nt Orange. They could be but they are not necessarily. Is thet
cOTTec

Dr. Jacony. That is correct.

Mr. DanteLsoN. Thank you.

Chairman SATTERFIELD. M. Deckard?

Mr, Deckarp, Thank you, Mr. Chairman. Mr. Cleland, this is a
controversy that in all likelihood has or will affect every Member of
Congress, having constituents who would have served in Vietnam dur-
ing the period that Agent Orange was in use. )

ust recently, my staff and I completed work on a claim involving
a young constituent of mine who served as a member of a helicopter
crew in Vietnam and served on numerous missions where Agent Orange
was sprayed. : . :

He just died recently of pancreatic cancer at the age of 31. Now, it is
my understanding that pancreatic cancer is & disease which is very
. rareinapersonof that age and is normally found only in elderly Beopla.

His claim was based solely on having been exposed to Agent Orange
and the claim was just recently approved. As a matter of fact, within
days of his death, his wife was notified that she would be eligible for
survivor’s benefits.

I have just had the findings of fact in that case sent down from my
office. And as I read this and there are o number of technical medical
terms which escape me, but as I read this it does seem to be based on
the fact that this person apparently incurred this disease while serving
in Vietnam, . _ . o

And while it doesn’t, specifically attribute the disease to exposure to
Agent Orange, nevertheless, the claim was based on this fact and I
almost have the feeling that the Board of Appeals felt that it had a
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moral obligation to approve this claim but yet it couldn’t officially
prove this elaim but yet it couldn’t officially admit that Agent Orange
was the causative agent.

_ Once the precedent hasbeen offictally established, and in my opinion
it eventually will, what do you foresee as the implications, the economie
. implications for one, the social implications involved for those who
have been exposed and may incur some type of & disease as a result,
and perhaps even military implications?

Mr. CreLanp. Thank you, very much, Mr. Deckard. I think that
you have put your finger on a delicate point here. We have not only a
moral obligation, we have an obligation under the law that if we can
find evidence that shows with some reasonable certainty that the dis-
ease or disability was related to military service, we service connect
and give the veteran the benefit of the doubt whether or not there was
Agent Orange exposure.

‘In some of the more celebrated Agent Orange cases that have
received media attention, service-connection has been granted not on
the basis of Agent Orange exposure, but based upon other evidence in
the record suggesting that the disability or the disease had its origin
in the service,

Under the law, we are obligated to service connect. :

The key point, it seems-to me, is that we don’t currently have any
evidence to suggest o higher rate of pancreatic cancer or liver cancer—
gmse kinds 0% things—among persons c¢laiming exposure to "Agent

range. '

That is a matter which we hope the epidemiological study will
clarify. Dr. Custis may want to respond a little bit. But we have been
in the business for years of keeping a record of cancers in the VA
irregardless of the questions surrounding Agent Orange. '

Dr. Custis? ' : .

Dr, Custis. Well, I am sure that what Mr. Cleland is referring to is
our current effort to track the incidence of malignancies in our diag-
nostic date bank. We are doing it for the period of the last 9 or 10 years.

It is not at & point yet where we can analyze in depth these statistics
except to say that regarding the one tumor that has been researched a
little more than any of the other malignancies, namely, testicular
carcinoma, there does not appear at this time to be any increase or
any variation in the incidence in that population of veteran patients
being seen in VA hospitals over the past 9 years.

This data can be of some help in connection with the overall epi-
demiologic sffort which we will shortly be undertaking. ' :

Mr. CLELanp. Mr, Deckard, T think that you raise a point that I
tried to raise in my testimony and that is that the law in effect allows
the Veterans’ Administration a little. more flexibility, I think; than -
would exist in a court of law. '

In effect, we don’t actually need to prove an actual linkage to Agent
Orange. What we need to do is to see if there is any evidence that the
disease or disability was incurred in service.

The problem tﬁat we are having is that allegations of service.
connections are being made with no evidence of a disease or disability
being present in service; whether latent diseases can be linked to
Agent Orange is an issue that the scientific community is still uncertain
about, : ’
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And that is what leaves us with a problem.

Mr. Deckarp. Thank you, Mr. Chairman.

Chairman SarrerrreLp. Mr. Hall?

Mr. Harr, Mr. Cleland, in going through this testimony that I have
read—not only yours but those others that we have here today—I
gather that prior te the use of this toxic substance that the U.S. ArmK
and the people connected therewith knew that we were dealing wit
something that was highly sensitive,

It had for its purpose the object of defoliation. It appears that even
the troop commanders were told with plenty of time in advance to get
their people out because of what was coming, that we usually did this
in the morning early or at dusk, dark, '

There is other testimony that it took from 2 to 3 months sometimes,
I think, from the gentlemen from the Air Force—it took 2 to 3 months
for complete effectiveness to take place once it had been dropped.

During those periods of time we were prone to try to keep military

ersonnel out of those areas, but at times some elements of tﬁe Marine
orps and others would get in there, _

Now, I notice that one statement that you make on page 8 you are
talking—I am talking about Mr. Cleland-—that one of the problems
that we are facing is that, ““Third, the data with respect to the extent
_0{) ipdi,\’ridua] ‘exposure to Agent Orange is extremely difficult to
obtamn.

hYet,. I notice on page 5 of General Augerson’s testimony it states
that: : '

We now have in the Department a computer listing of all such spray missions
for-the period of 1965 to the end of spraying In 1971 which is believed {0 be complete.

This printout shows the date, the time, the agent used, gallons of agent dis-
pensed, the map. coordinatés and the area covered by the mission,

Now, if we have all of that information according to what the
general gaid, why do we not have sufficient data to determine who was
or who was not exposed to this agent and why are we having so much
difficuliy establishing that fact?

Mr. CrLELaND. Well, I think that the problem lies not so much in
where the spraying was, but where the treops were in regard to the
spraying. ' '

Mr, Harn, Well, certainly, we should know with some degree of
certainty where our troops were during the period of time that we were
spraying these areas, should we not?

. I don’t know who is to answer that, but I am sure that someone
in the field knew where his folks were or should have been. Who can
answer it? :

General AugersoN, I will make an effort, Mr, Hall, 1t is a double
problem that in war and in the field there is always—one of the
groblems of command, is, indeed, trying to keep track of where every-

ody is and people do get lost or end up in different places,

- The real problem, sir, is not what may have been present at any
mmstant in time, but having a record now available as to where people
were with respect to the spray missions, .

It might be useful to point out that my understanding, sir, is that the
reason that commanders were told about missions when they were-
and I don’t know that it always took place—was more nearly to see
that U.S. forces were not in the vicinity of the spray not so much as

63-365 0 - B0 - 7
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a matter of being concerned about the health effects of the spray as
much as being sure that we did not have Americans in a region where
t%w escort aircraft for the spray miissions could return fire if it took
place. o

It 1is always a concern not to be putting fire down on friendly
people. o .

My, Havl. Well, I understand that it was the reason why we were—
that the people were notified—that the commanders were -notifiad
t% Vtttcate those areas was because of the defoliation that may come
about. :

Was it not because we did not fear any probability of harm to the
men who may have been there when this stufl was dropped? '

General C'HgEsNEY. Let me answer that, Mr, Hall. JI)‘he majority
of the herbicides in Vietnam were dropped either on enemy-held
territorflr or on territory that was being contested.

To the best of my knowledge we made no major effort to move
people out of areas where we were going to spray. The herbicides
that we were using at that time were the standard herbicides that
were developed and. used for commercial uses. There has been more
of that dropped in the United States than there ever was in Vietnam,

It was a standard that you could go by and put on your lawn at
that time, So it was not something that we veally worried about that
much st that time.

Mr. Haur, Well, did we drop  Agent Orange at any time where we
had troops heneath where that substance was being dropped?

General CresNEy. There was an oceasional time that this hap-
pened, but it was to help clear out the area around where the troops
were being shot at so that they could see to shoot back. '

Mr. Havr, I understand that. But I mean that we made rio effort
to try to get the troops out while we were trying to defoliate the area.

General Cuesney, In general, we did not. No, sir. .

My, Havr, Now, I notice a moment ago that you stated that there
have been a faw service-connected cases in which you have not been
%ble to prove a service-connected disability or causal connection as

ut it. .

PMy question 1s this; How can you establish a service-connected
disability if you cannot prove that the veteran did mot have prior
latent condition from some industrial job that he received before he
went into the Armed Forces. -

I understand from some page here that I looked at a moment ago
that il is merely impossible to determine—-indistinguishable. I think
Mus, Bernstein stated a moment ago on page 11, that:

Research is clearly establishing that other members of the dioxin famili’l gg

O

chemicals can produce toxic manifestations that are indistinguishable from ¢
preduced by TODD, .

Do I understand that the chemicals that are being wsed foday and
have been used since the 1940’s can produce the same type of condition
that Mr. Cleland stated can be manifested on page 7: “Such common
symptoms include restlessness, lethargy, headaches, confusion’—
you h7ave read all of that. You know what I am talking about on

e 7.
p&ire we led to believe that the industrial area should be causing a
lot of things that we are now hearing from veterans claiming that they
got in Vietnam?
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Mrs. BErnsTEIN. To the extent that we have that information or
don't have it, T should say, Congressman, that is true.

Mr. Haru. How are you going to differentiate between what is
legitimate and what isn’t?

Mrs. BErnsTEIN, Well, I don’t know how we are defining *legiti-
macy’’ but that :

r. Harw. T am talking about legitimacy

Mrs, Bervarsiv. Just i terms of cansation?

Mr. Harr. Yes. How are you going to get causation that something
occurred in Vietnam and didn’t occur in a plant in Peoria?

Mrs. BernsTEIN. Sir, one of the things I tried to say in my state-
ment is that we may finish all of the studies and still not have a
definitive answer on this subject. :

You have put your finger right on it, I think. It may not be possible
to establish that kind of causation.

My, Havrn. How will we ever get to the end of the problem?

Mrs. BernsTEIN, Well, there are solutions other than scientific
solutions. There are legislative solutions. There are administrative
or policy-type solutions in which one simply makes the judgment
that there is enough association even though it may not censtitute
causation in a legal sense. The Congress could decide, as has been
suggested in a couple of legislative proposals, simply to act on that
smount of association of those people - who were there and decide to
compensate them at a certain level.

Mr. Hain: Well, do you feel—maybe this is not your question, but
someone. Do you feel that the investigation that is now ongoing with-
out any legislative enactments involved will lead to a definitive con-
clusion that wonld separate Vietnam from that plant in Peoria as
far as causation is concerned? .

Mrs. BErNSTEIN. Lot me have a scienfist speak to that—again,
the limitations on the science—I have my own biases, but you prob-
ably don’t want to hear them.

Mr. Haryn. I will listen to anything.

Dr. Moorg. Mr. Hell, I think that one of the reasons tha' the
Department is focusing on the occupational exposures, or the large-
scale accidental exposures, gets to the root, I think, of what you are
trying to get at. We feel that if we look at the populations that likely
had the most heavily exposed miliew, either during a short period of
time or over a long worker experience—and some of these cages have
now had a 30-year duration since the exposure—if we can’t find any-
thing there, there should be some reassurance in that regard.

However, if you do these studies and get some indications of certain
types of heallh effects, one then would have to come back maybe to
an Agent Orange exposure where the exposure was transient, of lower
magnitudes of exposure, to see if indeed you could get hints, based on
occupational exposure, that the disease pattorns that may be produced
can be defined in other populations.

Mr. Harr. Well, you are eventually going to have to get back to
making either a subjective finding as opposed to an objective finding
as to causation,

Dr, Moore. [Nods, yes,] '

Mr, Hapy. Are you shaking your head in the affirmative?

Dr. Moors. I agree,

‘Mr. Harr. All night, Thank you. I yield back my time,
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Mr. CLeLaND, Mr. Hall, can T take a stab.at some of the things
you have been raising?

Mr, Havn. Yes, sir,

Mr, CreLanp., First of all, you mentioned. the list of symptoms, 1
mentioned in my statement that those were symptoms attributed by
~ veterans to Agent Orange and are not necessarily actual n?fat.iva

health effecis o% exposure. That is what has not been established—the
fact that 8 or 9 years after exposure you can first be affected by those
* kinds of symptoms, . . : '

The one long-term effect that it seems that the scientific communit
has come to a consensus on is chloracne, which we have discussed.
Beyond chloracne there is no consensug, it seems to me, on what the
long-term negative effects of exposure to dioxin are,

In terms of industrial exposure, one study that was published in
Januvary is, I think, interesting. And that is that of the over.200
workers who were exposed in Nitro, W. Va. 31 years ago, 121 developed
chloracne and suffered some of the initial acute toxicity symptoms.

A followup study has been done and was published in January 1980,
which shows that there was no increased level of cancer or mortality
in those 121 who got exposed 31 years ago.

So the long-term negative hen{th effects of Agent Orange are not
known at this point. o

The other point that you mentioned about service connection, the
law does provide that veterans are to be given the benefit of the doubt.

Given the current lack of scientific substantietion. of latent adverse
health effects of Agent Orange, we currently have no basis for service
connecting such illnesses as cancer on the basis of exposure alone.

~ Mr. HaLL. Well, Max, if you don’t have to prove actual linkage, if
the veteran does not have to prove actual linEa,ge between exposure
to Agent Orange and making a recovery, it looks to me like you are
letting the gate down, so to speak, for many, many fraudulent claims
throughout this country. : s

Mr. Cienanp, Mr. Hall, regardless of Agent Orange, H o veteran
comes down with cancer and it 1s traceable to his service in the military
he gets service-connected. . | :

Mr, Harr, If it is traceable, but you have a linkage then.

Mr, CLeLann, That is right, but we don't go behind the cancer and
try to determine why it was caused. It becomes, in effect, a service-
connected disability that was incurred in the service.

We don’t try to say that it was Agent Orange related or it was
related to something else.

Mr. Hair. Would you make—— :

Mr. CreLanp, If it cccurs in the military—if o disease or a disability
is incurred in the military, it is service-connected.

Mr, Havn. The burden of proof is less strenuous on a person tryin
to prove causation dealing with Agent Orange than it would be wit
some other—is that correct? -

Mr. Creranp. No, sir. Charlie, could you—Charlie Peckarsky,
bDil"?ectOr of Compensation and Pension, could .you help us say a little

it
- Mr. Havrw, I really think that we are getting back to subjective
rather than objective findings on that. : _
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Mr, Packanrsky. I believe that Mr, Cleland has really stated the
basic principles. The law, as this committee knows better than any
other, 1s so geneﬁcia.l that there is no need to prove any relationship
between any incident of service and disability.

First, the law presumes that the man is m sound condition when
he enters, It then says that any disability that appears coincident in
point of time with the period of active duty will be service-connected
regardless of the cause. . :

he only thing that can refute that is proof of some intercurrent
causation, usually post service, or proof in the form of evidence that
he actually had this disability prior to service. '

So, therefore, as Mr, Cleland has said, the law beneficially assumes
and forces us to apply every reasonable doubt in establishing service
connection for the cﬁsability. .

The case that was cited by Mr. Deckard was a case in which this
was illustrated. We were not able to show any relationship between
exposure to dioxin and the cancer that the veteran died from.

owever, from reviewing sll of the service records, we found early
evidence of a precancerous condition in the man’s service records and
weTe able to trace that through the establishment of service connection -
for the cause of death. : - '

This is an illustration of the way in which we adjudicate.

Mr. Harn, I am not belaboring that particular case that Mr.
Deckard mentioned. My point is, and I am just locking at this from
the standpoint of an attorney, if you found a precancerous condition
at some point in time, was that at a time prior to his exposure or
subsequent to his exposure to Agent Orange? :

Mr. Pecxansky, It would net matter, sir.

Mr. Havn, Why wouldn’t it? . :

Mr. Peckarsky, The only thing that I am interested in is was it at
or prior to the period of active duty. .

r. HavLL, If he had cancer before he was ever exposed to a cancer-
ous agent, how could you make causation tie together? I am not saying
that you shouldn’t, but T am stating how can gou from @ legal prop-
osition get causation if something happened before the person ever
in any way was subjected to what could cause that cancer or did
cause that cancer?

Mr. Pecransky. I believe, sir, that you are speaking from the point
of court Iaw,

Mr. Havy, I sure am,

Mr. Peckarsky, I am spesking from the point of veterans law.

Mr. Havr, Of what?

Mr. Prckarsky. Of veterans law.

Mr, HavLy. Is there a difference?

Mr, PEckaARsKY. As it has been enacted, as it is on the statute books.
And all that that law requires is the showing that from a Hoint of time
this disability had its inception or was aggravated coincident in point
of time with the period of active duty, sometime between the period
of induction and the period of separation from active service.

With most cancers we do not know the etiology anyway. So it is
not—the Veterans’ Administration does not attempt to differentiate
between the etiological facts. We merely want to know if the earliest
manifestation of this particular disability is concurrent in point of time
with military service. If it is, we service connect. If it is not, we do not.
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Chairman SarrerrieLp. Would the gentleman yield?

Mr. Hatr. Yes,

Chairman SarrerrFiELD. I think that there is an element here that
might resolve the questions, and T think that as T understand it
everything has been correctly stated. . '

However the problem that we are confronted with here is different
from the one we have been talking about. There we are talking about
the possible development of a condition of cancer—that is to say, a-
situation which shows up after discharge from service. In that eir-

- cumstance it becomes necessary to establish a cause and effect relation-
ship. Am I correct?

Mr. CLELAND, Yes, sir. -

Chairman SaTrerFIELD. And we are talking about the latent defects
léere, defects alleged to have been attributable to exposure to Agent

range. :

Mr. CLELAND. Yes, sir, exactly. Mr. Chairman, it seems to me that
that is exactly why the research on the long-term- effects of exposure
to Agent Orange is the real question, not what can happen within 2
-weeks or 1 month, _

You can come down with chloracne within 2 weeks to | month.
You can have various symptoms up front due to acute toxicity to
Agent Orange or to dioxin. That is what I have picked up from my
discussions, :

But the key question is what happens 3, 4, 5, 6, 7, 10 years later or
20 years later? That is where the jury is still out and what the scientific
community is still in doubt about.

- Chairman SarrerFigrp. I think you will eventually make your
decision, as was indicated a moment ago, the basis of objective
findings rather than subjective conclusions.

Msf?. Danterson, Mr. Chairman, may I have a couple more ques-
tions '

Chairman SarrerrFienp. I was getting ready to recognize Mr,
Daschle. He has been sitting here for a long time, :

Mr. Damigrgon. Oh, I am sorry,

Chairman SarrerereLpd. If he wishes to yield he may do so.

Mr. DanieLson. I wouldn’t think of going ahead of Mr. Daschle,

Mr. DascHre. If the gentleman from California will forgive me,
I think that T will proceed with some questions. ]

I can’t help but sit here and be very frustrated with this discussion,
and I can understand the frustration of so many of the Vietnam
veterans. This discussion capsulizes the kind of frustration that a
veteran must be going through. ~

I think that we are putting our Vietnam veterans in the role of a
plaintiff and the VA in the role of a defendant and & judge. ]

And I really believe that the odds against him right now are 2 in
10,000, which is what your record has just shown, Mr. Cleland.

Out of 10,000 people who have come to the VA, only 2 of them have
been able to prove beyond any shadow of a doubt that they were in
some way inflicted with the chemical while they were in Vietnam,
Those were the 2 people who had chloracne. .

It is frustrating because you don’t look &t other VA recipients that
way with other benefits.



99

The fact of the matter is that Agent Orange victims have to con-
tinue to prove themselves——the ones who were affected—-as opposed
to the V&’ having to prove it for them. -

I get the feeling as you testify today that as much as these studies
are going to prove culpability, you might prefer that they prove
nonculpability. -

Mr. CLeLanp. 1 have to interject here. Now, I can’'t—I am trying
not to take a side here. I have a personal interest in the outcome, as
does Dr. Custis because we were ﬁoth exposed. We are not trying to

pr%udge. R
ut given what we know now about dioxin and the fact that some
studies have been done by reputable people—the National ‘Academy
of Sciences did a study in 1974, And they conéluded in their study that
the chances of negative health effects for Vietnam veterans in the long-
run are “‘highly remote”, o .

Mr. Dascuie. That's just what I mean. - :

Mr. CLELaNp. The Air Force has done a definitive study in the
last couple of years, Major Young has talked about some of the data.
It is not as.-ily nobody cares. It 1s that, you know, we are open to
suggestions as to what else we can do to try to aid these veterans here
other than: :

Mr. Dascans. But you believe—— :

Mr. CLELAND [continuing]. Manufacturing scientific data which is
not. available now,

Mr. DascurLe. Do you believe that out of 10,000 cases you have
more flexibility than s court of law does in determining culpability or
determining your legitimate responsibility? I would wager that m o
court of law, out of 10,000 cases, that there would be better than two
wins. '

You can’t talk to the people that Mr. Deckard has and not be very,
very frustrated with the kind of work that the VA has done or better
yet, not done. .

You indicate that there have been 50 studies. You know, when all
is said and done, there is going to he o lot more said than done.

The Food and Drug Administration has indicated that dioxin is
100,000 to 1 million times more potent than thalidomide in causing
birth defects.

So I agree, you may have a force on both sides, but the fact of the
matter is that you have 10,000 cases that you know of, and you have
2 cases that you have agreed have some relevancy to the exposure to

ent Orange.

r. CuELAND, May I respond, please?

Mr. Dascuie. Yes,

Mr. CLELanD. Ths issue does not seem to me to be the toxicity of
dioxin which is known. It seems to me that the issues are what level of
exposure is harmful and what that means later on in life,

hat is really the scientific question which the VA is trying to ad-
dress, given a host of studies on the question. We are trying to find
out all we can about it.
. I might say that the 10,000 did not all allege a problem. They did
not all allege Agent Orange poisoning. :

Many ofg them c¢ame in to do what we are asking them to do and
that is to gﬁt their service on record in case something turns up, in
case they thought they were exposed. Maybe they have a problem.
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Maybe they don’t know.

hat is our position. We welcomed those to come and get that on
the record because we will make a petmanent record of it. It is not, as
you suggested, that there were 10,000 cases and only 2 have been found
1n their favor,

I think that it is important to note that there is scientific evidence
that chloracne can be caused by exposure to dioxin. There is no scien-
tific evidence to support some of the more serious allegations. That is
what we are left wntﬂ at this point. : T

Chairman SatrearFieLp. Would the gentleman yield at that point?

Mr. DascHLE. Yes; I would be happy to.

~Chairman SarrerriELD. Qut of the 10,000 cases, then, how many
of them have claimed chloracne?

Mr. CLeLanp, T think that we would have to supply that for the
record, Mr. Chairman.

Chairman SArrERFIELD, According to an attachment to your testi-
mony this morning, if T read it correctly, there have been five chlor-
acne cases. ' . o

Dr. CusTis, Mr, Chairman, what you are reading from is that group
of cases that has come up for review for possible compensstion.

The 10,000 is a rough estimate of where we stand right now in terms
of our register—people who are presenting themselves to our clinics
for examination, : - -

Their records are being carefully analyzed. Right now, the analysis
has gone through 3,600, I think that it is approaching 5,000. It is
estimated that there are as many as 10,000 records to so.analyze.

We haven't completed that statistical analysis yet.

Chairman Satrerrierp. Well, my point is that you have found two
cases of service connection that are related to chleracne. It would
seem to me that the proper question now would be two out of how
many claimed? :

r. CLELAND, Seven—two out of seven.
Chairman SaTTERFIELD. That is two out of seven.
Mr, CLELAND. Yes, sir, It is 1,233 claims have been decided on this

question, not 10,000, It is 1,233 claims that have been decided, 21 of
which have been service-connected. )

Again, we don't have to prove the linkage to Agent Orange in certain
instances. In the two, we accepted the allegation that the veteran
wag exposed as fact. And because they had chloracne-like skin con-
ditions, their cases were allowed. .

In the others that were part of the 21, again we didn’t have to prove
linkage there with Agent gmnge. There seemed to be a disability that
could be traced to the service and that was service-connected,

So I think that the one thing that I agree with here is the frustration
in attempting to deal with this issue. As I said at the outset, this is
the most perplexing issue that I have dealt with as Admmstrator.

I have been all over this country in the last 2 or 3 months, and I
have been on the receiving end of the frustration. And I wish more
than anyone here that I had an answer. .

But the scientific evidence to me is something that we are going to
have to wait patiently for before we can go back and service-connect
some of the more serious disabilities alleged. .

Mr. Dascane. Well, Mr, Cleland, I would argue with you very
strongly that it isn’t scientific evidence, it is legal culpability, that you
are concerned about.
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Let us look at the questionnaire that the veterans are put through.
Mayhe you can answer this. You say that you were directly affected
by Agent Orange. Maybe you can answer question E on the question-
naire.

‘Where and when did these exposures occur and what was the length
of the exposure?

- Mr. CLELaND. Landing Zone Nancy, north of Hue, early 1968 for
a period of 2 weeks,
. Mr. McMicnaEL, I might also add, Mr. Daschie, that we are accept-
ing for compensation purposes any veteran’s claim that he was exposed
to_Agent Orange unless we have positive evidence to the contrary.

We will accept the veteran’s word that he was in fact exposed to
Agfilt Orange. 1 would like that on the record.

r. DascHL®. And question J, ‘How long were you present at the
site of the chemical exposure?”’ Can you tell me that? '

Mr, CLeLanp. Two weeks, at least,

Mr. Dascure. That was right on the site?

Mr. CueLanD. Yes.

Mr. Dascuue. OK.

Mr. CueLanp. The peint of the questionnaire i3 to get as much
detail as we possibly can. If the veteran has it, fine. If he doesn’t
have it, fine, We will move right on.

Mr. Dascure. But you aren’t worried about culpability? What if
he can’t answer these? Is he still being considered as far as the claim
is concerned? :

Mr. CreLanD. That is correct.

Mr. Dascae. You can't—— :

Mr. CreLanp. Suppose that the epidemiological study, or our own
analysis of cancers or diseases in the VA over the last 10 years, were
to indicate a high rate of pancreatic cancer, liver cancer or any kind
of a disease. That would put a lot of weight on the veterans’ side in
such cases.

And T think that that is the key of why we need the studies.

Mz, DascuLe. QK, let me——

Mr. CLELanD. Paul? :

_ Dr. Haner. Mr. Daschle, what this questionnaire is designed to do
is to get the veteran’s statements about what he thinks his exposure
was. Now, that helps us then in the epidemiological survey. But
obviously in many instances the veteran himself may not know the
ANSWBTS. _ o

" 'We understand all of that, but this is part of the total record.

I would like to say, too, that I hope that it is understood that the
10,000 that we are talking about were not people who asked for
compensation but rather Heople who presented tgemselves to a hospital
or clinic because they had symptoms or because they were concerned.

Mr. Dascrue. That is right. And so far; it is 2 out of 10,000 have
been given compensation.

My, CLeLanp. But all of those 10,000 have not filed claims.

Mr. DascaiE. Well, let me ask you: Do you have a cop}g of the
printout of the DOD listing of the Ranch Hand operation? Does the
VA have that?

Mr, CLELaAND. We have maps of spray missions in the Air Force
going back to 1865.

r. Dascune. Do you have the entire computer printout of the
Ranch Hand operation?
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Mr, CreLanp. We do have that, sir. .

General Cumsnmy. To 1965, but there were some before 1965.
There were spr&rmgs before 1965, and we only got it.in the computer
from 1965 on. We sprayed from 1962 to 1965, _

Mr. DascriE. Do you use that routinely to determine the exposure
to veterans in addition to a questionnaire like this? _

. Mr, Crevanp. I'don’t know, I don’t know—ithe problem as I men-
tioned earlier is not so much the spraying as the location of the troops
in relationship to the spraying.

‘The Marine Corp information, I understand, is available on
computer tapes. The Army information is not. So it is not readily
retrievable. :

Mr. DascHLE. So you don’t use the Ranch Hand information is
what you are telling me. Is that correct? :

Mr, Crrranp, Well, maybe I am not the one to respond to the
question, but it seems to me that the linkage of service with the disa-
bﬂli\? is the important factor.

r. DascuiE, Yes; but how are you going to get it? How are you
going to associate the disability if you don’t use the Ranch Hand
operation data? '

Mr. Crepanp, Dr. Jacoby?

Dr, Jacosy. Mr. Daschle, I submit te you that the cause and
effect is not there. What we are trying to do is establish whether or
net they have a disease process which we can see occurring during the
period of time that they were on active duty. Whether they were

" exposed to Agent Orange is not a factor.

hat is the etiology. We are not looking at that as far as awarding
claims. There are two areas that we need to look at so that there is no
confusion. :

The 10,000 that we are reviewing are part of an earlier epidemio-
logical study—not the one mandated under Public Law 96-151, It is
en effort to review o grou(i: of patients who claim that they were
exposed to agent orange and want to be examined.

his has been ongoing for about a year, and it is the 10,000 part.
Thers ara 1,200 ;ﬁls individuals who have submitted claims for
disability compensation based upon Agent Orange exposure;

But there is no relationship between etiology and the awarding of
compensation in the cases decided to date. S .

One other point, and that is that Agent Orange is not—or dioxin is
not the only compound that can cause chloracne. And there are many
other compounds—chlorinated biphenyls—that can cause chloracne
and we can’t tell whether it is the dioxin or whether or not it is PCB.
- Mr. DascuiLi. But the point is that through all of your testimony
you are saying that you really don’t know what may cause the symp-
toms that we have in your chart here, .

And yet when you try to draw a relationship between these symp-
toms and their exposure or their problems that may have surfaced as
a result of that exposure, you don’t even make that connection.

It seems to me that is where you are failing, How can you prove or
disprove culpability if you don’t even know, if you don’t even use
routinely the Ranch Hand data sheet as to where that was used,

Tt seems to me that that was a glaring error, does it not_to you?

Mr. CLELAND, Suppose that a veteran came back from Vietnam
and said that he was exposed. We accept that. What we don’t have is
information that wouldp link exposure to long-term negative health
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effects—that is a problem right there—or information as to the degree
to which he was exposed.

We do know that the Ranch Hand people themselves, the pilots
and the crew who flew the missions, were exposed to Agent Orange in
concentrated forms, which is why the Air Force study, I think, is
going to be so important.

I think that that is a very key study to watch. The point is that
we don’t know, really, and in many instances the veteran doesn’t
know the extent to which he was exposed.

Mr. Dascure. I would challenge your statement that you take their
word for it. It is obvious that even if you use the conservative figure,
the 1,233, you don’t take their word for it when they tell you that.
they were exposed and they had

Mr. CLeLaND. Well, we don’t know what exposure means. That is
the problem, in terms of long-term negative—— :

r. Dascure. Let me go on. There are some other questions that
I want to ask. Are you going to submit your protocol for the epi-
demiological study mandated by Public Law 96-151 to the Office of
Technology Assessments?

Mr. CLELAND. Yes, sir.

Mr. DasuLe. Will the VA be doing o retrospective epidemiological
study as well as & prospective study?

Mr. CLELAND. Yes, sir. '

Mr. DascHLE. When will the results from the retrospective study
becoms available? .

Dr. HasEr., The first results of our retrospective study will be
available within several months. This is the analysis of the 10,000
cases that have been examined by us.

Mr, DascALeE. What contact and what work have you done with
the EPA? They, of course, have mandated the suspension of the use of
2,4,6-T. What EPA interface do you have?

Mr. Cruevanp. They are on our advisory committee that we
created back in June.

Mr. Dascure. Have you reviewed the EPA decision?

Mr, CLELAND. Yes, sir,

Mr. DagoHLE, Can you provide for the record all of the pertinent
memos regarding correspondence that you have had with EPA in
regard to the use of 2,4,5-T?

r. CLELAND. Yes, sir. We should be able to provide that. Yes.

Chairman SatTERFIELD. Without objection, that will be admitted to
the record when provided. C )

[Subsequently the Veterans’ Administration furnished the following
information.:]

The Veterans Administration has not engaged in any formal correspondence
with the EPA regarding its conclusions on the possible effects on human health
of 2,4,5,-T. However, we have discussed this matter informally with the EPA’s
representative on our Advisory Committee. It is through these discussions that
my sztaff became aware of the ALSEA studies on which the EPA hased its rebutt-
able presumption against registration on 2,4,5-T. These studiez eoncluded that
women residing in the Alsea region of Oregon close to forested areas sprayed with
2,4,5-T had a higher rate of spontanecus abortions,

In contrast to this, we have also learned through our Advisory Committee that
some reputable scientific groups have taken exception to the conelusion of the
ALSEA study. These groups disagree that this study 'established a correlation

between 2,4,5-T spraying and:a higher than normal abortion rate among Alsea
residents, : .
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Mr. Dascnig. Mr. Chairman, I have one last question. Some time
ago, 8 VA physician announced that some of the results of the VA fat
biopsy program—have you published a final study or any study of
those resulis?

Dr. HaBer, We are submitting the results of the study to the
Office of Technology Assessment and the National Academy of
Sciences, the Inter-Agency Work Group, and our own. advisory work
group for their review and comments. As soon as we receive their
comments, we will publish the study.

Mr. DascuriE. Thank you, Mr. Chairman.

Chairman SaTTERFIELD. Thank you. I have a question and it follows
along the line of those just asked‘.r The epidemiological study which
was ordered last session will follow protocols to be established and
approved by the Office of Technology. What is the status of that study
and the protocols at this moment?

Mr. CrELanD. Dr. Hobson? -

Dr. Hosson. The request for propesals from a nongovernmental
epidemiological group to design & study is already in the process for
publication in the Commerce and Business Daily. T can’t give you the
precise date on which it will appear, but it will be within the next
week or two. :

Chairman SaTTERFIELD. At least it is started and you are now await-
ing their establishment to actually begin the study.

Dr. Hosson. That is correct.

Chairman Sarrerrisro. 1 would like to ask the Air Force the same
question. You stated that you had been conducting a study based
upon certain general protocols. Have your protocols been completely
approved or are they subject to review? What is the status of those?

neral CHESNEY. The Air Force protocol has been through three
peer reviews and is now awaiting the results of the National Academy
of Science. And they promised us those results within the next 2
weeks. When we cFet their results we will rapidly start on with the next
phase of our study. .

Chairman SATTERFIELD. So that all of the discussions as of this
moment have been with respect to voluntary epidemiological studies
created by your own protocols, but that we can anticipate in the
future will be more coordinated and will be according te protocols
approved at least by some independent agency other than the Air

orce, :

General CuesNey., Yes, sir. And we have asked the National
Academy of Science to monitor our study.

Chairman SarrErFieLp, 1 think that is a welcome development
which should provide needed credibility to these studies. I certainly
suliport that. L

would like to ask the VA a question, Have certain studies started
already? You talked about certain studies already begun when you
appeared back in October 1978. You referred to them again today.
I assume that notwithstanding the epidemiological study which has
been ordered by statute, these basic studies will continue, Is that
correct?

Dr. Cuaris. Yes, sir. '

- .Chairman SaTTERFELD. I mention that because it seems to me that

we are dealing with an area in which we don’t know answers.
T am not at all certain in my own mind that we can obtain answers by a
fixed period of time.
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It may very well be that latent problems might not appear for years.
1 don’t think there is any other way to ascertain latent, long-term
ﬁmblams except through VA population, Air Force population, and

EW with respect to U.S. citizens over whom it has jurisdiction.

I would certainly hope that an epidemiological study with a report
date certain would not end the matter. _

Mr. CLELAND. Mr. Chairman, I think that one thing should be said.
I think that Mr. Daschle has expressed the frustration of meany
veterans. I think that be is very accurate in that, -

Onething that we can do right now and right up front is treat what-
“ever disease or disability is brought to the Veterans’ Administration
regardless of whether Agent Orange is related or not, regardless of
wht'et.her or not the studies have proven Agent Orange linkage with it or
not.

The treatment is there. We have an Agent Orange coordinator in our
hospitals and outpatient clinics. So that is something that can be done
ri%ht. away. And we understand the sense of immediacy there in terms
of allaying fears, because a good deal of fear has been generated by
serious aflegations.

We hope that we can allay some of those fears by a good, thorough
examination and making sure that the veteran understands that this
is %tfwrt of his permanent record.

‘Were anything to turn up:in the future, we would be back in touch
with him in that regard. :

Chairman SATTERFIELD, The reason that I asked that question is
hecause I know the Air Force apparently has an epidemiological study
underway which will terminate in 1986. I wonder will thai. be the end
i:;f b_hgt, investigation of this matter or will it continue on an ongoing

asis?

General Cussyey, We may continue on with this. The latent period
for toxicity to cause cancer, for instance, can he 20, 30, or 40 years as
seen in cigarette smoking and ashestos.

we may continue, but we are right now looking it 1986,

Chairman SatTerrFiELDb, The reason I am interested in that is my
expetience on another committee where announced conclusions by
Federal agencies were whoere a cause and effect has not been estab-
lished have cooled the urge to engage in needed research, We don’t
want that to happen here,

I firmly believe that this investigation concerning Agent Orange
ought to be a long-range study. 1 was pleased to hear what Mrs. Bern-
stein had to say n’iout that becanse I agree with her. .

T have one other question. There has been some discussion that
perhaps a great deal of information could be obtained from the general
public in terms of those people who were born in 1946—especially
those who were in the Vietnam war who have passed away. Informa-
tion could be gleaned from death certificates. %as any thought been
directed to that sort of an inquiry?

Mr. McMicnaeL, We will have to give some thought to that and
provide that for the record. )

[Subsequently, the Veterans’ Administration furnished the following
information:] :

We concur that comﬁarisons of morbidity and mortality data of veterans who

served in Vietham with that found among other groups of U.B. citizens might
reveal some instructive coneclusions. The groups compared with the Vietnam
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vaterans should be matched with them on the dimensions of age and sex, and, if
feasible, on the basis of occupation, Among the groups that might be most pro-
ductive compared with the Vietnam veterans are: Bietnam era veterans g.e.,
those who did not serve in Vietnam) and nonvetorans.

Particular interest in these comparisons should probably be directed to the
incidence and prevalence of diseases claimed by some to be associated with
Herbicide Orange exposure. Among these diseases are cancers of the liver, lung
and kidney, porphyria cutanea tarda and reproductive system failures, In addi-
tion, the offspring of these several groups sﬁould be eompared in terms of the
prevalence of birth defects,

We have initiated such comparative studies of the incidence of selected diseases
among Vietnam era veterans and other groups in our patient population. The
first area of emphasis in these studies will be on caneers of the liver, lung, repro-
ductive organs and Kidneys, SBubsequent studies will look at diseases of the skin,
particularly acne; porphyria cuianea tarda; inflammatory liver diseases and other
conditions a!leggrily related to Herbicide Qrange exposure.

Preliminary efforts have been made to design such studies by VA staff. These
efforts have shown that the required statistical data are not readily available in
all instances. As a resulf, it is clear that specific efforts will have to be made to
obtain this required data and that it will require establishment of a cooperative
relationship between the VA and other relevant federal agencies to assure that
the necessary data can be collected.

Chairman SATTERFIELD. All right. I am aware, and ’'m sure you
are, too, that the Australians have begun an investigation into Agent
Orange due to similar questions which have arisen in their veteran
population. I wonder whether or not there has been any effort of
coordination with the Australians.

Dr. Haser, Mr. Knowles of the State Department with the Aus-
tralian Desk has been in contact with us. We have shared information
_with him. Qur information is that we will further hear from the New
Zealanders in the same vein. :

Chairman SaTTERFIELD. And there would bhe coordination in the
future, then?

Mrsl;t. Bennstein, We will be meeting with them within the next
2 weeks.

Chairman SarrerrFierp. Fine. Mr, Danielson, I believe has some
questions, :

Mr. DanigLson.. Thank you, Mr. Chairman. On the death certifi-
cates, that is the most recent thing that has come up here, I imagine,
that they would mean very little unless an autopsy was performed.
Tsn’t that true? Most people don’t have an autopsy unless they die
in & hospital, I imagine that there would be a limited resource at least
in that area.,

Dr. Moore. [Nods, yes.]

Mr, DaniersoN. The gentleman is nodding his head.

Dr, Moorg, Yes, sure.

Mr, DantELson. I want to make one suggestion here which is
serious with me, at least, First of all, I will prefix that with stating
that T am most gratified with the quality of the information that
you have all given us thizs morning. So | am not being critical along
that line,

But I hope you will be as meticulous in the use of language in re-
porting your various findings as you are in the scientific investigation
1tself because no matter how well you do your scientific work, 1f 1t 18
out of focus when it is reported to us we are going to get misinter-
pretations, misperceptions, and the public, which doesn’t deal in these
subjects, is going to have twice as many.
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For example, on this long chart that we have all belabored on this
morning, that third category of “Disorders claimed due to Agent
Orange, number deemed service-connected.” _

T will concede, T will stipulate that that doesn’t say that they were
connected to Agent Orange, but to a casual reader the mind immedi-
ately takes the next jump and assumes that these were Agent Orange
connected. : -

I don’t want you to do violence to your findings or to your con-
science, but I would respectfully sug%est that you mijght change these
classifications to be more precise. VYou are going to have to be as
precise as a Philadelphia lawyer. .

And you must do that or the wrong impressien is going to be con-
veyed, Ynotice this morning that I was thrown by it. Mr, Hall was.
Mr. Daschle was, not just that one category, but other things.

Mr, Cleland, you must have stated four or five times in my hearing
that the VA and you and your associates—that if the VA hnds that
& health defect; had its origins during a period of time in which the
person was in the military service, it 1s service-connected regardless of
whether as » biological or pathological fact there is & service connec-
tion; simply because he became sick in the service, it is deemed service-
connected. - .

I believe you said that or the equivalent a number of times.

. [Mr. Cleland nods, yes} . _

Mr. DaNIELsoN. Yet, some of our members have jumped intellectu-
ally to a finding of culpability. That isn’t the factor you use in veterans
‘law as I understand it. It is a time coincidence, Did the health defect
appear during the time of service or within such a short time there-
after that you are going to presume a connection?

But, the inference that the average Eerson will draw from this
language isn’t that. It is going to jump the other step and find culpa-
bility—cause and effect—a causal relationship. And I think you have
lg10b to be careful on that because this, as Mr. Cleland said, “The public

as great fear here.” We all are afraid of things which are dangerous
and, which we do not understand. : _

Bad health always generates fear; and it is compounded many
times over if we dorn’t understand the cause of if, and you compound
it again when you put on a name—I don’t think that it is your fault,
but somebody put the name “‘Agent Orange” on there, That is a clever
name. It is repeatable, quotable, it makes a dandy headline. It would
make a good name for a paperback book. It sounds like a character
out of “Star Wars” or “Mission Impossible.”

So I am only imploring. that we use a little bicarbonate when we
start putting together the reports and great precision in drawing up
the names of these classifications,

Now, Mr. Daschle, who is as fine a gentleman as I have ever known,
assumes that those two chloracne cases are causally related to Agent
Orange. So did I until I was told that you have got service connection
but you do not necessarily have—I am going to use dioxin connection,
It is not so inflammable. :

The same is true with the other 17 and the other 2. I think that you
must be careful. I take my work on this committee fairly seriously.
I think that a veteran should get every break in the world to which
he is even remotely entitled, but we shouldn’t screw up the findings by

inadvertence. And that is what I am pleading for, if I may. .
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Now, I am going to get specific for & moment. The 10,000 cases—
I put the word ‘‘cases” in quotes—that language is based upon reslly
something like 1,233, Is that not correct? %131‘9 have only been some
1,233 claims.

Dr. Hagrgr. The 18,000, sir, are the people who came to the Depart-
ment of Medicine and Sur%:zry, to our hospitals or clinics, because they
had sgm toms, because they wers worred, because they were con-
cerned. They may or-may not have filed claims for compensation.
The 1,233 -are geOple who went to the Department of Veterans Bene-
fits and applied for compensation.

Mr. Damerson. Well, they are the 1,233 out of the 10,000 then
who had at least enough concern about their health condition. that
they felt it at least appropriate to file a claim which necessarily
means that the other 8,700-0dd did not have that degree of concern.

Mr. CLeLann. Mr, Danielson?

Mr. DanieLsoN, Yes, sir.

Mr. CreLanD. I think that there have been o few more claims other
than the 1,233. The 1,233 is the number of claims that has been
decided. : :

Mr. DanizLson, All right. a _

Mr. CLELaND. It is along this level and 21 have been service-
- connected, '

Mr, DanieLson. Let's say—let’s double it. Let’s say that there are
2,500 because I am only discussing a policy here rather than fact.

Mr. CreLanp. We would like to supply the number of claims for
the record. : :

Mr. Danierson. Would you? So then people will quit using this
10,000 figure. Because when you compare the No. 2 with the No.
10,000 that is way out in orbit and I think that if we used the correct
figures it might not be so frightening, ' :

Chairman SATTERFIELD. Without objection that information will
be admitted to the record.

[Subsequently the Veterans' Administration furnished the following
information:] :

The Veterans’ Administration does not maintain reecords on the number of
claims filed alleging disability resulting from ex%osure to AcEent Orange. Based upon

our experience with those elaims which have been adjudicated thus far, we esti-
mate that not more than 2,000 claims have been filed.

Mr. DanieLson. There is another point that has been made, but
I want to emphasize it. | am trying to summarize here a little bit.
It is my understanding that it is the law and it is the policy of the
Veterans’ Administration in administering that law to give the veterans
every presumption possible in any of his cleims or protestations. Is
that not correct? .

Mr, CLELAND, Sir, I think that the law calls for the resclution of
reasonable doubt in the veteran’s favor,

Mr., Danierson. All right. If & veteran makes a claim that he is
exposed to 3 dioxin you are going to assume that he was, in the absence
of proof to the contrary.

r. CLELAND. That is correct.

Mr. Danieson. If a veteran claims that he began to experience
adverse symptoms while he was in the service, you ars going to take
that for granted unless you have got some evidence to the contrary?

" Mr, CreLanp, Charlie? B
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Mr. Pecxkarsky. We will accept his statements at face value. We will
look at the records and see if there is any documentation.

Mr. Danigrson., What you are looking in the records for is to find
out if there is any reason not to believe it.

Mr. Prcransky, True.

Mr. DaniensoN, He starts off 100 percent and apything after that
which erodes away depends upon a subsequent finding of some kind.

Mr. Pookansky. Yes.

Mr: DanieLson, All right. I think that that is good. I am not criti-
eizing it, but I think that the record ought to reflect that the benefit
iz given every intendment—reasonable intendment—from the facts
associated with the case. )

Now, on spraying, is it not true—I am talking to the Army colonel,
I guess or general—two of them for Heaven’s sake—major general,

General Augerson, I will be colonel when I get back. [La.ughter.i-

Mr. DanieLson, You probably wish that you were only a colone
sometimes. But you are stuck. You have got two stars,

Let me ask you this: as a matter of policy the spraying was generally
ilon@dwhere the American troops were not, isn’t that true—generally
said. ' .

Genersl AverrsoN. I don’t know if it was policy. That is the way
that it worked out.

Mr. Davierson. All right. You weren’t so interested in spraying
our side of the lines as you were in spraying the cutting edge, and the
other side of the line. So that iz going to lead up to something,

Now, I believe this is for you, ilrs. Bernstein. I missed the first
part of the testimony, but have efforts been made to examine the
effects il any of this chemical on persons who work in the factories
which manufactured it? '

Mrs. BErnsTEIN, Yes; Jack, do you want to——

Mr. Danizrson, Don’t expand. I just want to know for sure if that
has been done,

Mrs. BERNSTEIN, Y es, sir,

Mr, Danigrson, Second, has a similar effort been made to check
those nonmilitary eivilian people who sprayed the people who are here
in our fgn?ns, for example, in America or are in our forests—wherever
1t may be

DI'.y Moore. I don’t know of any well-designed study, but I do note
that the Department of A.%riculture is raviewing the feasibility of
doing just such a study in its forestry workers. . .

r. Danterson. I hope that you can crank that in because, obvious-
ly, the people who did the spraying of the chemical here in the United .
gir;ates must have been exposed to it. R _ '

Mr. CLELAND. Mr, Danielson, can I call upon Dr. Haber?

Dr, Haser. There is a study done by the Forestry Association on
individuals who were sprayed in the course of defoliating. =

Mrs. BErnsTEIN. And.1t will be incorporated because the Depart-
ment of Agriculture sits en our inter-Agency committee,

Mr. DanieLson, Right. I just talked about sprayers. I guess that
that will necessarily include the sprayees, as well, o .

Mrs. BErNsTEIN. Yes, . '

Mr. DanieLsoN. Very good. Now, lastly in that regerd, has any
effort been made to determine whether there have been any intelli-
gently tabulated examinations of the Vietnamese people?

£3-365 O - 80 - 8
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Thley must have been sprayed with a little more than our own
people. :

[No response.] '

Mr. DaniELsoN. I know that you have got problems there, but has
any effort been made. :

Dr. Custis, The—

Mr. CrLELaND. Dr, Jacoby?

Mr. Danienson. Whoever,

Dr. Jacory. The National Academy in their 1974 report referred
to anecdotals of the material that they had, Mr, Danielson. '

However, they did recommend a followup of this study but that has
never been done, According to the newspapers, the North Vietnamese
have allowed one American newspaper reporter in order to show him
some results from this. :

But from a scientific standpoint, no one from any country has been
able to evaluate the North Vietnamese,

Mr, DanieLson, Has—I am going to carry it just one step farther.
Has it been possible to obtain any soil samples from the sprayed
samples within Vietnam, and woulci, they be useful if they could be
obtained at this late date?

General Auaeerson. I believe that Major Young has something

to say on that. '
- Major Young. There were a lot of samples collected in the 1972
to 1974 studies by the National Academy 01P Science. With the excep-
tion of a test site whers equipment was recalibrated in Vietnam, no
other soils were. positive for dioxin.

Mr, DanieLson. You don’t feel that further efforts along this line
vi.}'rloul;l produce any useful—I mean new, novel or useful information
then -

Major Youwne. Probably where the herbicides were actually stored,
at the three or four bases one could find it, but elsewhere I don’t
believe so.

Mr. Danierson, Thank you, Next to last: Agent Orange is a
commonly used name in this subject matter. I see that we use Herbi-
cide Orange now and then which isn’t much different. Is diexin
synonymous? - _ :

General AuvcErson. No; it is not.

Mr. DanieLson. It is not. :

General CuesneY. It was a trace contaminant that was not even
known to be in it for many years. '
~ Mr. DanieLson. T see. It is just a trace component and was not the
active ingredient. - o '

General Cursney, No, sir, It was in parts per trillion.

Mr. Daxigrson. And then I have heard 2,4,5-T is the——
““(eneral CaesNEY. That is half of the Agent Orange and there was
another substance that it was mixed with. Lo

Mr. Danignson. Well then I will almest have to use the term
Agent Orange here because it is the greater and the others are the
components within it. I wish you had a little better name like flytox
or something, ‘

And truly, last, I want to know—I think that T am right, but it
has been my impression over the years in listening to and looking at
these veterans problems—and this goes to a finding of 2 chloracnes
and 17 other s?d.n disorders and 2 malignancies, that in veterans
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law, the veteran making the claim is given far more favorable inter-
pretation to his claim than would be the case in an ordinary civil law
suit where a plaintant is trying to blame a defendant for something.
Isn't that generally true? :

Mr, CLELAND. Yes, sir. . ,

Mr. DanieLsoN, Unless there is something which may be not quite
so outrageous but way off base about a claim you generally will grant
it if it is possible. o

Mr. CrELaND. Yes, sir. That is right. .

Mr. DanieLson. The benevolence and grace that is involved in the
VA honoring and respecting a claim of a veteran who has a health
problem and for whom there is at least some kind of a connection
with his service, : ;

Mr., Curranp. We would like to be perceived as the advocate
although we are sometimes perceived as the adversary. But we are
prepared to continue to act as the veterans’ advocate 1n establishing
service connection for disabilities. : o

Mr. Danrsnson. Well, I don't fight that, I think that there should
be a good deal of ex gratig in handling veterans claims, '

And Mr. Cleland, I want to tell you that I am really pleased at the
way you have taken hold of your job. C =

Mr. CLeELanD. It has taken hold of me, sir.

Mr, Damierson. I have seen a lot of Administrators and they are
all lovely people, but you seem to know what the job is about and I
thank you for it.

I am dene, Mr, Chairman.

Chairman SaTrerrieLp, I am at this moment going to exercise a
prerogative of the Chair and make two short statements because 1
think they may have some bearing on the things that have been said
in questions and answers which arose today.

The first one has to do with our discussion about 10,000 claims and
notifications or whatever you want to call them. I am going to recite
a personal experience to provide a different viewpoint into what may
be happening. -

Anybody whe has been in combat and anybodfy who has been in
the military is neturally going to start planning for any eventuality
in order to get out whole, And that carnes over into civilian life,

I happened to have received a gunshot wound—a bullet—in World
War If And out of prudence and caution, the minute I was separated
from service I wrote a letter to the VA telling them that ¥ had been
hurt while in combat and that I wanted to get it on the record in
case I experienced trouble in my future years,

That was a notification. It wasn’t a claim. And I am confident that
many of these 10,000 people are doing the same thing, They are trying
to cover all possibilities,

And I don’t think we ought to talk about them as cases until a
firm elaim is filed. In my own case, and I know that it happened to-a
lot of l,JeopIe in World War IL, I was awarded a disability even though
I didn’t request it. Then I had to go through the trouble of refusing
the money and rejecting the award. But that happens, and I’'m sure
my notification would have been classed as a claim.

I think we ought not to consider these 10,000 as being individuals
who have a problem. A vast majority of them may be looking out
for their future. They may be doing nothing more than making certain
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that the VA has a record of their exposure to a possible service-con-
nected health problem in case something happens in the future.

The second thing that I want to address is an argument that I have
heard many times over, that this committee, the VA, the Defense
Department and the other agencies of the Government involved aren’t
really going to try to find out anything about Agent Orange beeause
of the cost if thoy did. %

Now, this committee has stated time and again thaf this is not a
consideration as far as we are concerned. And for those who are still
skeptical I would point out that any compensation, disability, and
indemnification or other payment of money if Agent Orange is found
to produce a health problem would become entitlsments which cannot
be cut. As such, increases ;inlose no problem and do net affect budget
problems with regard to other portions of the budget, - :

So I think on the face of it, this suggestion really doesn’t carry any
weight. I cannot conceive that the VA would be concerned about it

"and I don’t think that this committee is because this is not the area
where wa have our fights over budget items,

This concludes our hearings this morning. The commities will
stand adjourned subject to the call of the Chair. :

[Whereupon, at 12:40 p.m., the subcommittee was adjourned.]

[Subsequent to the hearing the following statements were submitted
for the record.] .

PREPARED STATEMENT oF RoBERT O. MULLER, ExEcuTivi DIRECTOR, VIRTNAM
VETERANS OF AMERICA

Mr. Chairman, I am honared to suhmit a statement before the Subcommittee
on Medical Facilities and Benefits as part of their new round of aversight hearings
on Agént Orange. I commend the Chairman, and the members of this Commities,
for their leadership in calling these hearings, -

The A;lgnt Orange debate is reaching a watershed—the first major point of
decision. The time is aﬂsmachjng where positions will be established, or perhaps
have already been established, by the Veterans Administration, and mayhe even
this Committee, -

Mr. Chairman, the Vietham Veterans of America strongly supports the approach
toward the Agent Orange compensation problem outlined in the Vietnam Veteran
Act, H.R. 6050 and 8. 1872, introduced by the Vietnam Veterans in Congress, and
separately introduced as H.R. 6483, The Vietnam Veterans of America is deepl
concerned about the continuing inability, or unwillingness, of local VA hospitals
to respond fully and compassionately to the needs of Vietnam veterans exposed to
Agent Orange, :

ut, I atn more concerned that, before we all write our positions in stone, we
step back a moment to look at the underpinnings of our positions. It is that which
I would like to do today.

Throughout the major years of U.B. ground action in Vietnam, up through 1870,
over ten million gallons of a defoliant named *“Agent Orange” was used in South
Vietnam. Made up of equal parts of two chemicals, 2,4,5-T and 2,4,-D, Agent
Qrange was contaminated by a third chemieal, a highly toxie dioxin, referred to as
TCDD. which is a necessary by-product of making 2,4,5-T, :

Principally because of its contaminant, TCDD, major questions have arisenabout
the possible health effects of exposure 0 Agent Orange. In the last twa years two
CBSpone-hour specials, two stories on ABC's 20/20, and lead stories in most major
newspapers, (See, for example, The New York Times, May 27-29, 1979) have
heightenad national attention,

Many of the nation’s leading a}l)ers have spoken outb editorially. See The New
York Times, July &, 1979; The l!‘)hi adelphia Inguirer, July 2, 1979; The Washing-
ton Post, July 21, 1079; Boston Globe, December 9, 1979 for editorials exclusively
on Agent Orange. See also the Detroit Free Press, October 8 1679; The Detroit
News, November 2, 1979, for editorials on Vietnam veteran policy with paragraphs
on Agent Orange.
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THE PRELIMINARY QUESTIONS

Before axposure to Agent Orange can be declared a policy problem, two questions
must he answered: . .

Are there chronic health consequences from Apgent Orange exposure?

If so, were many veterans exposed?

Together, these two questions can be called the components of o risk assess-
ment.! Impartantly, in the last year, two events have provided guidance on hoth
questions,

There are chronic health consequences

That 2,4,5-T contaminated by dioxin causes short-term or acute health hazards
is widely recognized. But, short-term health effects may pass without chronic health
mpact. The question has become, accordingly, not whether there are health risks,
but whether there are chronic health risks. .

On March 15, 1979, the Environmental Protection Agency, for the first time,
used its most extreme remedy—the emergency suspension order which allows it
to remove a pesticide from the market without a prior hearing. (See, 44 F.R.. 15874,
March 15, 1979). The suspension was used to remove 2,4,5-T from almost all
domestic markets.

The emergency suspension followed on an earlier action which esiablished a
rebuttable presumption against Re%llat.i_on {RPAR) and began & comprehensive
risk nssessment of 2,4,5-T. (See, 43 F.R. 17116, April 21, 1978). )

Both notices were based on exténsive findings of chronic health risks from
exposure to 2,4,5-T. (Summaries of the RPAR and the court opinion on the
emergency suspension are attached.) Not all of those health risks, however, are
immediately relevant to the Agent Orange question, The action considered health
consequences (o males and females and, in particular, to fetuses. In contrast,
principally males were exposed to Agent Orange. -

But, EPA did conelude that 2,4,5-T contaminated by TCDD is carcinogenic,
a health risk which will be faced by exposed veterans. Beeause of the unigue
emotional sensitivity of the nation to cancer, this finding raised particular concern,
But more generally, the finding of diverse toxie effects sparked a more generalized
health coneern, In each case, a kind of poliey threshold was crossed, a prima facia
case, as it were, was made. The EPA action gave official sanction to public fears
that there are chronic health consequences.

Many veterans were exposed

The DOD has, in the past, maintained that even if $here are health consequences
from exposure to Agent Orange, there is not a significant policy problem because
few veterans were exposed. (See, for example, Testimony of Major General Garth
Deitinger, Deputy Surgeon General, United States Air Force, before the House
Veterans Affairs Committee, October 11, 1978, pp. 1-2). The DOD’s prineipal
analysis has been:

Because of the t,rigle canopy, alnost no 2,4,56-T actually reached the ground.

But, even if it did, few veterans were exposed because troops did not enter
sprayed area for four fo six weeks. By then, the 2,4,5-T and TCDD would have
heen dissipated or broken up by the environment.

Both steps in the argument raised serious guestions about what is called the
“environmental persistence’” of TCDD-—how it acts and how long it stays in the
epvironment. In both cases, the DOD's position is highil_sr coptroversial and may
conflict with their own studies. (See, The Toxicology, Envircnmental Fate, and
Human Risk of Herbicide Oranfe and its Associated Dioxin/USAF, October 1978,
Chapter III, especially pages III-7 to I1I-22).

On a simpler level, however, the argument gained its persuasiveness from its
implicit statement that, scientific disputes about environmental persistence aside,
18“? troops were exposed because no ground troops came in contact with Agent

Tange. .

Recently, the General Accounting Office has conclusively disproved this con-
clusion for the cne roH they were able to study in depth—the Marines. The
GAQ found that 5,900 Marines—3 percent of the total—were within three-tenths
mile of a spraying mission on the day of spraying, They were, for all intents and

1In any final concluslon that a policy problem exlsts, the two queations will be closely
connected. But, nevertheless, they mugt be isolatad and answered separately. Debate is
confused when, in the midst of o determination whether or not there are health conse-
quenceds of expnsure, disenszlon shifts o the guestion of whether, after all, anyome waa
exposed, .
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purposes, sprayed directly. An additional 10,600 were within nine-tenths mile on
the day of the spraying missions—the distance of normal “drift"’ during aerial -
spraying, The total equals 8 percent of all Marines in the area during the 3 vears
eovered by the study. {See, U.8. Ground Troops in S8outh Vietnam Were in Areas
Bprayed With Herbicide 6range, Report by the Comptroller General, Novem-
ber 16, 1979).

THE TORTUCOUS TURNS OF THE HEALTH QUESTION

All significant parties in the Agent Orange dispute ave agreed that science will
decide. The fundamental question is, “Are there chronic health econsequences?”
And, the measure of that question is the medical evidenee,

In seeming harmony with this, an increasing volume of the advoeacy, and
legislation, has addressed the need for more studies, This is accompanied by a
congern to not jump the gun, to wait until the scientific question is resolved.

This turn toward science has important consequences, For a scientifie deter-
mination is 10t a poliey question. We cannot determine, as a matter of poliey,
that TCDD causes cancer in rats, Only science can. Accordingly, waiting on seience
means we can wait to make poliey.

But, there is seience and there is science: there are different kindy of seientific
evidence. Baying science decides iz fine as long as we have determined what we
mean by science,

There is seientific evidence on 2,4,5-T, The evidence is clear and horrifying.
But, it is priacipally evidence from animal experiments.

Haying we need more scientific evidence does not mean we do not have the
evidence now. It means, rather, we need a different type of seientifie evidence:
human evidenee.?

But, two questions are raised:

Can we gat human evidence, even il we need it?

Do we need ii?

Can we gel human evidence?

Human evidence means, principally, epidemiological evidence. But two prabe
lems mar the use of epidemiology in policy determinations, First, for a series of
technical reasons, epidemiologieal evidence can take a long time to develop. The
Air Force study on Agent Ovange, it appears, will take six (6) years. It is not
unusual for studies to take o decade,

But, veterans who were exposed—predominantly clder Vietnam veterans who
served in country before 1971 —are now ai least average age 35, married with two
children. Waiting a decade means waiting till they are 45,

SBecond, epidemiological evidence i3 notoriously ambiguous, Beeause of collection
and methodological problems, it tends to produce not only a strin’g of “maybe’s,"”
bui a string of “"Mayhe'’s"” that are of a special sort. The “mayba’s" often do not
mesn that the evidence is equivocal so much as the investigators were unable to
find much data that was finally usable as evidence at all, one way or another: To
use & metaphor, the problem is not a lack of bodies from which to infer murder,
but few fingerprints, and those we have are badly smudged, It usually means just
that the study’s methodology and data base was not adequate to address de-
finitively the problem.

Importantly, the problems that plague epidemiology ave not simply the product
of bad studies. They are systematie, indemic o the very difficult problem of
spotting specific health difference against the confusing hackground of complieated
individual health and life histories. (See, for example, SBamuel 8. Epstein, The
Politics of Cancer, Bierra Club Books: Ban Franeisco, 1978; pp. 38-73).

Do we need human evidence?

Precisely beeausa it is hard to find human evidence, the question of whether or
not we actually need human evidence at all becomes more important.

EPA explieitly allows the inference of human health consequences from animal
experiments for regulatory purposes. (8ee, 40 CFR 162,11}, Similarly, the aecu-
pational Bafety and Health Administration (OSHA) in its proposed rale regulating
carcinogens in the work place, allowed inference from animal studies, (Bee FR
54148, especially, 54155 and following), And on July 6, 1979, the Interagency
Regutatory Liatsen Group (TRLC) published for public comment its “Scientific
Bases For Identification of Potential Carcinogens and Estimation of Risks.”

% Apain, debata is confused when 1t moves arbitrarily from a discussion of the adequacy
of the animal evidence In tarms of its experimental design or statlstical basls to 4 general
eritielsm that the animnl evidenee is inadequate simply bLecause it ks anlmal evidence,
The two dizensalons must be separated.
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(?eg,i 44 FR 39858). The IRLC followed OSHA in allowing inference from animal
studies, o .

For purpaeses of regulation, the trend of federal policy is clear—animal évidence
does_pﬁovide an adeguate hasis to infer human risks. Human evidence is not
requirved, : :

vt compensation polioy may create different analtytical problems than regula~
tory policy. It may be one thing to preempt projeeted risks, another to compen-
sate for projected risks, In addition, there may be special remedial problems in
paying compensation that de not exist in regulatory exposuré. In sach ecase
compensation policy may justifiably he separated out from the general trend of
regulatory poliey. o

But, the important point is that the determination of health risk in Agent
Orange policy does not wait on sclentific evidence alone, Indeed, science is not the
leading edge of the health question at all,

Instead, the determination waits on the formal policy standards governing the
evaluation of health risks: whether human evidence should be required and the
relevanece of the regulatory precedents. But, it iz precisely this policy determina-
ton which is not being made. According to the publicly available information,
no a%ency iz establishing the frameworlk of standards which will govern the use of
existing aud the upeoming scientific evidence. - )

Without such a framework, the disputé cannoct be clarified beeause each pary
imolicitly applies different standards to the existing evidence and moves bhack an
forth between fundamentally different types of eritigques of the medieal évidence,

All or nothing al all?

Beyond the threshold question of what will be the governing standard of
medical proof, lies a second, fortunately, much simpler problem, If we decide
what are the standards of medical adequacy, we then have to decide what spaecifie
sympioms of exposure we will look at. - O

While we might disagree over how firm the medical evidence for the various
symptoms is, all parties would apparently have to agree that the evidence for
certain of the symptoms is stronger than for others, Chloraene, for example, is &
widely documented symptom in the existing studies of the manufaeturing acel-
dents. In contrast, because of the latency period, cancer is not as widely doeu-
mented & sympton in human studies.

The question of exactly what will be our standard of medical prooi gains its
immediate urgeney beecause if we can détermine what our standard is, we can
then apply it fo the different symptoms of exposure individually, And it may very
well be the case that when we do, we may be foreed to acknowledge that there are
arange of compensable injuries that we eould act on today—without further delay.
- In-contrast, eompensation could be delayed for any disabilities on the grounds
that there are certain other disabilities that we do not yet understand. 8o, for
example, the Veterans Administration could continue to deny slaims for liver
disfunctions on the grounds that we do not yet understand whether TCDD is
indeed a mutagens, )

This policy divided is cmcial! but unexplored. Is compensation for Agent, Orange
related Kealt-h effests a'case of ‘“All or nothing at all?” Or, can we decide the gues-

tion inecrementally? One disability at a time. — )

~The problem strikes at the heart of poliey implications of medical evidence. If

compensation is t0 be paid under the poliey of *“All or nothing at all,” then waiting
on the science does indeed mean we have to wait on polisy. If, on the other hand,
“we can sttack the problem incrementally, then we have to turn now, and take our
standard of medical proof—whatever we decide it is—and apply it individually to
each type of symptom. : :
- THE REMEDIAL PROBLEM

The VA astimates that 2,4 million veterans served in Vietiam during the years
of spraying. The GAQ found that nearly 10 percent of the Marines in the Northern
1 Corps faced a high risk of exposure. And the GAO report is conservative—it
‘addressed only spraying missions, for example, bracketing the wide sgale exposure
from back-packed adminiztered perimeter spraying. The number of veterans at
risk may be huge. . : :

But precisely the size of the problem creates special remedial problemns. If the
vatious health policy questions are resolved in ways that argue for compensation,
then the problem becomes: can comgensation be effectively administered?

At the background of the Agent Orange dispute, unspeken but yet present, is
the coneern that the problem may bYe beyond remedy.
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'The size of the problem is compounded by its nature. If the health policy ques-
tions are resolved in a way that argues for compensation then, at the threshold,
each individual case presenis two (2) fundamental evidentiary problems:

(1) How do we determine a veteran was exposed?

(2) Given exposure, how do we determine that a veteran's present disability is
causally related to his exposure?

1f 250,000 veiorans were potentially exposed, then conceivably the VA may
have to make a quarter million individual adjudications of exposure and causation.

As many as 50,000 could be serious cases.,

The Byidentiary Questions

Two guestions are raised surrounding proof of exposure: first who has to make
the showing, and second, the nature of the showing required. .

Considerable problems make it nearly impossible for the veteran to establish
even the probability of his exposure in most cases: tack of access to the necessary
records; lack of necessary marker diseases; 8 1ack of any reliable residual chemieala
left in the body from exposunre; and, in most cases, the veteran's own uncertainty
of whether or not he was exposed. It may be easier for the DOD to make a deter-
mination, But even if the Def)artment makes the determination, the question
hecomes what standards to apply, ) :

Do we require proof of actual exposure, or only the possibility of exposure?

It may be impossible to show that exposure actually occurred in individual
cases, On the one hand, DOD records may not be adequate in many or even s
large wminority of cases. But wmore imiportantly, given the sbsenee of marker
diseases and an identifiable residue, even with adequate records, we cannot,
in most cases, establish that exposure actually occurred, merely that it might have.

The questions become, accordingly, whether we can draw standards that sift
degrees of probability; and, if we can, what degree of probability will be required?

ut, the problems raised in establishing exposure are small compared to the
problems raised by causality. i

It is one thing to establish that a disease may be causally related o a certain
toxic chemical like TCDD. It is another thing altogether to show that an indi-
vidual’s specific disease was the result of exposure. TCDD may cause stomach
cancers, but any individual's specific stomach cancer may or may not be saused
by exposure. In any individual’s case, there may have been preexisting condi-
tions, or another cause altogether, to name only two alternatives,

With the exception of a unique marker disease—one that meets the logical
condition of “if, and only if"” exposure—it is virtually impessible in individual
eases 0 go baek a decade and then, unraveling ten years, move forward from
exposure to any speeific dizsease, taking account of all other possible eauses,

I133111‘., the inability to show individual cansations does not mean any individual
eaneer or liver disfunetion was not caused by exposure. It very well may have
been. The problem is methodelogical, not substantive.

A remedy

The problema of showing eausation and exposure, however, are not unique to
Agent %r&nge policy. They have ocourred in a variety of other legal settings,
In addition to the existing II.E.W. black lung program, for example, the entire
VA compensations system is built on a series of presumptions—over 40—that
various disabilities aj lgem'ing after service are service connected. {See, 38 USC"
301; 311-313; 38 CFP 3.1 and following). Within the VA system, for example,
a presumption exists that Multiple Sclerosis, ag’?earing within seven years of
discharge, is service connected. (See Public Law 87-645, 1962}, )

In a recent deeision that may have broad implications, the VA acted by regu-
lation to presume that ischemic heart disease or other cardiovascular disease
developing in a veteran who has certain serviece-connected amputations is eaused
by the amputation, (Bee Notice of Federal Register Document, August 22, 1979,
Pension, Compensation and Indemnity Compensation: Proximate Results,
Secondary Conditions). The action was based on a National Academy of Sciences
study of mortality amongst World War IT amputees and a VA literature survey.
(See, Causal Relationship Between Service-Uonnected Amputation and SBub-
sequent Cardiovaseular Disorder: A Review of the Literature and A Statistical
Analysis of the Relationslip, Veterans Administration, February 15, 1979).

A similar presumption {ramework could be established for Agent Orange.
A specific progosal was recently intreduced in the Vietnam Veteran Act; S-1872
and H.R. 6050, Section 201, .
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CONCLUBION

The exposure of Vietnam veterans to Agent Orange may have crented the
largest environmental crises of the chemical age. Compensating vietims will,
accordingly, stretch the very fabrie of our remedial structures. .

But while the problem iz new, and its Scope huge, Agent Orange iz only the
first. of what may be several major compensation policy ,ﬂllmstions steraming from
exposure 10 toxio chemicals (Love Canal) or-radiation (Three Mile Island}.

'or environmental law in America has been oriented toward the prevention of
disasters, not compensation for past disasters. Its dream has been that the prob-
lems of compensation could be preempted by precluding wide-scale environmerital
catastrophies. That dream has been disproved. . o

Agent Orange policy is important not just because of the thousands of lives at
stake, but because it brings the compensation problem to a head. In the final
analysis, as it sets a compensation policy for Vietnam veterans, the government is
also establishing the precedent for compensation policy generally. ;

PrEPARED STATEMENT OF U.S. EXVIRONMENTAL PROTECTION AGENCY

We appreciate the interest of your Subcommittee in leaming about current
activities of Federal agencies as they relate to concerns of véterans or members of
the U.8. Armed Forces who may have been exposed to Agent Qrange and who
believe that they may have been injured b&t their exposure, As Members of the
Subcommittee know, Agent Orange was used during the Viet Nam conflict by the
military. Although its two aetive ingredients, 2,4-D and 2,4,5-T, are also contained
in herbicide products approved for certmin uses in this country, Agent Orange
itsell was not required to be evaluated or approved under domestic pesticide
regulatory law.

Before discussing the rather complex regulatory history of 2,4,5-T, and EPA's
actions early last year to remove major uses from the market, we would like to
give those Members who may not be familiar with our pestinide responsibilities
some background information so that our actions can be evaluated in the context
of our legal mandate.

The Environmental Protection Agency conducts a comnprehensive regulatory
rogram for pesticides, including herbicides, under authority of the Federal
nsecticide, Fungicide, and Rodenticide Act, as amended. The objective of FIFRA

is to ensure that pesticides will not “cause unreasonable adverse effects on the
environment,” which the Aot defines as “any unreasonable effects on man or
the environment, taking into account the economie, social and environmental costs
and benefits of using any pesticide,” To further this objective Congress has placed
a number of regulatory tools at EPA’s disposal.

First, FIFRA is a licensing law. Pesticides may enter commerce only after the
are approved or “registered’ following an evaluation against statutory risk/benefit
standarde. As I will explain in more detail later, the Administrator may take
action to terminate any approval whenever it appears to him, on the basis of new
information, or a reevaluation of informaiion, that the pesticide no longer meets
the statutory standard. These decisions are made on a use-by-use basis, since the
risks and benefits of a pesticide vary eonsiderably from one use to another.

FIFR A i3 also a use control law, Special precautions and instructions may be
imposed sueh as requirements that applicators wear protective clothing, or restric-
tion of use to trained and certified applicators which can mitigate risks and at the
same time permit use and the attainment of beneits. These instruetions, warnings
and prohibitions are incorporated into product labeling, which may not be altered
or removed. Comprehensive amendments to FIFRA enacted in 1972 made the
use of a pesticide “inconsistent with” its approved labeling & crime, thereby
pmvidin% some measure of assurance that uses are limited to those which have
been evaluated and found not to pose unreasonable risks when all prohibitions,
restrictions and precautions are chserved. Penalties for pesticide misuse are sub-
st.arnt,is.lly higher for persons who apply pesticides for hire than for private citizens
or farmers.

FIFRA embodies the philosophy that those who would benefit by government
apf:pmval of a pesticide product should bear the burdenr of proof that their produet
will not pose unreasonable risks.

This allocation of hurden of proof applies both when initial marketing approval
is sought and in any proceeding initiated by the Administrator to interrupt or
terminate registration (suspend or cancel). Licensing decisions are usually based
on tests furnished by an applicant for registvation, which must be performed in
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accordange with testing guidelines presevibed by EPA. Current requirements for
testing of pesticides for which major uses are proposed ean be satisfied only
through the expenditure of several millions of dollars and up to four years of
laboratory and field testing. .
Pesticide registration test standards have not, however, always heen as rigorous
- ag they are today. Advances in testing methodology, and heightened awareness of
the potential chronic health effects of long-term low-level exposure to chemieals
whieh have come only within the past deeade, have brought about major changes.
Therefore, many produets that are on the market today were subjected to risk
evaluations at the time of first appraval, which are plainly inadequate by con-
temporary standards, Congress directed in 1972 that EPA should reevaluste its
licensing decisions, and those of its predecessor in pesticide regulation, the U.8,
Department of Agriculiure, through a process ealled reregistration. At the same
time, FIFRA provides thai manufacturers must be given time sufficient to
conduet tests to satisfy any new requirements,

We hope this lengthy discusgion i useful to the Subcommittes, It is espocially
important for the Subeommittee to understand that the fact that the govenment
has once approved a pesticide for domestic use does not mean that EPA can be
confident today that its use can continue without unreasonable adverse effects.
Morenver, the basis for pesticide approval hag for many years been risk/benefit
halaneing, and registration therefore should not he confused with a finding by
the government that absolute safety is assured, )

The toxicity of 2,4,5-T and its TCIDD contaminant became & focus of regulatory
cencern even before EPA assumed responsibility for pesticide regulation in De-
cember 1970, Investigations of allegations that the military uses of Agent Orange
could have severe deleterious human health cffects promipted the U.S, Department
of Agriculture to suspend uses of 2,4,5-T in waterbodies, on feod crops, and arcund
the home in April and May 1970, Of these suspensions only one, use on riee, was
contested by the manufacturers of the herbicide. : )

All registrants were advised of these actions and two of the 2,4,5-T regisérants,
Dow Chemical and Hercules, exercised their right under the version of FIFRA
then in effeet to petition for referral of the cancellation of the rice use to an Ad-
visory Committee. A nine-member Advisory Committee of scientists was then
appointed to consider all relevant faets, submit a report and recommendations
regarding registration of certain uses of 2,4,5-T and state the reasons or hases
for these recommendations, Their report was submitted to the Administeator of
EPA on May 7, 1971, :

The Committee recommended that use of 2,4,5-T he permitted in forestry,
range land, and rights-of-way, providing that a limit of 0.1 ppm of contamination
with TCDD bhe set for all future production of 2,4,5-T; that 2,4,5-T be applied
not more than onte a year at any one site; and that 2,4,5.T he applied with
praper caution 50 that it will not contaminate other areas where it may come
inte contact with humans. The Committec also recommended that this action
be reviewed again when oxisting deficiencies in information about possible mag-
nification of DI in the foed chain were rectified by specific research.

In July 1972 the Dow Chemical Company, a major producer of 2,4,5-T, obtained
an injunction against further eancellation hearings, which was later overturned
by the U.8, Circuit Court of Apypeals for the Eight Circuit, On July 20, 1873, EPA
issued a notice of intent to hold a hearing to determine whether to cancel the
remaining uses of 2,4,5-T under the 1972 revisions to the FIFRA cancellation

. proceedings. However, on June 24, 1974 EPA withdrew from the procecdings in
order to obtain better TCDD monitoring data,

The state of our knowledge of 2,4,5-T was more limited in the sixties and early
seventies than it is today. Indeed, it was more limited than the information avail-
able to TPA on other pesticides which were candidates for regulation. The lack
of & detection methodology precise enough' to find TCDD in environmental
samples, humas tissues, or market basket surveys at levels we now kuow to be
present rafsed the question of whether exposure could ocour at all, Secondly, the
use tglf animal data to predict effects in humans was not so well accepted as it
is today,

Regglatory agencies with responsibility to protect public health rely on carefully
eontrolled aninal experiments of varying duration and <lesign to estimate risks of
chronic hagards and seute effects. Of course, ethical considerations, as well as the
Eractical impossibility of isolating an experimental population from all potentially

armful substances during an investigation which may require many years, do not
permit human experiments for chronic effects. While confirmatory epidemiologieal
data is useful in reaching regulatory decisions the expense and time assaciated
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with gathering epidemioclogical data limit its wsefulness. Further, the many diffi-
culties in investigative design, data collection, and data validity which are com-
monly encountered in epidemiology credte a strong bias in the direction of false
negative results, These false negatives, in turn, limit the value of sueh studies for
regulatory decisionmaking. Most health and safety regulatory laws proeceed from
the philosophy that potential harm which ean be averted without unreasonahle
economic consequences should be averted, even if it is not certain that harm will
otherwise oceur. ) .

Regulators and academics are not the only secientists who recognize the value
of properly designed animal experimentation. Manufacturers routinely condugt
long-term animal feeding studies in order to demonstrate that their products-de
not cause chronic effects. While use of animal testing is born out of praetical
necessity, such tests have been:shown to have reliable predictive value (virtually
all known human ecareinogens are alzo carcinogens in test animals.) -

One of the principle reasons for EPA’s decision to terminate the 2,4,5-T cancgel-
lation procesding in 1974 wax our goncern about the absence of exposure data to
combine with the well established evidence of extreme teratogenic, fetotoxie, and
carcinogenie toxicity of 2,4,5-T or TCDD. .
CIn July 1975 EPA promulgated new procedures designed to make easier our
work in reaching eonclusions on pesticides which had been identified as being
‘‘suspect’”’ of causing serious adverse effects. We felt that the new approach
deseribed as “Rebuttable Presumption Agsainst Registration”, or RPAR, would
complement the statutory mechanisms for pesticide review which, be¢ause of their
adjudieatory nature, tend to make it difficult for some interested parties to partici-
pate, Also, f‘i’.PAR was expected to offer advantages in collecting additional toxicity
or benefits data needed to reach sound public policy decisions, where there were
obvious defictencics in the existing data base in spite of years of official and un-
official concern about possilMe health effects.

On April 27, 1978 EPA issued a Notiee of Rebuttable Presumption for 2,4,5.T
and a velated dioxin-contaminated herhicide, Silvex. This document summarized
the extensive toxicity testing which had been undertaken for these chemieals and
TCDD by manufacturers, academic researchers, and the government. We
encouraged the publie to supplement this information with further scientifie
evidence concerning risks, and with economic analyses of the impact of cancella-
tion for the various uses of the herbicides. We received thousands of submissions,
Amaong these was s carefully presented account of what appeared to a member of
the lay public who contacted us to be an unusual incidence of miscatriage in an
area of Oregon where forest use of 2,4,5-T and Silvex is an annual oceurrence,
After interviews with the women who had experienced the miscarriages, EPA
decided that our epidemiologists should investigate records of hospitalization for
miscarriage, In the first weeks of 1979 EPA found a statistically significant
inerease in miscarriage frequency in areas of 2,4,5-T use in forestry which corre-
lated in time with spray operations. It is immportant to note here that we did not
claim that the study proved a sause and effect relationship hetween miscarriage
and the spraying. Rather, we concluded that the correlation which existed was
consistent with what ane would expect based upon the available animal data and
if exposure was cecurring; and that the study therefore suggested evidence of the

reviously undiseovered human exposure link, This evidence became available
Fiterall on the eve of the large scale spring herbicide treatments that are eondueted
annuaﬁ'y in commercial forestry. .

On February 28, 1979, EPA took emergency action to halt forest spray opera~
tions and other major uses of 2,4,5-T and silvex. The emergeney action withstood
almost immediate challenge in the U.8. District Court for the Eastern District
of Michigan. Following the Court’s ruling, the Dow Chemical Company and other
registrants withdrew from EPA’s administrative suspension hearing, This hearing
opportunity is aceorded to registranis by the statute as an expedited mechanism
through which to present evidence as a basis for modifying the suspension order.

Suspension under FIFRA is analagous to a temporary restraining order. It fs
based on a finding that the risks of continued use during the period required to
complete a cancellation hearing outweigh the benefits that would be foregone
during tha} period (historically, 1-3 years). The cancellation hearing is the mech-
anism by which evidence is adduced and tested concerning the totality of risks
and benefits resulting from use of the pesticide over its life, The consolidated
hearings on whether all uses of 2,4,5-T and Silvex, a related herbicide, should be
finally cancelled are expected to begin next month. The suspension and eancella-
tion notices issued by EPA, as well as the Agency’s pretrial brief on the risks of
2,4,5-T and Silvex which was recently filed with the Administrative law judge will
be maintained in the Committee file of this hearing.



120

Before closing we should mention that information on the risks of 2,4-D, the
other constituent of Agent Orange, is undergoing an intensive evaluation to deter-
mine the significance of studies of its reproductive and inheritable {mutagenic)
effects. We recognize that 2,4.D use may inerease since 2,4,5-T is unavailab%e for
many of its former uses and for that reason an early deeision on whether the risks
of 2,4-D warrants issuance of an RPAR notice or s5ome other regulatory aotion is
degirable, Although theoretical chemists believe that one dioxin isomer
(2,7dichlorodioxin} eould be formed during the manufacture of 2,4-1), no dioxins
have been found during years of stucg.

We hope that this aceount of EPA's regulat-ory aetions under FIFRA will
compliment the extensive testimony you have received from other agencies who
are investigating exposure to phenoxy herbicides with a view toward developing
appropriate publie policy where that exposure may have oceured due to military
service, EPA is an observer to the interageney work group established last Decem-
ber, and in that capacity will share with the work group information which we
develop or whiel comes to our attention in the eonduet of onr duties under FIFRA
which may be of value in its efforts.

Thank you.

STATEMENT oF PHILiP R, Mavo, SPECIAL AsgISTANT, NATIONAL LEGISLATIVE
SERVICE, VETERANS OoF FOREIGN WARS oF THE UNITED STATES, TO THE SUb-
COMMITTEE ON VETERANS' AFrFaIRs, UniTEDd SraTks Hovaer or Rurre-
SENTATIYES,

Mr. Chairman and members of the subcommittee: Thank you for the privilagc
of presenting to this disting.lished Subcommittee the views of the Veterans of
Foreign Wars of the United States with respect to the herbicide commonly known
as ﬁgent Orange.

. Chairman, as you are no doubt aware, considerable adverse media space and
time has been devoted to the disturbing allegations made with regard to the health
hazards experienced by Vietnam veterans as a result of their exposure to the herbi-
cide known as Agent Orange, which contains a highly toxic substance, dioxin, In
addition, similar attention has been afforded the cases of various people 5o exposed
in the continental United States as 8 result; of the commercial use t.?lereof for the
purpose of weed and forest control.

urther, contradictory pogitions emanating from the scientific community,
some indicating the existence of zerious problems and others the opposite, have
hindered accomplishment of meaningful scientific investigation into the effect of
such herbicides on humans. In addition, after the passage of legislation which
became Public Law 96-151, providing therein for a VA study of the effecta of
herbicides on our veterans, an additional piece of legislation, which provided for a
more far-reaching investigative effort through other agencies of the government,
was recently vetoed. Unfortunately, these events have gerved o further incite and
confuse veterans as well as the general public, thercby making adverse media
coverage of herbicide exposure more newsworthy.

Mr. Chairman, the voting delegates to our most recent V.F.W, National Con-
vention held in New Orleans, Louisiana this past August, recognizing the necessity
for expeditious action with regard te scientific investigation into the potential
health hazards of dioxin, adopted Resolution No. 818, entitled Herbicide Exposure,
which dictates that *. . . .we use every means at our disposal to insure an accurate

~and timely comipletion of studies. to resolve this question, be the studies either
conducted within or independently of the Veterans Administration.” T is to this
end that the V.F. W, has utilized the resources of its publications, variouz confer-
ences, V.F,W. Posts and Departments, and our Service Officer Network to encour-
age every Vietham veteran who may feel he has suffered as a result of such exposure
to sesk examination and make his symptemology a matter of record.

And, it is in outreach that the V.F.W. feels that the VA has been most remiss in
meeting its Tesponsibilities to our veterans. When one considers the content of
radio and television “apots’”’ sponsored by the VA, he hears the Administrator
“pxtoll educational and homo loan benefits, but not the advantages of seeking exami-
nation and advice concerning, and treatment for, health problems, particularly
those which may be service related such as herbicide exposure. This apparent
reluetance on the part of the VA, whether or not intentional, we believe, coupled
with adverse media coverage, may have contributed to the apparent reluctance of
Vietnam vetorans to seek examination, Outreach programs undertaken thus far,
according to the best information available to us, have been on a local bagis with-
out VA initiative but with VA cooperation once they were in operation. When the



121

decrease in the number of “Veteran Representatives” on college campuses over
the years is considared, one must ask if they would not be an exeellent source, with
their demonstrated knowledge and ability, to plan and execute an outreach pro-
gram for the purpose of aiding Vietnam veterans, Similarly, aggressive VA spon-
sored outreach programs conducted with the aid of employers, through national
husiness organizations, and through the communication media wounld also help
identify veterans a0 axposed.

In addition te the foregoing, we are convinced that the utilization of the re~
sources of the '“Vet Centers” program in conducting such an outreach effort to be
of primary importance in the VA's ability to maintain its eredibility and to resolv-
ing this question. Should the VA fail to utilize this resource, with its obvious
potential, one could conclude therefrom that there exists some degree of reluctance
to eatablish etiology which might generate a large volume of compensatory claims.

Mr. Chairman, the V.F.W. iz also mindful of the budgetary limitations that
have Deen and continue to be imposed upon the VA nnd its hospital and research
resources, We solieit i\;'c;ur support in our efforts to rectifly this situation, as we will
unquestionably aid this Subcommittoe in similar cfforts it will surely undertake in
the near future. Obviously, without adequate funding, advances in herbieide
research will he slowed or nonexistant., :

Mr, Chairman, the V.F.W. commends you for holding this heuring, thereby
bringing into the public forum information concerning the advances made on the
studies of the herbiside Agent Orange. We believe that periodie and timely over-
sight of thiz nature to be an indispensable component in the completion of those
atudies and fo allaying the fears that many bear as a result of the uncertainties
surrounding this issue. We helieve this issue shoutd be met squarely and forth-
rightly, inasmuch as our Nation’s veterans deserve no less. :

Thank vou.

REsoLuTioNn No. (18

HERBICIBRE EXPOSURE

Whereas, defoliunts, the most commonly known being “Agent Orange,” were
utilized extenaively in Vietnam; and

Whereas, many of this Nation's Vietham veterans were cxposed, in varying
degrees, to these toxie defolinnts; and

Whereas, some rescarchers contend that dioxin found in herbicides cause cancerous
tur(rllors in test animals in concentrations of s little ns five parts per trillion;
an .

Whereas, other researchers ¢ontend that exposure t0 herbicides containing dioxin
cause health defeets, nervous system disorders, liver dysfunctions, genetic
changes, spontsneous abortions or miscarrisges, nauses, dizziness, and skin
disease; and

Whereas, some experts contend that dioxin concerns nre econsiderably overblown
and that no medieal evidence exists to substantinte compensatory elaims;

and
Whereas, these foetors, as well as several industrial aceidents involving dioxin,

have f}mught about one of this Nation’s most heated and potentially wide-

ranging controversies; now, therefore, he it

Resolved, by the 80th National Convention of the Veterans of Iforeign Wars of
the United States that we use every means at our disposal to insure an accurate
and timely completion of studies to resolve this question, be the studies either
conducted within or independently of the Veterans’ Administration.

Adopted by the 80th National Convention of the Veterans of Foreign Wars
of the United States held in New Orleans, Louisiana, August 17-24, 1979,

O
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