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- FOREWORD

During the 1975 hearings conducted by the Senata Selecr Ccomittee tc scudvy
Govermencal Operations with ‘Respect to Iantelligence Activicies, the U.S.
Arzy's role in research and experimencation with hallucinogenic drugs

- became a matter of interest and concern to the Commictee and the public.
The counling of Arcy efforts in chemdical agent research and accions inovolv-
ing the Intelligence community resulred In a spate of publicicy bach

-- factual and speculative.

During the same general timeframe, the ongoing joint hearings of che Senzt:c
~Labor and Public Welfare Committee, Suhcommictee ou Heglch, and the Sena:zs
Judiciary, Subcommicree on Administrative Practice and Prcoccedure, asked
questions of the Army about the Human Voluccteer Program, the qualicy of
"{nformed comsent” as related to research volunteers, and the adegqusacy of
- medical follow-up on those who had volunteered to take part in research

projects over the years.

As a result of the several congressional hearings and subsaquent publicicy,

- numerous requests for information were received by the Department of Defsnse
frocm cougressional commictctees, Individual members of Congraess, privace
cicizens and the media. The nature of the inquiries reflecred the differentc

- interasts Lavolved and resulted in several different staff agenciles within
Department of- the Army being tasked toc provide the requested informaction.

- The lack of factual informarion available to quickly respond te the ipquir-
les 1llustrated an inadequacy of the Army's insticurional memory om cthis
subject area. This inadequacy was aggravated by inconsiscencies in the

- limited data which was xveilsble.

These shortcomings in responding fully, accurately, and rapidly, partic-

ularly at a time when Govermmental agency actions and programs were

- already suspect, placed an addicional sctrain on the pudlic's faith
the credibilicy of the U.S5. Army.

in

B " To assure that requests for information concerning the Aray's role in
hallucinogenic drug research were ansvered factually, the Secratary of
the Army directed that a research effort be made to determine whact had

- been done in chemical agent research. Accordingly, The Inspector General

ahd Auditor General, Headquarters, Department of che Army, was direcced

to conduct the necessary research to determice che Army's role in drug
testing. A verbatim text of the Lecter of Instruction which direcced the

- research effort 1is reprinted below:

o re,

41
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21 Jul 1975

STBJECT: Lercrter of Imnstructicn

The Inspector General and
Auditor Gemeral

Department of the Army

Washington, D.C. 20310

1. Recent public and Congressiomal interest im cthe Army's use
and testing of nallucinogenic drugs has generated numercus
requests from the pevws media for informetion concerning these
activities. Reccrds currently available to the Army Scaff inci-
cate that these Cests were conducted during cthe period Itom the
early 1950's chrough the lare 1960's ac various lccations in
the United States and overseas. However, due to the lengthy
time span involved in the testing program, many of the super-
visory personmnel involved in the program and the records and
reports pertaining to the planning, conducc, and results of

rthe tests have been rerired. This situation places che Army

in a position of noc being able to reply quickly .and factually
ro requests for information from various news and Congressional

ageacies.

2. TYou are directed to conduct the necessary research Lo esta-
hlish the historical facts and circumstances surrounding che
U.S. Army's participation in the tescing of hallucinogenic
drugs. Specifically, your research will be in suffirient

detall to provide, ar a minimum, che following infcrmation:

a clear reconscruction of the programs and projects ianvolved
with particular emphasis on the rarionale used as a basis for
their initiacion; appropriacte mandates and authorizactions upon
which the testing programs aod projects vere iniciacted, exam-
inarion of extent of volunteers, the use of subjects withour
subjects' knowledge; and the costs of such projects and pro-~
gracs funded by the Department of the Army to include the total
cost of operation of the Special Operztions Division, Fort

Detrick, MD.

3. The Surgeon General and the Assiscant Chief of Staff for
Intelligence will provide technical assiscance as required and
will provide access to and copies of any reparts pertaining to
the ctescing of hallucinogenic drugs by the Armmy which are
required to complete your research. The Commander, U.S5. Army

2
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Maceriel Commend, will provide assistance required by your
research teams ln gaining access to installacioms, testing
facilicies, and records storage facilities. The research
teams are aguthorized access. to all records, files, facili-
ties, and information which they consider necessarzy to
accomplish this tasking.

- 4., TYour report will be submitred- to the Chief of Staff as
expediciously as possible copsiscent with the requirement

to ipsure thart the Information provided is complete, factual,
and accurate.

S/
WALTER T. XKERWIN, JR.
General, United States Army
Vice Chief of Staff

This wmission was umlike che usual directive for inquiry or investigacicn
normally assigned to The Inspector General for acticn. Inscead of decar-
mining the facts and circumstances of a specific wrong(s) or allegacion(s),
the mission was to conduct a form of historical research; research which
would detarmine exactly vhar the Army had donme in chemical agent tesciag
during the period 1950-1975. A period which probably had as many changes,
programs, and problems as any comparable perded iz hisctory: posc-WHorld
War II; the Korean War; the Cold War; reorganfzarion of Department of
Defense; reorganizations of Department of the Army; the war in Viernam;
and major advances in medicine; the sciences, nuclear weapons, missiles,
and afrcraft. The sheer volume and frequency of change alome provided
some Iindicarion of the magnitude of the task to be performed. From the
outset, the research effort proved to be difficult and cumbersome.

The research was oot to include aoy activities or arrangements between
Departmenc of Defense and the Central Intelligence Agency concerning
biological/chemical agents and weaponsg systems for delivery, but was

to be limited to the Army's participation in the testing of d-lysergic
acid diethylamide (LSD) with emphasis on the racionale used as a basis
for test initiation; authorizarions upon which the testing programs and’
projects were Initiated; and the costs of such projeccs funded by Deparc-
meat of the Army. An exception was made to the limirtarion om the research
as it concerned DOD/CIA and biological agents, in that the total cost of
operating the Special Operaticns Division (SOD), Fort Detrick, ™MD, from
1953 to 1971 was to be determined.

00407
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The research gcope eventually was enlarged to include drugs other than LSL.
Inicially, the term hallucinogenic was used as s means of describing che
exteat of the research, however, as wmore accurate infcrmactiorn was received,
the inaccuracy and inadequacy of the term became apparcnt. Ultimarely, che
sFudy wag to izmclude LSD and also octher drugs generally classified as chem-
ical incapacitacing agents, to imclude beazilates and glycolaces. All drugs
investigated or tasted during the period were not iacluded in the research,
howvever, those which figured prvm.nﬂqtly in the Human Volunteer Prograz

were reviewed.

The search for records was to prove particularly difficult. Current
records posed no particular problem, since records handling policies
made them reasonably available; however, the wmajoricy of the records
involved were oot current. Most of the research effort, particzularly
on LSD, occurred during the 1950s and early 1960s; these reccrds had
long since been recired and ino scme cases destroved in accord wich nor=mal
destruction-schedules. The frequent changes in the U.S. Army organiza-
tional scructure resulced in many changes Iin unir designations azd lcca-
tions, resulting in records being retired, destroyed, or relocatec wizhou:

adequate councern for prcper disposition of records witch hisctorical gignif-

icance.

whersz records were not avallable or where inforzmation gaps existad, plans
were developed to incerview the perscunmel involved, both the scientisc and
Since the research spacned a 25-year period, nan

the subject volunceer
in the research programs were recired,

of the persoamel act 1ve1y invelved
quicte elderly, moved to new locations, or deceased.

The niscory of the Human Volunteer Prograzm was examined in considerable

The use of humans in chemical agent research was examined Irom

detail.
Wworld War I chrough

the earliest days of the Chemical WarZfare Service during
the publication of the Secretary of Defense (Wilson) memorandum in 1953z
and then tracing the develovment af the formal volunteer program in use
today. The selecricn of volunteers, to loclude the pre- and post tesc
medical examinacions, care during the experiments, and @TosT importanc, c-ea
quality of informed consent was examined critically by reviewing mediczl

records maintained on volunteers aod in limited cases interviswing the

volunteers.

The thoroughness ¢f the research effort is indicacted by the following

statistical data:
a. Interviews of 65 witnesses wvere conducted in 32 cicies, in 17
and the District of Columbia and iavolved traveling in excess of

states,
160,000 passenger miles.

Ex. G to Bowen Decl. _
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5. Tens of thousands of pages of documencs were reviewed at -various
locacions to include the Wational Archives; che Nactional Recards Cancter,
Suicland, MD; the Army Records Cencer, St. Louis, MJ; the Army War College
Library, Carlisle Barracks, PA; Edgewood Arsenal, Edgewood MD; Aberdeen
Proving Grounds, Aberdeen, MD; Fort Detrick, MD; Fort McClellam, AL; and
‘the files of the various staff agencies, commands, or units which =might
have been involved, no matter how peripherally, with the chemdlczl research
. program. Additionally, witnesses were requested to provide any documents
or evideace which cdght have come fato their posasession.

Certain evenrs which occurred during the course of the research effort
added to the complexicy of the effort and served to stretch cut che time
required to complete the project. First, there wvere the allegacions aired
publicly on TV and other media reflecting on the fimess of the Chief of
the Medical Research Division, Biomedical Laborazory, Edgewood Arsznal.
The person involved was in charge of the drug testing program. An igves-—
tigation concerning this macter was conducted znd reported separacely.
Then, during the course of records and file searches it was learned thac

a civilian patient in a New York psychiatric hospital had died im 1953
2fter receiving an experimental drug which had been provided the hospical
by the U.S. Army (Chemical Corps) as part af a research project conducced
by the hospital under an Army contract. An Investigation of this incidenc
was also conducted and reporzed separacely. Finally, during che course of
the research informarion was received Indicacing that the U.S. Army Intel-
ligence Center/Schocl had conducted jointly, with the Chemical Corps, a
series of research projects involving LSD at Zdgewood Arsenal, U.S. Aroy,
Eurcpe, and the U.S. Army, Pacific. A report of those ctests Is included

herein.

It is in this vein that the research was conducted. Zvery effort was wmade
to obtain and review pertinent data. Where records did not exisc, the
testinony of witnesses was solicited co f£1i11 ia the gaps. Where neither
documentary or testimonlal evidence was available, then license was taken
by drawing logical conclusions or assumptions based on evidence availablie.
past periormance, or other indicatars. Where this occurred, efforts to
clearly identify such license is made.

Ex. G to Bowen Decl.
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CHAPTER 1V

THEE DERIVATION OF AUTEORITY

General

The purpose of this chapter is to presenc the auchority for the conduct
of chemical wariare research wirth human subjects; to describe the pro-
cedures that governed the conduct of research with humarsg; and to discuss
the Interprecations of authority for the conduct of incapacitating agent

research wbich exisced at the time.

This chapter will cover the origins of medical research restrictions for
the Army. It also covers the extremely high level at which decisions were
made and the lengcthy and chorough staffing that preceded the granting af
aurthoricy to use human volunteers In research. Pimally, it will include
discusgion of che several occasions when ragegrch was conducted without
proper auchority or when authoricy was incorreczly granted.

Chemical Corps Medical Research and the Ugse of Human Subjects

Just as iz the history cf medicine, human experimentation appesars to have
been an inregral part of the hiscory of the U.S. Army chemical warfare
research efforts. Cu 28 Jume 1918 the President of the United States
directed the organization of the Chemical Warfare Service (CWS), Nazional
Army, under the Secretary of War.l The CWS was created by merging the
Chemical Service Section, National Army, the Chemfcal Element of the
Ordoance Department, and the Sarnitary Corps of the Medical Department.
Pour vears later, in October 1922, the CWS created a Medical Research
Division to conduct research directed at providing a defense against
chemical agents.z Part of the defense wasg the provision of therapeucic
and grophylacric measures. The scientists apparently shared a common
belief chat no matter how exhavstively an agent was tesced in animals,

if it was inrended to protect or heal man, its efficacy had to be proved

{in man.

The scant evidence availlable for this period indicated that for the nextc
19 vears che subjects used in various tests of mustard, phoegene, and
=any other chemical agents were voluzcteer employees of Edgewood Arsenal.3
This expedient arracgement reportedly sufficed because the experimencal
staif was oo small to generate experimenrcs requiring large numbers of
human subjects. However, available documents reflected that in early
1941 che threat of war caused greater urgency for the development of
proctective items. (Consequently, the need for a largzer source of volun-
teers also developed. The first recorded recruiting arrangement was a

29
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request made to all technical and officer persomnel at Edgewood Arsenal
to signify cheir willingness te participate in various tescs; & method
which vas soon reported as unsatisfactory.3 Generally, it was considered
that repeated exposure Co agents was hazardous because the cumulative
effects of the compounds were not known; sengitizing employees to com—
pounds they had to work wich in che course of theilr oormal duties bagi-
cally was unproductive; many of the volunteers because of their ctechnoical
gualifications had preconceived cpinions ag to the reactiona they should
have to certain agents and chus were npot completely objective or unbiased
in their reporting; test results were subject to invalidation due to the
lack of temsting on a valid random population bagis; and a concern that
the fear of censur: by co-workers motivated many of the volunteers.

Tnis period was charactarized by an absence of any evidence which would
indicate who authorized the use of human volunceers, or if it was a point
of concera. It was apparent that 1f a source of authoricy did exdsc, it
probably wvas informal and rested with the local commander. The firsgc
indication of formal authority to recruif aod use volunteer subjects
chemical warfare experiments was 1In 1942. Specifically, in June 1942
records refleccted that the Secrarary of War was requested to rule oo the
permissibilicy cf using enlisted men for detaill testing of mstard cype
agenocs. Reporctedly, the Acting Secrecary approved the test {a priociple
aad authorization was granted by The Adjutant General aof the Arzy in the
name of the Secretary.” This authoricy was followed by large-scale human
experimentation at Edgewood Arsenal, as well asg at field laboratories
located at Cawmp Siebert, AL, Bushnell, FL, Dugway Provimg Ground, UT,

The testing programs continued throughout the war

in

and San Jose Island.
years. It algo wasg reported that this authority was not rescinded. Sub-
sequently, during che early 19508 this criginazl authorization was again
used for the conduct of tests at Dugway Proving Ground which imovolved
exposing human volunteers tao mustard cype agents.4 It must be aoted

that the evidence concerning tests Iiavolving mustard agents following

T1 wvas a single documentary reference, uncerroborated by any

(=3

Werld War
octher avidence.

In July 1943 the Chemfcal Warfare Service (CWS) was assigned responsi-
bilicy for all medical research iovolved {n the field of chemical war-
fare. Thig adjunct to the CWS mission included toxiceclogical regearch
and the f{nvestigarlon and study of hazards to the hezlth of Chemical
Warfare Service personnel.> With the end of World War II che immediate
requiremsent for volunceers temporarily was diminished. There were indi-
cations that the laboratories at Zdgewood Arsenal reverted to the old
practice of using local aassigned personnel to meet their volunteer needs.
This does not imply that the end of World War II curtailed che research
aczivity of the Chemical Corps. On the «ontrary, the frightening revela-
tion that Germany had stockpiled certain organic phosphate compounds (nerve

30
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' gases) :that werc far ocre deadly thanm cthe chemical agents in the Allied
arsenal, cdeveloped a new series of challenges for the Corps. Discovering
mecnocs oG counceract cthe lethal effecrts of these compounds became a
o primary zcal of medical research. However, American researchers were
unable to locate any usable research evidence that the Germans had con-
ducred =meaningful humsn experimentacions with the nerve agencs. Thus
it was necessary to gpend the next several years confirming German
- research data by animal experimentation and by compiling sufficientc
information to decermine the safe experimental dese for man. When
the necessary animal evperimencs had been concluded and the Chemical
Corps investigators were counildent of their abilicy to zafely comnduct
the ques . ion again surfaced as to where the volun-

experlments in man,
teers would come from.

-

Aurchoricy co Use Voluncreers

- Durirg cthis perilod, the tulesa governing the use of humansg had undergone
major chazges. The firsc of chese changes was the Nuremberg Military
Tribuwals, followizng World War II, which produced a set of firm rtules
— for che cozduct of medical research. They were kaown as the "Nurembarg
1947 ," and it established 10 specific rules Iiacended to govern
2Z humans ia the conduct of medical experimentation. Since
for future guidance to researchers, its

Code of
the use
this Code became the foundarticn
essenciz! alemencs are repeated in chis rceport:

1
- 1. The voluntary consent of the human subject is absclucely
- essezcral. This means that the perscn imvolved should have

legal capacity to give consent; should be so sitzated as to
be able to exercise Iree power of choice, without the iater-
venticn of any element of force, fraud, deceit, duress, over-
reaching or other ulrerior for= of comsctraiat or coercion;
and should nave sufficient knowledge and comprenengion of the
elements of the subject matcer involved so as co enable him to
—ake an understandiag and enlightened decisicn. This lacter
element reguires that before the acceptance of an affirmacive
decisicun by the subject there should be made known to him the
- gature, duracion and purpase of the experiment; the method and
2eazns by which it is to be conducted; all incoaoveniences and

- 1azacds rveasomnably to be expected; and che effects upon his
- . Jealch or persoca which may possibly come from his parcticipa-
ticn in che experiment. The duty and responsibilicy for
ascertaining the qualicy of the comsent rests with each
individual who iniciates, directs or engages in the experi-
ment. It is 3 personal duty and regponsibilicy which may

oot be delegaced to another with impunicy.
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The experimenc should be such as to vield fruitful resulcts
the good of societv, unprocurable by other wechods or means

-~
<

or

of studv, and a0t random and unnecesssry in nature.

3. The experiment should be so designed and based on the
results of anizmal experimentation and a knowledge of the nat-—
ural historv of the disease or other problems under gtudv thac
the anticipared results will justifv the performance of the

experiment.

4. The experiment should be so conducted ag to avoid all
unnecessary ohvsical and mental :u1ffering and injury.

5.

No axperiment should be conducted where there is an a priori

reason to believe that death or disabling imjury will occur;
in those experiments where the experimental

exXcepC. Derhars,
ohvsicians also serve as subijecrts.

6. The degree of risk to be taken should never exceed thar
derermined bv the humanitarian Importance of the problem to
be solved bv the experiment.

7. Prover prevarations should be made and adeguate facili-
zies provided to protect the axperimental subiect against even

-2

the remote possibilicies of injury, disability or deach.

8. The experiz=ent should be conducted only bv scilencifically

qualified persons. The highest degree of skill and care should
be required through all stages of the experiment of cheose who
conduct or engage In the experiment.

9. During the course of the experiment the human subject
should be at libertv to bring the experimenc to an end 1f he

reached the shvsical or mentcal stace where continuation

nas
cf the experiment seems Co him to be izmpogaible.

10. During the course of the experiment the sciencist in
charze must be prepared Co terminate the experinment atc any
staze, if he has probable cause to believe, in the exercise
oI the zood faith, superior skill, and careful judgment re-
cuired of him that a continuarion of the experiment is likely
to result in iafurvy, disabilirtv, or death to the subjecr. -

The second major change occurred im 1950, with the incroduction of legis-
lation governing the organizatioca of the U.S. Army. The inicial statutory
authority for che Army to conduct research and development was housed in

the Organizaction of the Army Acc of 10 July 1950.

32
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(74 Sctatute 322; 5 USC 235a) held thac: '"The Secretary of the Army is
authorized to conduct, engage, and participare in reseerch and develop-
ment programs relaced to activities of the Aroy of the Uniced Staces and
to procure; or contract for the use of, such facilities, equipmentc, ser-
vices, and supplies as may be required to effectuate such programs."’/

It appears that this wvas the first time che Congress placed into law
coatrol over research and develppment acrivicies and furcher vested the
respousibilicy and authericy for such programs witch the gservice secretary.
It further appears from this Acc chat cthe Congress recognized research and
development functions as an integral part of the Army's role.

At this point in hiscory there are two gseparates, yet relatad, actions
impacting on research: che Nuremberg Code of 1947 and the Organizacion

of che Army Acc of 1950. Alchough chere i3 lictle in the way of docu-
mencary evidence to izdicate general knowledge or recognition of the
impact of these actloums, it does appear that authoricy for future use

of huzzns in research would requize observance of the Nuremberg Code and
also would require aurthorization by the service secretary. However, oo
docitmentary evidence was discovered which indicacted that the secrecary
gither delegaced his authoritcy or escablished directives or guidelines to
preclude rasearch ifavolving buman subjects withour his authorization. In
fact, there was a notable lack of policy one way or the other between 1930
and 1952. ' '

Early Policy Guidance

The macter of the use of human volunteers was under deliberate considera-
tion by the Armed Forces Medical Palicy Couancil during che first cwo years
of the 1950s. 1In the fa2ll of 1952, following extensive study, the Council
reported to the Secretary of Defense that researchers had teached the point
beyond which essential data could not be obtained unless human volunceers
were ucilized. Thuas, they recommended that the Secrecary of Defense escta-
blish & policy that would authorize che use of humans in aedical research.8
They further recommended that the Nuremberg Code of 1247 be cited as the
principal guidance to the servicas. However, they urged that three articles
of the Code be modified. The firsc of these recommended modifications was
that Article 1 require che volunteer's coosent to be in writing and his
gigrature wvithessed. Secondly, chey recommended that Article 5 be modi-
fied to delete the final phrase '"except, perhaps, im those experimencs
where the experimental physicians also serve as subjects," thereby leav-
ing the entire article to read: '"No experiment should be conducted where
cthere s an a priori reascn to believe cthat death or disabling iojury will
occur." Finally, cthey suggested chat an additicnal rule be added which

would prohibit the use of prisoners of war as volunteer gubjects.

Based upon a recommendation of the Armed Forces Medical Policy Council
that aquman subjects be employed as che only feasible means for realisctic
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‘ evaluations and/or development of effective preventive measures cf defense
agalost atomic, blological, or chemical agents, the Secrecary of Defense,
by a memorandum to the service secretaries, established a policyrgoverning
the use of human volunceers. The memorandum, dated 26 February 1953, was
clagssified "TOP SECRET' and provided the following: each service secrecary
was authorized to use humen volunteers in experimental research connected

- with the development of defenses of all types against atomic, biological

and/eor chemical warfare agents; provided specific guidance and safeguards
concerning the use of human volunteers, which included the rules as sec
- forth in the Nuremberg Code, as modified by the Armed Forces Medical -
Lolicy Council; required that in each instance in which an experiment
788 proposed pursuant o the memorandum that the nature ard purpose af cthe
- proposed experiment (protocol) and the name of che persom to be in charge
of the experiment shall be gsubmitred for approval of che service gecratary;
required chac the service gsecrerary approve, in writing, the proposed experi-
ment and the person to be in charge of the experiment; and required the
- service secretary to inform the Secretary of Defemse of each approved

research propogal.8
1

Although there was zo evidence that the Chemical Corps Research Labora-
torfas vere provided advance finformacion concerniag the forthcoming
guidaace cn the use of hmuman voluncsers in regearch, there wag evidence
- that the underlyizg principles of the '"Wilson Memorandum'" were kmown end
vares cthe subject of dectailed discussions long before Department of the
Army published an implemencing direccive. In chis regard, the Medical
and Related Problems Commicree of the Chemical Corps Advisory Council
- met at the Army Chemical Canter (now Edgewocod Arsenal), on 20-21 March
1953, to discuss the impact and Implemencation of the rules escablished
) at che Nuremberg Trials and accepted in mwodified form by the Secrecary
- of Defense inm rebruary 1953. Iz atterndance at this meeting were the
prominent civilian docrors who comstituted the commiccee, legal and
mediczl advisors to the Chief, Chemical Corpa, tepresentatives from
the madical and biological laboratories, and represencativeg of inter-
mediate chemical research commands.® The report of this zeecing was
significact hbecauge irc indicacted the existence and use of an altsraace
to normal ccmmand channels for the dissewfnation of Army policy within
the Chemiczl Corps. Alchocugh the "Wilson Memorandum' was daced 25 February
"1953, the Arzy's izmplementing instruccticns to that memorandum had aot been
published or anonouanced at the time of the conference. Nevertheless, the
Council, ia anticiparion of am Army policy, advanced local iarerpretacions
that later would be germane in the execution of the policy. The depth of
knowledge seld by the parcicipants regarding problems associated wvich the
use of humans in research 13 probably best explained by recognizing che
key positions they accupiled fn the Chemical Corps organizaciom and, in
some 1ascances, overlapping memberghip in ocher advisory councils wichin
the armed forces. Scwme of their incerpracative counclusions are worthy
of mention at cthis poinc, even though most will be discussed larar in

»
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5 &=¢ gudseguentr chepters. They ccacluded thet it was Izportant to
flerenciate becrween harardous and noahazardous asxperimencs. In theirx
iza this differentiecion was esgential since they agreed that only

cls [ar harardoug experiments need be aubmicted for approval. Iz
8 light, they reported that gas mask training during which men passed

ough a chamber with a high concentration of cusctard gas would be con-

. 8idered nocnazardous.and "in the line of duty." Another comnsideraticn
wvas an arfott to seek blanket cype approval for experiments already being
conducted, thus simplifying an anticipared proo7_m of obtaizing approval
for specific hazardous experiments. The participants agreed that the most
céniroversial legal aspect was to determine what constituted volunca~y con-
The conferees noted zhart the important considerations in this regard
were: the age of the volunceer; mental capacity; and che amount of informa-
ion vnich muac be provided in advance of obtaining the signed voluzteer
statement. Addicicnally, it -waa opined thar amy form of coerciom, mencal,
paysical, or macerial, mzust be avoided. Further, they considered =ilizary
voluncteers as presenting a particularly sensitive problem sidce sgoldiers
were imbued with a3 sense of obedience and readily could be placed in a
posizion wvhere the experiment was made to appear as & milirary dury and
thus scmezhing the volunteer could oot refuse.
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Twe oczths later, 1o May 19532, che Army Scaff presentsed the Secretary of
the Army wich & proposed directive to implementc the "Wilson Memorandum.'
Alchough the Secretary agreed In principle with the proposed fnsctTuctions
to the field, he rejected the inircial proposal because it was restzicrted
tc biclogical agent research rather than chemical, biological, and radio-
ogical agents and because he believed that the "TCP SEZCRET" classificacion
snouLd be dowagraded in order to wmake the lastructicns more readily avail-
able to subordinate elements that would be conducting the research. Zvi-
dence ipdicates.that the first gufdance to the Arxzy Stafi was published
ca 30 Jume 1953.21 This memorandum, which was addressed through the
Assistant Chief of Scaff, G-4, to the Army Chief Chemical Qfficer and
The Surgeon Gerceral, was tictled: '"Use of Voluateers in Research," and
was to be referred to as "Chief of Staff Mewmorandum 385 (CS:385). Its
purpose was to provide policy and procedures for cthe uge of volunceers
biological, and chemical research. 1In addi:iom to transmit-
tizg zhe 11 rules contained in the "Wilson Memorandum' and legal con-
siceractions for researchers, it also directed that oo research of atomic,
biclogical, or chemical agents using volunteers would be conduczed without
the specific written approval of the Secretary of the Army. Moreover, it
direcced that proposals for such researcn would be forwarded co The Surgzeon
Gezmeral of che Army for his review and mandavtory comment prior to presenta-
zZon to the Secretary for approval. The memorandum, as published, did not
differenciace between harardous and nonhazardous experiments ags a considera-
tion cf whether to obtain Secretary of the Army approval, racher, it speci-
fied cthac all atomic, blological, and chemical agent experiments which used
buman subjects would be submitted. The document search failed to disclose -

iz aromic,
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uidance qualifying or li=micing
. Such guidance normally wvould
g of the Chief Chemical Qfficer to

rhe Commander of the Chemical Corps Research and Engimeering Command located

at what is now

aiter receivin

Cdgewood Arsenal.

guidance

from the Chief Chemical Officer,

Records do indicate that on 24 July 1953,

the Commender of

the Checical Research and Eagineering Command notified che Cormmander of the

Chezmical Cetps
forth io Chief
govern the use

“The Cocm—ander also directed that research plang and requests for approval

Medical Laboratories

that the policies and proceduzes set

of Staff Memorandum 385 were effective immediacely and would
of volunteers in all present acd future experimencal research.l

to ccnduct experiments using human volunteers be submicted by 7 Augusc 1953,

and that until such time as new approval was granted all experimentation
This acricn directed immediace com-

using veolunteers would be scopped.
pliance without exception to the new policy.

Tnoitial Reguest

to Use Volunteers

On 7 Augusc 19353 the Medical Laboratory Commander submicted a -equest for

approval to conduct seven researtch projects. Although not specifically

cpliied that these experiments had been in progress at the
The seven research projects

stacad, 1T was

time the 24 July 1953 lercer was rzcedived.

iepid

for wnich approval was requestaed were:

Retention of nerve gas vapor ia human respiracory trac:t.

=

5. Beh&vior of nerve gas liﬁuid on the human skin.

c. Eifecrs of nerve gas ;u the nervous énd pental functions in man.

d Zffects of nerve gases and of therapeuric agents on visual
efiiciency

e. Evaluacion of candidate therapeutic agenrts in man.

£ Sensory threshold effects of phosgene oxime in man.
) g- Cozparative effects on skizn of vesicanc liquids, vapors, and

aeTosols. L3

The Medical Laboratory Commander in his request for
included his interpretation chat the
in research’ applied to the exposure of individuals to
toxic chemicals, vhecher they were sctandard or candidate chemical warfare

agents, or standard or chemical therapeutic agents.

reseatch plans

approval of che
"use of volunteers
the harards of

The Laboracory Commander

expressed an assumption that the Chief of Staff directive requiring Secre-
tary approval did not include studies of the physiological aspects of
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roceczive macterial, including the proteccive mask, since such studiles did

(]

ot have to involve exposure to toxic chemicals.

The Co=mander, Chexical Corps Research and Engineering Command, the Chief
Chemical Officer, and The Surgeon Gemeral reviewed the preoposed plan and
reccrmended to the Secretary that it be approved. The Surgeon Gemeral iz
his compents provided am opinion that the provisions of the Caief of Staff
Memorandum 385 would apply in the event toxic chemicals were used in gas
mask Ctests. A memorandum to Chief of Staff, dated 5 November 1953, aigned
by the Secretary of the Army, Robertz T. Stevens, granted approval to con-
duct the requested research programs using human veolunteers. A synopsis
of the Chemical Corps plam, which listed the seven invegtigative sgcudies,
was attached as an inclosure to the approval memcrandum and contafned

a statement to the effect that the basic directive did not include studies
oI the physiclogical aspects of protective marerials, including the pro-
teccive function of the gas mask, unless such studies included exposure

co coxic chemicals. Although the copy of the Chexmical Corps plam referrted
to in the Secretary of the Army's memorandum could oot be locared, ocher
docunents indicared that the aporoved plan contained basically the same
data submirted by cthe Medical Laboratory on 7 Adugust 1953. Further sup-
porT of that coutention was contained Iin a 24 December 1853 lecter Izom
the 0Zfics of the Chief Chemical OfZicer to the Commander, Chemical Corps
Regearch and Engineering Command, iz which approval of the request of

7 August 1953 was granced. This particular letter approved all seven
investigative study requests withour modificarion or qualification; it
coniirmed the assumption that studies imvelving pnysiological aspeccs of
proteciive material were not within the intent of the Chief of Staff Memo-
randum 385, unless exposure to toxic chemicals was Involved; 1t direcred
that Army contractors must abide by the same basic principles and safe~
guards goverming military researchers; and it specified that the fact

that the Chemical Corps was using human velumteers in research was, of
itself, unclassified.~” This downgrading of classification apparencly

was attributable to the Secretary's earlier concern about the level aof
ificacion, which culminarced in a Secretary of the General Staff

classifi
Memorancdum, dated 16 October 1953, downgrading Chief of Staff Memoran-

dum 385 from "TOP SECRET" to "CONFIDENTIAL."1® It appeared that the
inicfal high classification afiorded the subject may have been partially
respousible for the lack of complete documentation and for early mis-

interprecacions of the policy.

Policy interprecacions are mentioned ac cthis time because there was evi-
dence that at least ome research project was not terminaced pending
submission and approval of the research plan in accordancea with Chief

of Staff Yemorandum 385. Specifically, an operation code named 'TOP
BAT" wvas conducted at the Chemical Corps School, Fort MeClellanm, AL,
between 15 and 19 September 1953.17
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' involved

This research prcject, which was ctermed a "local field exercisa,’
the use of Chemical Corps treops in testing methods of decontaminacing
biological warfare agents, mustard gas, and nerve gas. A review of the
scant licerature avaitlable on the exercise indicated thar it was conducted
in contravenotion of the incent of the Department of Defense and Departmentc
of the Army policies. While 1t is possible that a gseparate request for
approval may have been submitted and subsequently retired and/or destroyed,
© ir is more logical to assume thar the project was considerad to fall within
a "line of duty'" exercise for Chemical Corps troops and interpreted as not
subject tc the provisions of policies governing the ''use of vplunteers in
research." This conclusicn is uot offered ag an excuse for an exercise in
wvhich soldlers were exposed to teoxic chemical agencs without proper author-
izarion and without their consent, but rather to emphasize the extreme
difficulcy of atcempting to implement 3 complex policy by means of a

el A

relatively simple, but highly classified directive.
Another observation of import comcerns the gever Iinvestigative studies
wvhich vwere forwarded for approval and which appearad co be a request Zor
approval of experiment with 2 "class" of drugs rarher than a rsquest for
Tesearch involving a specific chemical agent. For exzmple, the first of
the seven Iovestigative sctudies, "Rersncion of Nerve Gas Vapor ia the
Suman Respirartcry Tract,” falled to specify which of the several avail-
able zerve gas agents would be used and under what circumscances. Sioce
the nerve gas agencs wvaried significancly ia toxicity, it would appear
excrecely difficult for The Surgeon Gemeral to conduct a tchorough eval-
uation of the proposal without kmowing the specifiic chemicel nerve agent
to be used {n the experimenc. Agaiz, there may have been additional
corresvondence and confersnceg answering these varicus gquegctions abaout
tae agent o be used and che emergency treatzenf measures to.be available
on site prior to The Surgeon Genmeral recommending approval, however, no
records of such were found. Thus, the available records gave the Impres-
sion thar che submission of the initfal request amouncted to noching more

than a perfumctory action for the purpose of obtaiaing blanker approval

for ongoing research projects.

Mediczl Volunteer Program

By 1954 che Chemical Corps had established a framework within which rco
conduct human experimentation, however, they lacked am adeguate pool of
volunteers. There were indicacions some experimentation was being cor-
ducred using enlisced personnel assigned to Edgewood and technicians
assigned to che laboratories. However, this source was extremely lim-
ited and could not support the Cype research program eanvisioned.

Ia 1955 it was decided that the most practical source of volunteers would

be enlisted men statiomed at Army Iinstallations in the vicinity of Edge~
woaod Arsenal. The Medical Laboratories formed an oriemtation team to
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visiz Second Arzy 3eadquarters at rort George G. Meade and solicit the
supperc cf the cor=ander. The mission was successful. 1o April 1953
EQ, Seccnd Army, published a direcrive to its major Installation cor—
mznders encouragiag them to publicize che program 1n an attempt 0 pPro-—
. vide EIdgewood Arsenal 20 volunteers each wmonth for a perlod of 30 days
- tersorary duty (IDY). 18 ‘

The firsc contizgent of 16 soldiers from Second Army Headquarters arrived

at the Army Cherdlcel Centcer (FZdgewood Arsenal) on 2 May 1955.19 Por a

- brief period it appeared that the Medical Laboratories had established a

complece, viable program, 1.e., authority to use humsns Iin resaarch; a

proper medical scafl to conducr the research; and a steady supply of volun-—

- teers. However, within a few months mwore urgent prioricies for Second
Army's personnel resources inhibited che flow of volunteers.3 1In ax effort
to overcome this shortfall, che Chief Chemical Qfficer requestad the Support

- of the Quartermaster General, the Chief, Corps of Engineers, the Chief of
Otrdoance, and che Caief Signal 0fficer. This action resulted iz volwuzrceers
coming from Fort Konox, KY, For: Lee, VA, Fort Eustis, VA, Fort Belvoir, VA,

- Fort Mopmouch, NJ, and Aberdeen Proving Ground, D, 1in addition to those

- already commicted by Fort Meade.

Psychochecical Drugs

On 7 September 1955 che Commander of the Medlcal Laboratories formally
requested permisgicn to use volunteers in research imvolving ponlethal
- psychochemicals. 20 His request, titrled, "Additional Use of Volunceers
in Research,” was submitced to the Comnanding General, Research and
zogioeering Command, who concurred in the request, as written, and for-
warded 1t to che Chief Chemical Officer, Department of the Army.21 Prior
o the requestc being prepared and f{orwarded, thers was a considerable body
of research data concerning the effects of psychochemiczls on humans avail-
able to the Chemical Corps Medical Laboratory, to include data cbtained as
- a result of actual experimentation conducted by cdvilian hospicals and

wmiversicties working under Army contTracts.

) Some cf the events which preceded this request had a direct bearing on
- {r and on subsequent actions invelving psychochemicals. Several months
prior to cthe Medical Laboratories' request to use volunceers in psycho—

- chemical research, the Chairman of the Technical Advisory Panel omn

- Biological amd Chemical Warfare, Office of the Assiscanc Secretary of
Defense (R&D), appoincted an "Ad Boc Scudy Group on Psychochemical Agencs”

. to evaluace the military potential of this type of chemical warfare.

- Toeir report, koown as the "Wolff Report," after the name of the com
mictee chairman, was published in November 1955 and presented specific
recommendacions for cthe conduct of future research involving psychochem—

- ical agents.zz The commircree concluded that experiments with psychochem-

ical agents, of which LSD appeared to be the most promising, should be
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carried our wirh wolupteer unirs as soon as practicable. In this regard,

the Studvy Group also prepared and recommended the izplementaricn of a
derailed »lan for the conduct of small unit experiments. Reference to
the "Walff Report" was necessary at this point because a review of the
actions surrounding the submission of the September 1955 request for
"Additional Use of Volunteers' gave the impression that staffiang of che
request was held in abeyance pending release of the report. It apparently
° was known beforehand that the Study Group would wot only favor testing of
psychochemicals on humans, but also would recommend that tests be conducted
to determine the drug's effect on small wmilitary unit operations. Records
also indicarted that several months prior to the September 1955 request
being approved, advance planning was underway to implement the testing
of small umirs, as recommended by the ‘Wolff Report.”

In January 1956 the 0ffice of the Assgiscant Chief Chemdcal Qfficer for
Planning and Doctrine reviewed the "Wolff Report' and commentad om the
recomnendacion which proposed that, prior to a military group being
administered LSD, they should be given a carefully prepared craining
lecture on the effects of LSD. The reviewer sctated that: "in view of
the fact cthat a great many of the effectcs observed in the group may be
che resulc of suggestion (placebo effecz) it would appear desirable to
nave ome control group which has neither been given a training lecture

on LSD-25, zor anoy information as to the symptoms of the drug being
adminiscered. Symptoms due to suggestion would thus be reduced to a
oinim and at the same time g more realistic combat situationm would

pe utili-ed since it is assumed that enezy personnel, under combar con-—
ditions, would not have recently been briefed on the effects of LSD-25."23
It is not known whether the reviewer in this instance would have caused
the drug to be adminiscered to all of the volunteers or to selecred mem-~
bers of each group. Implicit in the comment, however, is the theme that,
from the =ilitary standpoint, a lack of knowledge on the part of the
volunteer was neceasary for a realiscic experiment. Neither the correct-
gess of cthe comxent nor the value of the added realism 18 at issue. Whar
i{s involved i{s thact in spite of clear guidelipnes concerning the ﬁecassitr
for "informed comsent,” there was a willingness to dilute and in some
cases negate the intent of the policy. It will be demonstrated again
during the discussion of the specific experiments thar this actircude of
selective compliance was more of the norm than the exception. Other
evidence indicated thac in 1956, prior to the approval to use human
volunceers im testing of psychochemical drugs, research lnvestigators

at Edgewood Arsenal]l actempted to secure permission to employ a NIXKE

site crev as the small unit to be used in the type experiments recom—

mended by the "Waolff Report."2%

Another exawple of selective ccmﬁliance with existing policy occurred in
February 1956. A memorandum from the Deputy Chief Chemical Officer for
Scientific Acrtiviries to the Commander of the Research and Development

)
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Coz=znd recocmended that the Chemiczl Corps scientific studies of LSD, a
U.3. pacesced coxmpound, be continued; that for military security resscus
the owner of the patent not be advised of the present and pasgaible future
izterest in the compound; and that a careful record of the quanticies
syacheaized be msintained. This recoccmendzstion was made after a legal
inica was received from the Chemical Corps Patent Agency which, in

fect, stated that use of the patent compound in the manner intended

e

oF

el

would be an infringement of the patent owner's rights and actiomable by
the patent cwzer; that based on this '"che Chemical Corps may use the
inventica set forth in the reference pacteat and its only liabiliecy for

.50 daing will be a requirement to pay a reasonable sum for so dolng."
1t further opined that '"govermmental use of the invencion aeed uot be
disclosed to -assignee where such actfon would compromise security." 25
It i3 not known 1f the patent owner of LSD ever received notificacion
cf the use of his pacent or reimbursement for such use. The point of
this example is nmot gimply to show possible violatilom of patent righes,
tut <o again demonmstrate the existence of a frame of mind and purpose
which Iostered a willingnesas to bend or break rules and policies szo0 as
To {nsure mission accocplishment; a continufag reliance on the "end
justifies che nezng.” '

arch 1956 the staffing aczion ou the September 19535 requesc for

In ¥

"Additional Use of Voluncteers,' which had appareatly stopped pernding
receipc and review of the "WolfZ Reportc,” resumed when the Chief Chem-
fcal OfZicer forwarded che proposal to The Surgeon General, requesting

his comments and concurtence. The forwarding indorsement pointed out
that the Chemical Corps was conducting research iovestigactiorns, using
vclunteers, Ia defense against chemical warfare, and cthar 2 small por-
tion of such research, conducred entirely by highly qualified contrac-—
torg, invclved experimencarion with psychochemical drugs. This research
was reportedly authorized by the Secretary of the Arzy in his 5 November
1953 =memoracdum.28 Hovever, a review of cthe referenced memcrandiza does
zct indicate any reference to psychochemicals. To the conrtrary,- the
approved plan contained seven specific experiments involviang nerve agents,
oximes, and vesicants. ~rurther, the Secrtetary of the Army directed that
the saze principles and safeguards which applied to the Department of
the Ar—y would apply equally to contracts awarded to outside contractors.
-The Chief Chemical QOfficer further stated that the Increasing importance
cf the "zinimum descrucction” conmcept and the need for a defense against
agents causing temporary incapacitacion had led to the need for a con-
centrated scudy of psychochemical agencts. Scudies which, for the firsec
time, would Ilavolve the use cof psychochemicals on voluacteers iz the
Chemical Corps laboratories. The proposed plan for testing psychochem—
icals provided the protoconl, the name of the medical doctor in charge,
and a proposal for the conduct of operational exercises to determine the
vulnerabilicy of milicary perscmnel to psychochemicszl agents im various
milicary exercises. These exercises included: command post operations;
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logiscical exercises; squad drills; bridgiag operacions; amd fire direccion
cencer operacions. Moreover, the request escimsatad that 200 volunteers
would be rtreguired in the firsc year of experiments. Thnls request was for
a "class"” of chemicals (psvchochenicals) and for tvoes of experiments
racher than specific drugs for a specific experimenc. This procedure,
although pot specifically prohibired by exiscing policy, appeared to be
a departure from che intent of the policy, and as such did not provide
those in the approval chain with a clear or complete picture af what
actually was being proposed as 1t related to the volunteer. There was
no evidence found indicating thart objections or questions were raised
concerzing this lack of specificiry. Although, on 11 April 1956 The
“Surgecn Genvcal, inm his reply, did refer to easrlier discussiorns and
correspoudence on the subject matter and that the proposal, as submicted,
was a sacisfactory development of ideas discussed, provided for adegquare
safaguards, and recommended approval by the Secretary of the Armmy. How—
ever, no record of the eazlier discussicns or correspondencs= wag locared,
nor was thera other evidence discovered which would indicace that those
higher f{n the chafa of approval, to iaclude the Secretary of the Aray,
received information other tharn that contained iz the proposal and The
Surgeon General's reviasw. 12 was recognized that informal coordination
or briefings could have provided more of the details as to the specific
drug ¢o be used. However, subsequent events do not reinforce this gup-
position. On 17 May 1956 cthe Direcror of Research and Development, in
a mezorandum to the Chief of Staff, U.S. Arwmy, approved the planm as sub-
mitted, although cthere was a speclfic requirement that the Secretary of
the Ar=v wust approve, in writing, each proposed use of human volunteers.Z8
Thers was evidence that this deviation from policy was questiomed irme-
diateliy by responsible Chemical Corpe personmel. However, a memorandum
for record indicated chat as a resulc of a discussion between a Checical
Corps legal adviscr and am officer iz the Director of Research and Devel-
cpment cofflce, it w decermined thac the approval accion was proper.
There was no evidence found which would indicate that the Secrerary of
the Ar=y appToved che proposal, eicher in writiag cr aerally; or.that he
delegated approval authoricy to the Director, Research and Development;
ct zhat he even had knowledge aof the approval made in his stead. Several
virtnesses stated that since the Director of Research and Development was
a zember of the Secretary's ascaff, as the forerunner of Che current Assis-
ranc Secretary of the Army for Research and Development, he would have
been ia the proper execucion of hils respongibilicies when he approved

the request in the name of the Secrecary.

Nevertheless, on 24 Mav 1956 the Medical Laboratory at Edgewood Arsenal
vas notified chat the psychochemical testing plan had been apprcﬁed.
Since apprcval came through normal command channels, there would have
been 2o reason for the Medical Laboratory Commander to question the
authoriiy to proceed with the planned experiments.29 This request and
subsequent approval appeared to have established two precedents:
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(1) requests for the use of volunteers in drug testing could be approved
ca a "class' basis without specific mention of the wide variecy of drugs
inavolved, or their individual potencial effects; and (2) regardless of
earlier guidance, all protocols did not regquire the written approval of
the Secrzecary of the Army. Undoubtedly, these Two precedencs laid the
groundwork for furure dilution of what had originally appearad ta be
clear and unequivocal centralized comtrol of the authority to use volum-—

rt

Ceers.

Armv—ide Recruitment

Available records indicats that by early 1957 inadequate numbers of wvolun-
teers were belng made available to the Chemical Corps for conduct of human
experiments. Thus, in April 1957 The Adjutant General of the Arzy directed
the Army area commanders in the United Stares to establish a program to
obtain volunteers for use at the Chemical Warfare Laboracories ar Edgewcod
Arsenal.3l This document cited the need for 50 volunceers per moath and
established a schedule for the six Army areas to furnish volumtezers for
30—day IDY periods. The direccive gave Chief of Stafi Memorandum 385,
dated 30 Junme 1953, as authoricy to conduct this program. Iz emphasized
that voluntary coosent O0f the human subject was absolurely esseatial; and
scated that iz all experiments involving volunteer subjects, the iandividual
oroughly informed of all procedures and what to expect duriag

vould be th
TurthermorTe, the volunteer would be free to determdne whecher

each . test.
ar not he desired to participare.

On 11 July 1957 <the Chief Chemical OfZicer wrote a lecter addressed to all

|
Chemical QOfiicers ia the Zone of Incerior (ZI), in which he encouraged them
to energectically support the volunteer program, emphasizing the importance

of the volunceer's contriburicn to the national defense effort.

4'r FTorce-Navws Particivpaction

During the same timeframe, the United States Air Force and the Depaftm&nt
of the Navy were Iinvicted to participate in the volunteer program by sending
10 men each mounth. Records reflected that the Air Force countribuced volun-
teers starcizng in November 1957; the Navy appareatly elected not to join
the- program at chis time. Available records reflected that between May
1955 and Decezber 1957 approximately 540 volunteers were employed in the
program at Zdgewood Arsemal; 14 of these were reported to have been from
the Adr Force. However, indications were that this figure did not include
the assigned technical assistants and researchers who "informally" volun-
teered. However, records indicated an addiciomal projectc involving Air
Force and Armoy participation in August 1961 when the Chemical Research

and Develcopment Command submitted a protocol for "experimental exposures

of men to propellant vapors.” This experiment was reporced as an Air Force

research project conductad with the use of Alr Force volunteer .67 Although
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there was evidence that che prococol wvas submiccted through U.S. Ar=zy
Caemical Corps channels for the purpose of receiving Secretary of the
Army's approval, rchere wvere no records discovered which indicated that
such epproval wag graoted. Lt 1s possible that approval was granted

and records not retafned i3 bfscorical files. However, the izportant
point {9 aot the absence of records, buc that responsgible invescigacors
and commanders recognized that thils type of research test was oot Included
within the broad autheritcy previocusly received.

“J-Agezt Studies

further interprectation of which experdments actually required personal
approval by the Secrerary of the Army was found in the documentation con-
cerning approval to conduct volunteer tests with V-agents (lechal nerve
agears). In May 1958 the Commander, Chemical Warfare Laboratories, sub-
micted a request, subjecz: "Use of Volunteers in Research on V-Agenrce,”
cthrougn Chemical Corps Command channels, reguesting authority to test
V-agents in man. Specified in the proposal was the statement that cme

of the proposals, submitred and subsequently approved by the Secretary

of the Army {a Hovember 1953, included the use of G-agenrs (nerve agents),
viiich are highly toxdic organo-phosphorus compounds. The request continued
thar even more effective organo-phosphorus compowds, kmown as V-agents,
zad been syntbesized.33 The Chief Chemical O0fficer, in forwarding cthe
request to The Surgeon Gemeral for his comments and/or concurrence, stated
that research ifavestigations being conducted under the 5 November 1953
apprecval involved G-ageants and implied that the request to use V-agents
was simply a logical extension of the inicial plan. In June 1358 the
Chief, Research and Development Division, Office of The Surgeomn Gerneral,
respouded to the May 1958 request by poimting our that a critical review
could oot be made oo the basis of information provided in the propesal,
however, it did scace that the proposal, as written, satisfied cthe minimum
requirementcs under Chief of Staff Memorandum 385. The Surgeon General
commented that since human scudies on V-agents were a logical extension

of the perve gas studies previously approved by the Secretary of the Army,
thar the same respounsible medical doctor was in charge, and che investiga-
-tion would adhere to the provisions of Chief of Staff Memorandum 385, then
it wes believed that no new authorization was required.34 The requested
compents wvere Teturned to the Chief Chemical Officer, and ultimately the
Tesearch project involving the use of V-agents im humen volunteers began.

In reviewing The Surgeon General's comments in this instance, it was noted
that there was reference to more stTringent safeguards used in the volun-
teer program Wwich BW agents. These included: submission of a prococol
for each new series or phase of study; a critical review by The Surgeon
General to Iinsure compliance with Chief of Staff Memorandum 385 before
proceeding; and continual review of experimental results. This ipdi-
cation of the use of a double standard in implementing policy om use

of volunteers vas not further explained.
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The Surgeca General's cocmenis point out thig difference very succinctly

and ultilzately agreed wich the origiZnal contencicn that it was & logical
exteansion of G-agent research, requiring no further authorizaciom. Docu-
mencaticeo wes aot fowund which would explain how after a proposal to employ

a more highly toxi{c agent omn humans ‘was received, and the reviewing official
in The Surgeon Genmeral's office comcluded iniclally that a review or con-
structive comments could neot be made on the basis of the informarion pro-
vided, and still be adequace to satisfy che minimum requirements of the
Chief of Staff Memorandum 385 policy. In spite of these wmanswered critical
questions, the reviewer, in effect, agreed with the proposgal and added
velght to the interprecatico of policy marz by the Chemical Corps.

Policy Interpretactions

Meaovhile, in the fall of 1957 the U.S. Army Chemical Research and Devel-
opment Cormand had directed the term X-agent be used iastead of psycho-
chemmical agent. Alchough these terms concinued to be used fzterchangeably,
it was oocted thar ac cthis point in time the Medical Laboratory ac Edgewood
ATsenal had approval to use volumteers ia experiments involving three
classes of compounds: G-agents; V—-agents; and X-agents. However, the
Secretary of the Arzy actually nad signed only the authorizarion for seven
investigative studies using nerve agents (G-agencs). At this point it
appeared chat the deviance from the established pclicy could be acttribucted
to a fallure of scaff officers at Department of the Aray level to comply
wizh the letter and the intent of policy established by the Secrerary of
Defense and expanded on by the Secretary of the Army.

In early November 1958 the Medical Laboratory at Edgewood submicted, through
Chemical Corps chammels, a request to use female volunteers in conjunction
vith the psychochemical research program. The request was then Sorwarded
to The Surgeon General for comment, who recommended that the raquest be
disapproved on the basis that the early stage of research in tche area of
psychochemical research and the serious legal and public relations impli-
cations iovolved in che uge of female volunteers made 1z inadvisable to
use females at this cime.-> Apparently, the Chief Chemical Officer agreed
since that was the basls ciced in his disapproval of che request. Sub-
sequently, the Depury Commander of the Chemical Warfare Laboratory, in an
incernal wemorandum to the laboratory director staced chat females could
not be used oca cthe basis that thelr use was stric:tly prohibited by che
provisions of Chief of Staff Memorandum 385.36 At this time we Zind ome
request, use of female volunteers, bur two differeat reasons why they
could not be used; ooe of which involved an interpretatiom of Chief of
Scaff Yemorandum 385.

Thus, it appears that each request which involved application of the

provisions of Chief of Staff Memorandum 385 resulted in an interpretation

of the policy. More startling wvas the lack of consistency in the inter-— <
pretations, ranging from the most strict to the widest possible latitude.
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the hignly flexible interprecations of policy cccurred
in Novemper 1953, when the Chemical Warfare Laborartory Cozsander submicred
a Tequesc cc have an addirtional physician authorized to accept direct

111ty for the conduct of experimentations on humsn volunteers
This doctor was to be ia addi-~

fnocther example cof

respopnaibi
duriag the absence of the primary doctor.
tion to the raspousible physician required to be appointed by the Secre-~
zary of the A=y 1n accordance wich DOD policy. The Surgecn General
rececrmended chat another doctor be authorized to accept direct responsi-
51licy ig the absence of che respousible physician and included an addi-
ticnal control co be used if the request was approved. However, the
Caief, Research and Development, disapproved the req est and stated thart:
"as fnterpretrad in all actions to date, the provisions of Chief of Scaff
Yemorandum 385 do not permit the -dilucion of persomnal responsibilicy in
the prosacucion of the human volunteer program.  Included witch this dis-
sroval wvas a copy of an opinion by The Judge Advocare Genmeral (TJAG) in
that there was no lesgal requirement thac anyone be
regponsibilircy when the designated doctor was
the policy clearly comntemplated ome person

shsenc.3’ To the contrary,
ghould be so designated and would retain respomsibilicy at all times.
1 £4

Egwvever, it also contemplaced chat other gualified persons would be
zlaced ia charge of specific experiments, subject fo direcrion and
control of the designated doctor., Again, we nave an example of incon-

sistent interprecacion.

wvhich iz was opined
designarted to assu=—e direct

"Physiological Stress Aspects

of Chemical Agents,” was suomiog gd by the Director of the Biomedical
&

Laboracory at fdgewood Arsenal. The proposal clearly indicated the
intent to use safe amourcts of cherical agents in human volunteers in
conseccion wich selected physiological stress experiments. However,

12 did not specify which chemical agents were to be used. The Qffice

of The Surgeon General reviewed the protocol in the light that chemical
agents would be used, although the protocol stated that a separate request
for approval of actual chemical agents would be submitted.87 The Office
of the Chief of Research and Development approved the request and ruled
that siace chemical agents were not included in the protocol Secretary
of the Army approval was not required under AR 70-25.

fizmally, ig Jume 1969 a proposal titled,

On 12 Septezber 1%69 the Qffice of The Surgeon General returned rthe
approved raquest to =tdgewood Arsepal.®? Although 1t 1s known that
expeTizents under this protocol were conducted at Edgewood, no evi-

dence was found of the Secretary of the Army's approval of the specific
chemical agents used. The submission of this particular protocsl with-

out mention of the chemical agents to be employed seemed to have negated
the purpose of retaining authoricy at any level above the laboratory.

The Army regulation in force at that time (AR 70-25) required the 'de-
tailed plan” to be submitred to The Surgeon Geperal. The plan could nardly
be comsidered a "detailed plan of experiment" without inclusion of the

4
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chericel agents inmcended to te used om the volenrsers. It 4is conceivable
that with appreoval of the protocol, lesa the chemical agenca, the Investci-
gators could ezploy chemifcal agents previoualy approved 1in connection wich

the new plan.

Zven though there were gignificant advances and changes 1in the research
and the volunteer progra=s between 1953 and 1958, thers was oo ‘andicatcicn
of corresponding changes or updating of the policy directives.

By December 1958 there appeared to be concerm about which chemfcal compounds
vere approved for uge In volunteer subjects. Evidence of this rcncern was
f8und 1n correspoundence becween the Direczor of the Medical Rescearch Labora-
toriss (CLdgewood Arsenal) to the Commander, Chemical Warfare Laboratories
(Edgewood Arsezazl), and the Comsanding General, Chemical Research and Devel-
opment Command (Washington, DC), duriog che month of December 1958.38 The
£ist of these documents was that the Medical Laboratories had iziciaced

or intended to imiriate rTesgearch programs using volunteers to test chem—
ical agent ZA 1779 (CS), a rioc cecntrol.agent that causes exireme irtita—
tieon to mucous membrazes, and agent LA 1476 (ctetrahydrocannabinols, a
zarihuaza like compouvad). This was in addition to approvalsg alreacdy
received Ior experiments wilith G-, V-, and X-agents. The documents indi-
caced that the Chemical Research and Development Command agresd chac
research approval had been graanted for G-agents (GA and GB), V-agent

(VvI), and K-agent (LSD-25); however, the Medical Laboratory was dicected

to gsuspend EA 1476 volunteer scudies uncil Secretary cf the Army approval
was granted.39 Available records indicated that the protocol for EA 1476
had oot been submitted as of the end of December 1958, although chere was
an fnference that gome volunteer scudies had been conducted. Additionally,
the Mediczl Laboratory was permitted to countinue volunteer studies wich

EA 1779 (CS), provided che protocol was gubmitted to their anext higher
commaznd (Chemical Warfare Laborarory) by 30 December 1958.40 The records
indicated that che protocol for ZA 1779 was submitted tc the Ccmmander,
U.S. Army Chemical Research and Development Command, cn 30 December 1958.41
This series of documents indicated that the variocus Chemical Commands were
in substancial agreement in rTegard to which protocols by clags and agent
wvere authorized for use in voluncteer studies. The documents also indi-
cated other areas of concern, co include: the desire to be in full com-
pliance wich Chief of Staff Memorandum 385 (CS:385) as evidenced by the
suspension of the EA 1476 (marihuana) experiments; and the desire to

avoid delays in che program while pending submisgion of the zecessary
prococol as evidenced by the granting of interim permission to continue

E4 1779 (CS) studies while awairing formal approval.

In February 1959 the Commander, Chemical Warfare Laboratories, reportedly
learned that a voman bad been exposed to EA 1779 (CS) in a planned experi-

ment at the Medical Research Laboratory at Edgewood.35 As a rtesult of
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his iacident, che Chemical Warfare Lzhoractories Ccmmander sent his labora-
orv coc—anders a memorandum in which he stared chact the use of females in

humzp volunteer research programs was not authorized. Additionally, he

emphasized chat chere were three definice contrecl measures governing any
particular experiment: the basic policy document on the use of human
volunceers (Chief of Staff Memorandum 385); the specific protocol that

was developed for use of a particular agent; and the detailed plan for
which required approval by the

of the Army as respomsible for the

a

[l

che actual exposure of human volunteers
{individual desigpmated by the Department
use of chemical warfare agents on human volunteers.

?éilowiﬁg the 30 December 1958 submission of the pratocol for ZA 1779, nc
evidence was discovered which 1ndicated actual Secrecary of the Army
approval for ugse of this agenct. However, in July 1959 EA 1779 did appear
on a list of agents approved to be used on humans which was published bv
the Chenical Warfare Laboratories. Alsoc in July 1959, a direccive from

the Cormander, Chemical Warfare Laboracories, Zdgewocod Arsenal, estahlished
that no individual could use onm himself any agent Zor which an approved
prococol was noc available; another indication of ctightenming of concrols.

Iz Julv 1359 che protocol for research 1lovolving chemical agent ZA 1476
(zacihuana) and related compounds and for phencvclidene (sernyl) benzilates
and relacted compounds was submitted through Chemical Command channel:z:. One
zne accompacying documents included a declaration that pricr to learning
of the incarpretation chat each class of chemical agents necessicaced sep-
arate approval from the Secretary of the Army for volunteer testing, chem-
ical agent ZA 1476 had been tested in about 36 volunteers.%% There was ao
indication of who decided that each class of chemical agent had to be
aoproved separataly, or wne decided on "elass' approval as opposed to
individual agent approval, which appeared to be the Incent of the original
directzive from the Secretary of Defense ("Wilson Memorandum'). Although
the initial request of 17 July 1959 was for two differenc classes of com
the only protocol found

-
~

o

pounds (tetrahvydrocannabinols and benzilates),
for the period of time was che former. Moreover, the request from che
Chief Chemical 0fiicer to The Surgeon Gemeral for comments and/or con-
currence addressed only ZA 1476 and relacted compounds. Omn 21 July 1959
concurted ia by The Surgeon General. It {s assumed chat
the protocel was then processed through normal command channels, alchough
nc documentation was found which indicated such scafiing prior to the
Secrerary cf the Army action in October 1959. On 8 October 1959 Secre-
tarv o the arzy Wilber M. Brucker forwarded a memorandum to the Chief

of Scali, U.S. Armv, which scated: '"approval is granted for the conduct
of research invescigations using volunteers for studies in defense againsc
nonlathal incapacitating chemical warfare agents. These experiments will
confor=z to the proposed planms submirted by the Chief Chemical Officer and
reviewed by The Surgeon General, U.S. Army (Inclosure 1)." The memorandum
further provided: "additiomal authority is granted to pursue similar

the protocol was

4
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velusmrteer studles wiih ocher noolethzl incapacitating chemical warZare
zge=zs provided The Surgecn General, U.S. Army, concurs with the protocol
2zd procedures proposed by cthe Chief Chemical Qfficer, U.S. Arzy."45
Clearly, Secretary 3ruckar delegated approval autheority to two special

scaff members of the Department of the Army (Chisf Chemical OGfficer and

The Surgson General) ag regarded future "nonlethal incapacitacting chezical
varfare agescs.' It was not evidenc how often and- to what degree that
delegation was used. The nonavailability of documents in this regard may

be attribuced to the dilution of a formal approval procedure. Secretary
Brucker's action did nor require a signature approval "by either the
Chexzical Officer or The Surgecn General," nor was there any evidence that

he required a cocpy of an approved plan to be provided either to his ofZice,
the Office of the Army Chief of Staff, Director of Research and Develcopment,
or the Secrecary of Defense as required by the "Wilson Memorandum." 1t was
zossible that future approvals were Informally coordinated with The Suxgeon
General and verbally approved by the Office of the Chief Chemical Qfficer.
Thisg posgsibillicy was supported, as mentiored earlier in this report, in that
during the lace 1950s and eariy 19608 iprerest and research in norvlethal
incapacitating chemical warfare agents was very intense.

-

)]

rucker’s approval was cT ted from the Chief, Research and
zo the Chief Chemical QOfficer and The Surgeon Gemeral on
959 wichout furcther guidance. QOm 16 Ocrtober 1959 the 0ffice

8}

Secrzetary
Developnent

’
13 Qcrober 1
of the Chief Chemical Officer relayed cthe approval to the Commending Gener-

=1, Caez=ical Corps Research and Development (R&D) Command, again withouct
acdizg amplification or clarificaticn. The Chemical R&D Comzand forwarded
it to the Chemical Warfare Laboratories on 23 Octsber 1959 with a caurion
that experizents must conform to the propeosal already approved for EA 2148
and ZA 1476 (marihuana compounds) and relaced compounds and benzilates and
related compounds. Oun 17 November 1359 che approval reached the Direcrtor,
Medical Research Laboratory, -Zdgewood Arsenmal, and directed that volunceer
studies would be limited to EA 2148 and homologs, ZA 1478 and homologs,
LS2-125, C5, and ben:iiaCEs.49 It was of interest that cthe 17 Novezber
1959 document did oot include che term "related compounds'; this could
have been an oversight or an effort to limict the latitude permitted the
laboratory investigators. Taken literally, the omissiom of '"related
cozmpounds” after benzilates would preclude experimencacion, without
additional approval, of candidate agents other than benzilateg in che
glycolate class. The original approval of benzilates and "related com—
pounds' appareatly would have permitted experiments with any glycolace .
agent. However, the evidence does not clearly indicate that this was an
intencional rastriction, or that it was perceived ag a restricciocn by the

research iovestigators.

It was also oot surprising that there was a lack of evidence of new chem~
ical agent protocols being submitted during this period. As far as the
medical research investigators were conocernmed, approval was at haod to

Ex G to Bowen Decl

00453



Case4:09-cv-00037-CW Document142-17 Filed09/15/10 Page32 of 58

in research involving che following: G-agents (nerve);

use olunteers L
V—ags:cs (nerve); K-agents {(psychochemicals); CS (irricamcs); tecrahydro-
cagoarirzols (marihuana); and benzilates (which could be interpreced. to
include other glvcolaces).

Jenzilste Research

As was discussed earlier, cthe search for incapacitatizg agents intensified
vhen the Kennedy acminiscracion took office. Specifically, Department aof
Project 112" placed a high prioricy on development of a chemical
‘incapacitating agent. Records indicaced chac by 1962 the primary agent to
metc this requirement was a benzilate called agent "BZ" or "EA 2277.

?lans for this agent apparently called for development of murnitioms,
stockpiles, and storage facilities, as well as essantlial research. By

April 1962 the program had progressed co the point that cn 23 April 1963

the Assistant Secrecary of the Army (Research and Development) appointed
ctoject officer to provide overall supervigion of the projectc. 0On 20 June
7 of the Army signed a memorandum to the Secrecarv of Defense

1962 zhe Secretar
‘Ziwicg him that the Army had already initiared action to have the doccorine

Defense

nori

for ezplovment, scorage, and handling of agenc ""3Z'" completed pricr to

celivery of the zmunitiors. 1 1: apparencly was assumed that forzal Secre-
{ ke A-zy approval for the agent research was included in Secrecary

tary cf he
3rucker's 8
"Phencvclidene ('Sermyl'), benzilates and related compounds.

.

1

OJctober 1959 approval for use of volunteers in tescs of
uA;

h of 1972 the Direcczor of the Bicmedical Laborztory at Zdgewood
1al submitred a proposed prococol for the ''glycolace agents.”7o The
st staced that Secretary of the Army approval nhad been obtained in
2t yvears, but that the 0ffice of The Surgeon Genmeral and Ofiice of
Ca Research and Development, had suggested resubmission. No evi-

the Calef ,

dence was found which confirmed that either of the proposals were approved
by the Secretary of the Army. However, it 1s possible that reference to
earliesr approval by che Secretary of the Army related to Secrecary Brucker's

agproval of "benzilates and related compounds” in October 1959.
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RPegulaczorv Controls

On 26 March 1962 the first Army regulacion governing the "Use of Volunceers
as Subjects of Research” was published (AR 70-25).48 The purpose of Cthe
regulacion was to 'prescribe policies and procequres governing the use of
volunteers as subjects in Department of the Army research, including
researczh in ouclear, tiological, and chemical warfare, wheresin human
beings ars deliberarely exposed to unusual or potentizlly hazardous con-
citions. These regulations are applicable worldwide, wherever volunteers
are used as subjects in Department of the Army research." This regulation
did not indicate supersedure of any previous directive(s), however, it
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incended for cthat purpese. 1t provided for certaiz excep-
for those perfor=ing normal hazardoug duties, such as

filight and ju—p training, fire and ges drills, and the iike, similar to
hose discussed during the esrly Chemical Corps Advisory Councifl meecings.

t liszed basic principlesa to_be observed by iovestigators, which were
cearly idemcical to those reccomended to the Secrztary of Defenge by the
Arced Torces Medical Policy Board in early 1953. The regulaticn provided
that: "a phvsician approved by The Surgeon General will be respcasible for
the =edical care of volunteera. The physiclan me2y or =may oot be the gro-
ject leader, but will have authority te cerminate the axperiment at any
time chat he believes death, Injury, or bodily harm is likely to resul:t.”

This provision appeared to be a change 1In the iaterpretation of guidance
proviiZed by che '"Wilscn Memorandum," which apparently intended that the
service secretary would approve, im writing, the physician in charge, as
well as the protocol for the experiment.

cizarmect of Respongible Physiciaz

g;

ief discussion of the history o the atpoincmenc
iciazns' for the medical volunteer program 13 in @

t 1z April 1956 the Secrerary of che Army approved
Dr. Vaa M. Siz as pnysician responsible for volunteers
‘cal warfare reseerch.*? The records further indicated that in

wags made to expand the '"one physician in charge"
t nenticned earlier iz this chapter), wnen the Chief Chem-
er requested the Secretary of the Army co appoiat Dr. Xizura,

assigoed to the Medical ZResearch Laboratory, as the altermate physician

)
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the laborartory.
ment for a respovsible physician resmalned unchanged.

{ned with the Secre-
wnen the Under

4~

Authoricy to appoilnt the physician in charge had
cary of the Ar=y. This wes indicated on 18 June 5

Secrerary of the Army, acting for the Secretary, appointed Colomel Lindsey,
newly assigned Director of the Medical Laboracory, to replace Dr. Vamn M.
Sim as the responsible physician. Thig level of authoricy apparencly
countizued uncil 17 July 1962 (afrer publicacticm of AR 70-25) when a
-TequesC zo have Colonel Lindsey's replacement as director (Colonel Bauer)
appoizied as respounsibie physician was forwarded to che Qffice of the
Chief Chemical Officer, who forwarded :he request through The Surgeon
General to the Chief, Research and Development. On 6 August 1962 The
Surgeco Genmeral recommended approval and on 17 August 1962 che Chief,
Research and Development, approved the designatioun of Colonel Bauer.SZ
Alcbough the regulation (AR 70-25) provided for The Surgecon Gemeral to
approve the responsible physician, in this instance the appointment was

~
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zade bv the Chief, Research and Development. Cn 20 March 1963 the
Ccm—acder, Chemtcal Research and Development Laboratory, submitted a
. request to have Dr. Vao M. Sim appolated regponsible physician to replace
- Colomel Bauer. The request was forwarded through the U.S. Army Munirtionsg
Comzand and U.S. Arzy M=ateriel Cocmand to The Surgeon General, wno, on
16 April 1963, recommended to the Chief, Research and Development, that
Dr. Siz be appoidted oo an lateri= basis until a Medical Corps officer was
assigned as Director of the Laboratory. On 18 April 1963 cthe Chief, Research
and Development, approved The Surgeon General's recommendation and further
B requesced chat cthe Commander, U.5. Arory Maceriel Command, upon the assign-
ment of a Medical Corps officer as Director of Medical Resgearch, take
necessary action to designate him as the responsible physician.33 Several
- conths later, .on 26 September 1363, Colonmel Blair was appointed to replace
- Dr. Sim, a position he held for eleven yeara.s4 Although it coculd not be
decermined at what level of authoricy this appointment was made, corres—
pondezce directed to the Commander, U.S. Municions Command, was obtained
- and it i3 agsumed cthart the Commander, U.S. Arcy Materiel Com—ard, approved
the designacion. By 1974 the practice of service secracary approval of
the ™Medical Qfficer Responsible for Volunteers" had come full cycle.
On 9 September 1974 Colonel MeClure, Director, Bilomedical Laboratory, was
appointad by the Secrecary of che Army, even though the goverzaiag regula-
tion (AR 70-25, dated 31 July 1974) required, as did the earlier version,
- that The Surgeca Gereral approve the appointment of the physician reaponsible
.Zor the medical care of volunteers. '

Although the level of approval autherity for appoiztment of the physician
- responsible for volunteersg in research apparently was changed, che author-
ity to approve a specific proctocol was retainmed by the Secrerary. Para-
_ gzaph 6, AR 70-25, dated 26 March 1962, Approval to Conduct Experiments,
— provided txar: "Iz {3 the regponsibility of the head of =ach major command
and other agency to submir to The Surgecn General a written proposal Ior
. studies which come within the purview of this directive. The proposal will
- include for each study che aname of the person to be in charge, name of cthe
proposed attending physician, and the derailed plan of the experimenc.
The Surgeon General will review the proposal and forward it with his com-
ments and rscexsendacions on medical aspecta to the Chief of Research and
Development for approval. When a proposal pertains to regsearch with nuclear,
biological or chemical agents, the Chief of Research aand Development will
subzmft the proposal, together with The Surgeon General's review, to the
- Secrecary of the Army for approval. No regsearch with nuclear, bilological
or chemical agencs using volunteers will be undertaken without the consent
- of the Secrecary of the Arzy.”48 AR 70-25 was rtevised in July 1974. The
- revision transferrted the f£inal approval authority from the Chief of Resesarch
and Development to The Surgeon General for all research using volunteers,
except research involving nuclear and chemical warfare agents. Approval
- for nuclear and chemical warfare agents was retained by the Secretary of

the Army.

-
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Medical Corps/Chemicel Corps Agreements

The procedures for zalning approval of che use of human volunteers in
checfcal warfare agenr experiments appareatly was well defined, to
inciude mandatory review and comment by The Surgeon General. Iz effect,
once The Surgeon General had reviewed a protocol, his role 1n chat phase
of chemical agent research was fialshed, unless specilfic requesca for
assiscance or acvice were received. Thus, the medical expertise avail-
able rfrom the Qffice of The Surgeon General epparently was absent during
the actual conduct of experiments. A means to alleviate this problem may
have been available through the inditfarion of a seriesa of Joint Hedical-~

Chemical Agreements.

The first kncwn agreement was dated August 1958 and was titled: 'The
Joiar Medical-Chemical Agreement to Conduct Xesearch and Develcpmentc.”
This agreemenc, which was signed by The Surgeon General and the Chief
Czemical! QOfficer, provided that The Surgecn General wvould zssizn a =med-
iza® doczor as Director of the Medical Research Laboratory (Biomedical
Laboracory) ~ho would have his performance rated by the Commandiag OL£ficer
of the Chemical Warfare Labcratories at Edgewood Arsenal. The Direczor's
seriaormance would be fndorsed by the Coomanding Gemeral, Army Medical
Xesearch and Developmest Command. Thus, the Director would work primarily
for the Chemical Corps and have the inicial part of his performance repor:
completed by his Chemical Corps superiocr; and secondarily he would serve
ag the chemical warfare advisor to the Commanding General, Army Medical
Research and Develcpmert Coczxand (which was directly under The Surgeon
General), who would be the indorsing officer for the ducy perforzance
reporz.’ The agreement appeared to be ean adequate methed for ilnsuriag
that The Surgeon General's office was kept informed of the Medical Research
Laboratory's efforts. The agreement was renewed in March 1939 «ich the
appoincment of a oew Chief Chemical Qfficerd/ and again in January 1963,
whez the Chemical Corps’' responsibilities were transfarred to the Army
Materiel Commanc.3®  Anocther reference to this agreement was fcund in an
August 1972 version, which was amended Zn November 1972, to allow for:
aopnual program placring and evaluaticn to be made jocintly becween The
Surgeon General and the Ccmmanding General, U.S. Ar=y Maceriel Commacnd;
periormance evaluation of the Blomedical Laboratory director to be made

$v Zdgevood Arsenmal Techrical Director and indorsed by the Commander,
Medizal Resezrch and Development Command; and for the submission of
cesearch protocols to U.S. Army Materiel Command for new clagses of
chemical agents not previously appreoved. These protocolsg were Lo be
revieved by The Surgeon Gemeral and forwarded to the Secretary of the

Arzy for approval.5

Other Regularory Controls

In 1964 cwo separate Department of Defense Instructions were published .
whnich seemed to separate chemical and biclogical regsearch from investi-
gatiocoal drugs research. The firstc, Department of Defense Instruction
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Musmher S150.5, dacted 7 February 1964, subjecc: Responsibilicies for
Resaarch, Jevelopm Test and Evaluacticn on Chemical and Biological
Yeapons and De;&nse 52 direcced that each service would be responsible
for craparatlon and conduct of 1ts own programs and that the Army would
be rzgponeible for joint reguirements. The second publicacion was Deparc-
mect of Defense Instruction Nuzmber 5030.2%, daced 12 May 1964, subject:
lovestigacional Use of Drugs ty DOD. It staced that: '"DOD assumes full
respaonsibilicy fcrt the protection of humans involved in research under
its spomsorship, whether this involves invescigzational drugs or other
“azards." To wmonitor this respomsibilicy, DOD dirscted chac each mili-

~<zary ‘departzent escablish, within the office of its respective surgeon
gererai, a formal board of professional personnel to consider each
research proposal from wichin that milicary department or from its con-
::ac*ors, 0t grantses, which may involve the use of human subjec=s in
clizical -nves::gac*on of new drugs. (To ilmplemenc this, the Army esca-
:l;s:ad the ~r—y Iavestigational Drug Reviasw 3Board. *urthermore, the
20D izstrmuccien proviaed that beiore a clinficel test wich zn favestiga-
liczzl drug wvas performed under the sponscrship of a military department,

zhe »lan of the resc and other pertinent detalls waould be submiczed to

the aprropriate review board. The board, in turo, would indicate i:s

approval and Zorward the plan wich 1its approval tc the service surgeon

general Ior confirmacion. DOD further dizected cthat each service would

prepare a plan to Izplementc the requlramencs alscussed above wichin 60

Atzached to the DCOD Znscruccticm was a memcrandum of understanding

days.
Education and Welfare and DOD concern-—

between the Department of Health,
‘ng: "Iovestigational Use of Drugs by the DOD."S3

h of che DOD {mstructions were signed by cthe Direczor of
arch and Engineering, they did not make relerence to each
tlco a pessible relationship. Nevertheless, the Aroy

ly perceived the requirements as separate and discinct. As

le, it appeared cthatc berween 1964 and 1974 a basic drug such as
1SD could be processed through two different channels, depending on 1its
pToposed use. Lf che invescigacor was wicthin che Medical Research and
Develorment family, the protocol would go before the Amy Investigational
Tug Reviev 3card (AIDRB) and receive final approval from The Surgeon
general. if varrancted (AR 40-7). On the other haand, the proctocol from
iovestigators emploved at the 3icmedical Laboratory at Zdgewood Arsenal
vould te routed through the Army Maceriel Command channels to The Surgeon
ceneral for concurremce on the medical aspects of the procccol (AR 70-25)
and Zinal approval was to come from the Secretary of the Army after receiv-
ing Tne Surgeon General's comments. AR 70-25 did not, and scill does nor,

: the cdrug (ILSD in this case) to be reviewed by ché Drug Review Board
as part oI The Surgeon General's procedurs. To compound the problem, chose
drugs which vere already being investigared on human subjects as iavesci-
gational drugs were not required by regulation to be submitreddéfor review

“
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afrer the AIDRB wvas asstablished. Thus, two different systems exigred to
seek approval for the same drug. Neither system, chemical or medical,
apparently provided for retroactive application to ongolng agent or drug
research previocusly appraoved.

Firglly, in November 1964 the Depar;ment of the Army published AR 40-7
(13 November 1964), subiect: Clindical Use of Investigationmal Dru&s.éa
-This regularicn superseded AR 40-2, dated 14 November 1960, and direcred

that aew drugs required for i{nvestigatiounal use would not be used withour

pricr approval of The Surgeon General. AR 40-7 also provided for extensive
reviev of tke proposed proctocol by the AIDRB. This regulaticn subsaquently
was revised and repi Alighed on 21 July 1.967é 30 September 1269, and 4 April

1575, without major modificarion or change.

Cn 10 September 1975 LIG Richard R. Taylor, The Surgeon Gemeral of the
Arzy, ctestified before Congress that: "ia October 1974, The Surgeon
General established the Huxen Use Review Office under the dirsction of
the AssZistant Surgeon General far Research and Development. The Zuman
Use Review 0fZice was charged with adminiscering and coordinacing activi-
zies of the Army Invesgtigatiomal Drug Review 3oard, the U.S. Army Medical
Rasear:ﬁ and Develcpment Comeand Centracz Review Board and The Surgzeon
General's Hu—zn Use Conmictee and Clinpical Invesc_gacion Commiczee, to
ingure uniforma applicacrion of ethical standards for human research gtudies
conduczad within or sponsored by the Army Medical Department and other
Arzy Agez=cies. The Buman Use Review Ccommittee is the central Arzy pro-
cegging point Zor all extramural and intTzmural human subject research
which cequire approval under proviszions of Arxzy Regulatiocns.” While dis-
cussing Defemse Againgt Chemlcal Weapons, Lieutenant Genmeral Tayler
Teportad: ''Turthermore, the review mechanisms applied to Edgewood have
been tightened over the last two years so thac protocols are reviewed by
the Armoy Iovescigational Drug Review Board and Human Subjecza Research
Review Board and relevant Department of Defemse and Food and Drug kmn aig-
Taclon regulations are followed. n72Z

Suspension of Human Volunteer Program

Oa 28 July 1975 Acrting Secretary of the Army Norman R. Augustine suspended
testing of chemical compounds on humen volunteers at tdgewood Arsenal.
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FOOTNOTZS
CHAFTER IV
1. General Order No. 62, daced 28 june 1918, by The War Department.
2. Chemical Warfare Service, Edgewood Arsenal, General Order No. 15,
dated 12 October 1922.
3. Che=fcal Research and Development Laboratory Special Publicatiom 2-51,

Evaluation of Mediczal Resea-ch Volunteer Program, published ig 1962.

4. Chemical Corps Advisory Council, Medical and Related Problems Com-
=ittee Meering Minuces of 20-21 March 1953.

S. QfZice, Chief Chemical Warfare Service Qfficer, Order No. 48, daced
L

(9%
[ 39
[
f—
-

Texz of Testimony of Lieutenant General Taylor, The Surgeon General,

6.
tc U.S. Senare, 94th Congress, lstc Sessiom.

Departzent of cthe Army,

7. Section 104 of che Act of 10 July 1950 (74 Statucte 322; 5 USC, 235a).
. Arsed Forces Medical Policy Council Papers, Fall 1952.

ary of Defense Memorandum for Secrerary of the Army, Navy,
ce, subject: Use of Human Volunteers in Experimental Research,
A

bruary 1953. '"Wilson Memorandum.'

Pagy -3

Secrerary of the Army Memorandum for Chief  of Stafii, Army, subject:
f Human Volunteers in EZxperimental Research, dated 20 May 1953,

11. Chief of Staff Memorandum through Assistant Chief of Staff, G-4,
for Chief Chemical Officer and The Surgeon General, subjecz: Use of Volun-
teers in Research, dated 30 June 1953 (CS:383).

12 Cocmanding General, Chemical Research and Engineering Command, Letcter,

k.

subject: Use of Volunceers in Research, dated 24 July 1953.

13. 1lst Indorsement to 12, above, dated 7 August 1953.

la. Secrecary of the Army Memorandum for Chief of Staff, Army, subjecc:
Use of Volunteers 1in Research, dated 5 November 1953. ‘

15. Chief Chemical Officer Letter, subject: Use of Volunteers in Research,
to Commanding Gemeral, Chemical Corps Research and Engineering Command,
dared 24 December 1953.
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&
16. Secretary of the “eneral Stall Memorandum, subjert:
teers in Pesearch, daced 16 October 1953.

lse of Volun-

17. -Suzmmary of Major Events and Problems for FY 54.

Tetter, subject: Recruicment of Human Volun-

18. Headgquarters, 2d Ammyv,
teers, to Class I and 11 Installation Commanders, dated 11 April 1955.
19. Medical Zesearch Laboratories Disposition Form prepared by the

Clinical RPesearch Division, dated 8 March 1956.

20. Medical Résearch Laboratories Letter, subject: Addicional Use of

Velunteers in Research, to Comanding General, Chemical Research and

Engineering Cezmand, daced 7 September 1955.

Research and Development Command Lecter teo Chiel

21. Chezical Car
rcoenc of the Army, subject: Additional Use of

o
Cheziesl 0ZIicerz, Dera
Voluzceers ia (. Research, dated 22 llarch 1956.

2. Rerort cf The Ad Hoc Studyv Group on Psychochemical Agents, published
Q

=

Nevezmber 1355,

23. “Madical Fesearch lLaboratcries Disposizion Form, subject: PRC 206/1

(Reference Walff Renarr). dared 14 Janumarv 18SA.

24. Chenical Corps Research and Development Command Latter to Dr. Welff,

dated January 1957.
25, Decuty Chief Chemiczl Qfficer for Scientific Activities Memorandum,
L5D Patenr Rights, to Cocmander, Chemical Research and Develop-

X

subject:
ment Coczoand, daced 3 February 1936.

26. Chief Chemical Qfificer Letter to The Surgeon General, subject: Addi-
ticnal Use of Volunteers in C4 Research, dated April 1956.

Z7. Tae Surgeon General Letter to Chief Chemical Officer, subject as 26,

zT:ve, dated 11 Azxzil 1956.

‘IE 5
of the Arov, subject as 26, above, dated 17 Yay 1956.
RIS Crezical Research and Development Cormand Letter to Chemical Warfare

Labcracories, subject as 26, above, dated 24 May 1956, wich Memorandum for

Reczrd by Dr. Spora.

30. Inforzal couversaticns with Colcomel Vogal (Retired), Dr. Spornm, Dr. K. C.
Imerson, Colonel Steed (Retired).
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31. The Adjutant General of the Army Letcter, subject: Use of Volunceers
in Research, to Comzanding Generals of Zone of Iorerior (ZI) A-mies, daced
18

AQ il 1957.

32. Chief Chemical Qfficer Letter to All Chemical Officers, suujec*-
- Medical Research Volunteer Program, daced 11 July 1957.

" 33. Chemical Regearch and Develcpmeﬁc Command Letrter, subject: Additional
Use of Volunteers in Research, ts Chief Chemical Qfficer, dated 20 May 1958.

34. The Surgeor Genmeral Letter, subject: Addirional Use of Veolunteers
in Chemical Wa;fare Research, to Chief Chemical Officer, daced 12 June 1958.

—

35. Chief Chemical Officer Letter, subject: Use of Female Volunteers, to
The Surgeon General, daced 14 Novemper 1958 (forwarding requestc from
- Chexical 28D Coomand, dated 4 November 1958).

36. Chemical Warfare Laboratories Iocernal Lercer, subject: Use of Volun-

teers for Agent EA 1779 Tescts, daced 10 Fepruary 1959.

37. Medical Research Laborarories Letter, subject: Appointaerntc of Addi-
ticnal stpous*bl Physician, to Chief Chemical Qfficer, dated 4 Novexzher

- 1958.

' 38. Chemical Corpe R&D Command Letter to Commander, Chemfical Warfare
- Laboratories, subject: Use of Volunteers, dated 8 December 1958.

36. Chemical Corps R&D Command Letter to Commander, Chemical Warfare

Laboraccries, subject: Use of Volunteers, dated 15 December 1938.

40. Chemical Warfare Laboratoriles Lectter to Director of Medical Resesarch,
subject: Use of CW Agents on Velumceers, dated 23 December 1953.

41. Chemical Warfare Laboratories Lectter to Army Chemical R&D Command,
subject: Use of Yolunceers in Testing EA 1779 (CS), dated 30 December

- 1958.

42. Chemical Warfare Laboratories Lecter, 27 July 1959, regarding
approved agents to be used on humans.

43. Summary Sheet, Chief Chemical Officer to Chemical Corps R&D Command,
proposed volunZeer studies of EA 1476 and related compounds, dated 30 July

1955.
44, Chemical Corps R&D Command Letter to Chief Chemical Officér, subjacc:
- Proposed Volumteer Studies of EA 1476, dated 17 July 1959.
<
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45. Secretary cf the Army Memcrandum for Chief of Staff, subject: Use

of Volunceers 1a Research, dated 8 Ocrtober 1959.

46. Chezical Corps R&D Commmand Latzer to Commander, Chemical Warfare
Laboratories, dated 23 CQctober 1959; Leccer from Chemlical Warfare Labora-

- ‘taries to Direcctor, Medical Research Laboratory, dated 17 November 1959,
subjecc: Use of Volunteers in Research.

— 47. Chemical Corps R&D Laboratories Lecter to Commanding General, Chemi-
cal Command, subject: Experimental Exposures of Men to Propellant Vapors,
dated 2 August 196€1. : ’
48. Army Regulation 70-25, deted 26 March 1962, R&D Use of Volumteers as

Subjects of Research.

Chief of Hesaarch and Development Memorandum to Chief Chemical Officer,

- 49.
subjecc: Appeintment ¢ Physician in Charge of Volunteers, dacted 20 April
1956.
50. The Judge Advocace General Memorandum regarding physical presence of

physicizz {n charge, dated 17 November 1958.

51. Chief Chenmical Officer request of 17 April 1959, Medical Officer
Respcngible for Yolunteers. 18 Junme 1939 approval by Under Secretary, Arzy.
- 52. Chemical R&D Letter to Comzanding General, Chemical R&D Command, sub-
jacz: HMedical Officer Responsible for Volunteersz, dared 17 July 1962.
- 53. Chemical RAD Letcer zo Commanding General, R&D Comemand, subject as
52, above, dated 20 March 1963.
— S&. Ar—y Maceriel Command Letter of Appointmentc, Medical QfZficer Responrsible
- for Volunceers, daced 26 September 1963.
55. 4Army Regulacion 70-25, Research and Development Use of Volunceers as
Subjects of Research, dated 31 July 1874.
56. Joint Medical-Chemical agreement to conduct Research and Develcopmenc,
- signed by Major Gemerals Zavs and Creasy in August 1958.
57. Joint Medical-Chemical agreement to conduct Research and Devealopment,
signed by Maicr Generals Hays and Sctubbs 1in March 1959.

58. Joint Army Medical Service—Army Materiel Command agreemant on Responsi-
bilicies for the Conduct of R&D Defense Against CG Agents, signed by
h General Besson and Lieurenant General Heaton cn 23 January 1963.
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Augustc 1972,
60. Sum=ary Sheec, gsubject: Projecc Manager for Agent EA 2277, daced

18 April 1962.

61. Secrerary of the Army Memorandum to Secretery of Defense, subject:
Use 0f Chemical Agent BZ, dated 20 June 1962.

62. Department of Defense Instruction Number 5160.5, subject: Responsi-
pilicies for Research and Development, Test and Evaluation on Chemiral
znd Biclogical Weapons and Defense, daced 7 February 1964.

63. Departmené cf Defense Instruction Number 5030.29, subject: Investi-
gational Use of Drugs by DOD, daced 12 May 1964.

64. A-my Regulatiom 40-7, Clinical Use of Invescigatiomal Drugs, dated
13 Novenber 1964.

65. Army Regulatioun 40-7, Clinical Use c¢f Invescigatiomal Drugs, daced
21 July 1967; superseded on 30 Sepcember 1369 and 4 April 1975.

66. Edgewood Arsenal Letter to The Surgzeon Germeral, subjecz: Physiclogi
tress Aspects of Chemical Agents, dated 19 June 1969.

cal

67. 26 August 1969 The Surgecn General Indorsement to Chief, Research and

Developmentc, Department of the Army.

68. 3 Septezber 1969 Chief, Research and Development, lLodorsement to
The Surgeon General.

§5. 12 Septexmber 1969 The Surgeoﬁ General Indorsement toc Zdgewood Arsenal.

70. Biomedical Laborarory Letter cto The Surgeon General, subject: Plan
for Glvcolate Agents, daced 6 March 1972.

71. XNews Release from Office, Chief of Informacion, Department of the
Ar—=y, dated 28 July 1975.

72. Prepared statement by Lieutenant General Taylor, The Surgecn General

Departaent of the Adrmy, before the Subcommittee on adminiscrative Praczice

and Procedure of the Judiciary Commitiee, 10 Sepcember 1975,

73. Secretary of the Army Memorandum for Commander, U.S. Army Maceriel
Coc—and, subject: Medical Officer Respomsible for Volunteers, daced
9 September 1974.
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CHAPTER V

EUMAN VOLUNTEER SELECTION AND SCREENING

Ceneral

The purpose of this chapcter is co address the implemencation of the
Human Volunteer Program, to include recruiting and the thoroughness
of the medical screeming of volunteers.

A¢® mecTioned previously, volunteers have served the medical element of
the U.S. Army Chemical Research and Development Laboratories simce the
establishment of cthe Medical Division in 1922.1 Records indicared chat
prior o World War II cthe volunteers were employees of Edgewood Arsenal
whno usually were partT of che various research test projects. Duxrizg
werld wWar II there was large—scale use of volunteers at wvarious test
sices throughout the United Scates. TFollowing World War II human
volunteer resources were apparently mert as they were prior to the
i.e., =y loczl assigred persompel. This was the case until May 19
wvhen the first coutingent of che formal volunteer program arrived a
2 Very lictle is kanowa about the recruiting mechods, meadical
screening procedures, and utilization oI the volunteers prior zo 1933;
aar was 1z determined 1f this wvoid was the result of routine destzuczion
of records or if there were simply fewer and less complece records main-—
tained. 1t {s probable that the Nuremberg Trials had & sizmificant
izpact on :the thoroughness with which research records wvere malntained.
As discussed {n Chapter IV, the Armed Forces Medical Policy Council
escatlished che rules of the Nuremberg Code as am esgentilal part of
future medical research Iinvolving the use of human subjects when in
1952 they recocmeanded that the Secretary of Defense permitc the use of

Sumans iIn medical research.

Secretary of Defense Wilson's memorandum to the service secretaries in
Tebruary 1953 established the procedures to obtain authority to conducs:
research with chemical agents involving human volunceers. However,
program initciacive still rested with the laboratory. It was the
responsibility of the research fgvestigator to justify the need to use
hu=mans io experizentations. There was evidexnce that this respensibilicy
was not new to the Chemical Corps medical investigators, nor was it taken
iightiv. 1Ia fact, months before the Secretary of the Army had approved
implementing instructionms, the Chemical Corps Advisory Council was
consicdering the Impact of the new reguirements the Nuremberg Code

placed on them. On 20 and 21 March 1953 the Chemical Corps Advisory
Council zer at Edgewood Arsenal to consider these medical and related
problems.3 The Council members noted that human experimentation within
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the praccice of medicine had been conducced for a long period aof time,

theugh uswally on severely 11l pacienrs who went to a doctor for help.

Tie Council stressed that the problems confroncting the Chemical Corps

vere entirely different in that experiments would be performed on

acr=al, healrhv individuals and subjecting them te a certain degree of
they allowed chat careful consideracion had to be given

daznger. Thus,
and safeguards escablished in terms of the moral, ethical, and tachknical

aspectcs of the problem of using humans. They reported that basic deci-
sions vould have ro be made regarding the type of experimencal wark
viiich was feasible and correct; the rules of couduct which would be
followed to create the maximm safeguards; and cthe procedures which
wiuld be established to determine whether the information to be obtained
wvould justifv che risk Iimvolved. Following these considerations they
reported that the practical problem of how to obtain a steady £low of

human volunceers would have to be addressed.

U
(-

The Council (which consisted of beth milizary and nonmilicary members)
discrssed aumerous problem areas, many of which are prevalent today.
The Chairzan of the Council (a civilian medical doctor) opined thac
"certain problems wmust be considered more adeguataly 1if normal sub-
jeczs are to be used in experiments, the purpose of vhich 1s noc co
benefiz the subjact or people with disease, bur teo afd in military
macters. The experizenter in each instance must be a physicianm, and,
in viev of the moral and ethical praccices embodied in the Hippocraric
excremely difficult for the physician cto judge, in an
cype of experiment to be performed and what the
From that poinc of view, con-

Qazh, it <ill be
unbiased mannmer, che
possitle hazards are to the patient.
sideracion wust be given to merhods of choosing experimental subjects,
vhat reguiations govern the divulging of Iinformaticn to volunteesr sub-
jeczs as to the hazard involved, and whether or not that should, in

ary wav, be the responsibillity of the physician direccly involved in

the experizent.”" They also discussed the aeed to define ''nonhazardous”
experimencs and those which mav be hazardous to a degree and which would
be considerad line—cf-duty (such as ctroop gas chamber exercises). The
Council also recognized the need for a clear and overall ser of funda-
mental principles, so cthat a proposed plan for experimentarion could

be evaluaced in terms of those criteria, thereby avoilding iadividual
decisious wnich would eventually result in a wide range of standards.
Although there was po direct evidence to iadicate the impact that this
Council had an formulating future policy, it is appareant from the sub—
ject —acter discussed that they had considerable expertise in the field
of chermical and medical research, especially as it would invelve human
volunteers. The implementing authoricy, Chief of Staff Memorandum 385,
for use of volunteers in research was published by the Army Chief of
Staff om 30 Jume 1953.% This document set forth eleven basic principles

for the use of human volunceers in research:
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a. The veluntcary consent of che human subject 1s absoclutely esgen-
tial and cust be obtaiped in wricing wich & proper witnesas.

b. The experimect must .be such as to yield results essential to
the Army or for the good of society, unprocurable by other methods.

c. The experiment must be based on animal experimentation and knowl-
edge of the problem so that the anticipsced resulis will justify performance

cf the experimenc,

d. The nux=ber of medical volunteers uvsed ghall be the minimm
requli~ed co obtailn the essential dasta.

e. The experiment will be conducted so as to avoid all ucnecessary
physical and mental suffering and injury.

£. No experiment 11 be conducted if there is any reason to believe
that death or disablizg injury may occur.

g. Proper precauctions will be made and adegquate facilities provided
to prozect cthe medical volunteer againmst all foreseeable pogaibilities of
injury, disability, or death.

h. The experiment will be conducted only by scientifically qualified

persons and the medical care of the volunreers supervised by a qualified

phyaician,

The physician 1n charge must be prepared to terminate the experi-

4
1. -~

ment at any stage if he hag any cause to belleve continuation may resulc
in injury, disabilicy, or death.

K. The medical volunteer must be informed that at any time during
the course of the experimenr he has the right to revoke his consent and
withdraw from the experiment, without prezjudice.

1. Use of prisomers of war in human experimentation is prohibited
under any circumstances.

test emphasis ino terms of detalled guidance was placed on the
cthege principles, i.e., volunceer counsent, which will be dis-

st
cussed Iz depth in Chapter VI.

oW

A request o conduct experiments with nerve gases on volunteers was sub-
tted {n August 1953. Permission was granted in November 1953, however,
iz did pnot provide for a source of voluntesr subjects. On 12 March 1954

The Surgecn General prepared a set of prinmciples, policies, and rules for
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or the use of human volunteers In wedical research. With four exceptions,

Jese princizles genmerally were the same as those published in Chief of

The first rule was in the form of expanded guldance
regarding velumteer consent. WNexr, rules 7 and 8 of the Chief of Staff

Memorandum 385 guidance wvere expanded as follows: "Adequate preparaticus
should be made and adequate facilitieg provided to protect the experimental
subject against even remote possgibiliries of Injury, disability or deach.

- Tnds {includes hespitalization and medical treatment as may be regquired.
Ibe experimeant should be conducted omly by scientifically qualified persons
(izcluding an adecuately trained physician) who shall be required to exer-
cise the highest degree of skfll and care throughout the experiment.
Céupetent comsul tants should be gvailable on short notige In this conmec-
tion." Pipally, there was included an additional rule: "Agenrs used in
research wust have the following limitring characrteristics: controllable
lethality; ao serious chronocity anticipated; effective therapy available;
and adequate background or animal experimentations.”” These were got
iztended to replace the rules get forth in the basic poliég (Chief of
Staii Memprandum 385), but rather to clarify their intent.

Z Memarandum 385,

Prior to :this, inm April 1953, the Chemical Corps Advisory Council recocm-
zended a svstem be developed to provide a pool of volunteers for chemical
variare research at che Army Chemiczl Cencer (Zdgewood A:senal).6 This
problem vas again discussed by the Medical Committee of the Chemical Corps
Advisor? Council on 30 September 1954, The report of that meeting indi-
cared a requestc for a continuing supply of volunteer subjecctcs had been
submiczed to the 0ffice of the Secretary of the Army dnd the official in
charge of oanpower in the Office af the Secretary of the Army had expressed
approval of the reguest. Thuns, favorable action was reportedly anticipaced
in time to have volunteers available by January 1355, It was further recor-
ded chat if such military volunteers were not supplied, the Medical Labora-
tcries would have to continue obtaining a sporadic source of volunteers,
both milicary and civilian, from the perscunel of the Army Chemical Cencer,
This comnment was attributed to the Chief of the Clinical Research Division,
Hedical Laboratories, and is interpreted to mean that between the time
formal approval for the use of volunteers was granted in November 1953

and the time of the Committee meeting (September 1954), volunteers were
recruilred from persoonel assigned to Edgewnod Arsemal. There were no
volunceer medical records f{ound which would corroborate this assumption.
Bowever, witnesses contacted during the inquiry stated such records pormally

were not xept for volunteers from the laboratory.

The Cocmictee report also contained a statement that: 'The Laboratories
drev up a formal program and submitted it to the Secretary of the Army

for approval (referring to the 7 Augusc 1953 request for approval to test
nerve agents in humans); approval for the plan bad been received (referring
to the 5 November 1953 approval by Secretary Stevems).” This program
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porcedly visualized four types of studies for human volunteers. "The
s

st categorv consiscs of planned, hazardous experiments where there {
a clear—cuc risk, buc with intelligenc, adequate supervisionm, safeguards,
and adequate therapy available, ic 1s felt that no irrevocable damage
Experiments will not be actempted where such damage can
These fcr= the type of experiments for which the Army
approval has been received and the only kind where such
approval is required. Another cacegory includes risk of accidentsl
exposure Ca hazardous degree. The fullest possible studies should be
made of any such unplauned exposures. The third category comsists of
experizents that are ounly potextially but not definitely hazardous.
The experizents would be hazardous if the individual, despite previous
examinacion and check—-up, should prove unusually sensitive, or if there
occurs an accidental error or break iz technique. The fourth category
of procedures will be chose designaced non~hazardous, experiments
involving no hazard greacer cthan that of crossing a highway."

re
fir

K
-

will be done.
be foreseen,
Secretary's

Precaraticn for Volunteer Recruditment

Cn 13 Occober 1954 the Cormander of the Chexmical Corps Medical Research
Laborateries subrmitted a request to the Cccmanding General, Chemical
Corps Zesearch and EZogineering Command to establish a procedure fZor the
recruitment of z=ilitary volunteers for use in medicsl research asso-
ciacted wich chemical warifare. This request recommended establishment
cf an Army—ide volunteer rectuitment program that would provide the
Medical Research Laboracory a continucus flow of 20 volunteers per
moath. The request was forwarded to the Caief Chemical Officer, Departc-
ment of the Army, on 13 October 1954. Based on a recomendation from
the Office of The Surgeon General, the Medical Research Laboratory's
proposal was disapproved in favor of a less expensive plan.9 The
aicarcacz plan suggested that specific installations, such as Fort
Meade, be contacred and the groundwork laid, through The Surgeon
General's representative at each station, to obtain approval of the
local zcmmander to recruit volunteers f£rom his imstallacion. Om-

25 January 1955 the Army Chemical Cencer (Edgewood Arsenal) published
the firsc known Standard Operating Procedure (SOP) dealing with mili-
rary voluncteers for chemical warfare. O The staced purpose of this
memorandum was to outline the procedures for processing of milicary
volucteers for medical research conducted at the Army Chemical Center

by the ChemIcal Corps Medical Laboratories. The direcctive provided for
the recruitment of volunceers from Secound Army Headquarcters at Fort
Yeade, MDD, for temporary duty (TDY) at Edgewood Arsenal. The volun-
teers were o be provided administrative support, rations, quarcers,

and supplies upon arrival. TFollowing these arrangements, volunteers
were scheduled for physical examination and orientaticn relative to

the ctest program. The directive also allowed the Medical Laboratory
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the vclucteer for observation and treatment beyond the
No mention was made of the decralls of

[N

staff to reraiz

norzal attaciment, if necessary.
the physical/mencal examinations to be given prilor cto che volunteer's

acceptance into the program or of a follow-up examination ac the Comple—

tion of his cemporary dury.

Records found at Edgewood Arsemal ind{icated that during the period 5-23
January 1955 zhe Chemical Corps Medlcal Research Laboratories and the
dero Hedical laboratory, Wright-Pattersan Alr Force Base, conducted a
jolnt reseatch project at Wright-Patterson Air Force Base to imvestcigate
No authericy for the
cf this experiment was fou~d during the iInquiry. If approval
was ot sought because che test was comsidered 'only potemtially, but
oot definitely hazardous,” and thus according to the earlier inrerpre—
taction pot regquiring Secrertary of the Army approval, it would have indi-
cated, as a minimum, a propensity towards a liberal incerpretacion of
tlsc, 1t Is pessible that zpproval was obtaimed chrough U.S.

conducC

policy.
A7r Force chacznels, although no records of this were retained or found
in the laboracory f£iles. However, records were found which indicated

that the Ay=y Medical Laboratories supplied 10 volunteer subjects for

the project; Individual medical records for these volunteers were oot

located.

TIn late February 1955 cthe Medical Research Laboratories began their
preparaction for recruiting voluoteers fzom Fort Meade by furaishing an
inforzation letter to the installation indicating the type of test planned
for use of volunteers.lZ The volunteers were advised that three cypes of

investigacions would be conducted:

Toe minimum systemic and local effects of certain toxlc agencts,

3.
The docu-

which would imvelve inhalarico of small amounts of nerve gas.
ment allowed that volunteers would be tharoughly informed about all
procedures and what was to be expected during each test; every precaution
would be caken te protaect the volunteer against danger or serious discom-
fort; and physicians and other scientists who had previcusly been volunteer

suhjects wculd be in attendance ar all times.

k The evaluation of chemical warfare equipmentc, such as the test-

ing <f chemical items designed to protect the individual scldier, Testing

of this equipment required wearing trials before the items were standardized.

. [mvestigations involving the problems of adapting defeasive items
to natural human capacicies, such as a manual dexterity cest using pro-
tective gloves. Moreover, each volunteer wvas to be free to derermine
vhecher or not he desired to participate after he received a full explana-
tion of the test procedure and bhe was to be free to terminate his 30-—day

texporary duty tour at any time.

4
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Iocluded wic 2 info.-ztion letter referenced above _s a doc .T
cizied: 'Medical Research Volunteer Program,” which was incended co be
zandatcorv readlng for all voluateers, and an ackaowledgerwent that it had
been T aod uaderstood was _ncluaed in the "Human Voluncteer Agreement”

form. AL the same tine, the Medical Laboratory established an "Indoctri-
naciecn and Screening Team’ of two Chemical Corps officers and one medical
oZficer to be responsihle for selecting the qualified individuals frem
acmong the volunteers. The appointment of this team and cother arraogements
were zade as a regulrt of a ccmmitment by 2nd Army Headquarters to provide
20 volunteers per 30—day perlod to the extent possible. The letter also
aenounced that the oriencation and identification of individuals under
cousideration for selection would be accomplished only by persomnel
assigred to the Chexmical Corps Research and Engineering Command. Further,
¢ad Army would transmit and provide for exploitacion of the- preliminary
recTuiting material provided by the Chemical Corrs. Additionally, 2a
Arzry would assemble prospective volunteers, ag requescted, for detailed
orilencacion and final screening. However, 2nd Army would not engage
direczly in any aspect cf the orientatioun and scréening process. Availl-~

scords indicated that during March and April 1355 Chemical Corps

able
coujunction

Medical Research Laboratories personnel developed a program in
wizh Zeadguarters, 2ad Aroy, represencatives and che chiefs of the various
teckoical services (Quartermaster General, Chief of Engineers, ecrc.) to

recTuls, screen, and select volunceers from the 2nd Army area. Oo 21 April

1953 Zeadquarters, 2ad U.S. Army, published a direccive to the insczllacion
com=anders in ics Army area establishing procedures for selecting volun-
teers.® The directive provided that when finally selected, the volunCeer
would be nlaced om TDY to Edgewood Arsenal for 30 days. The requirement
for volunteers was established as 20 per month. The directive provided
that when sufficient nomfnations were received, an orientation team from
the Chemical Corps Research and Development Command would conduct a brief-
ing for the volunteers. Those who still remained after the briefiazg would
be reguested to sign a volurteer participaricon agreement.

h

r

No direct evidence of the type medical and psychological exzminatiom given
to these early participants was available, however, some newspaper articles
publisted during the recruiring effort were located; they indicated ‘that
trelizinary examinations were planned for volunteers. In March 1955 che
Balcixcre EBvening Sun and the News-Post published articles about the up-
coming experiments.--2 In these articles it was reported that the volun-
teers would be carefully screened for physical and psychological suitabilircy
pricr to testing. Im aApril 1955 a similar article appeared in the Aray
Timesi® vhich reported that "All volunteets would be screenmed car erully
Sy three different groups to decermine their physical and psychological ’
suitability." The three groups, although not further identified, probably
were: (1) the military unit, where potential volunteers were screened Co
insure z5ey met the initial selection prerequisites: Intelligence (Apci-
tude Area I Score of 8Q or above), completion of basic military training,
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(a general health racing established froc medical exaxmina-

thysical prefile
tiorn and recorded iz the individual medical records), age group of 17 to
35, remaizing service of at least six monchs, and have an organizarcion and

A afficial rececrd wvnich countalned no adverse informarcion; (2) the orien-

ATy

tation team mentioned earlier chat mer with the volunteers after inicial
screening and prior gelection for cravel to the Medical Research Labora-
tories; and (3) che doctors who examined the volunteers ar the Laborstories

prior to participation Iin experiments.

First Formal Volunteers from Second Arzv

The first contingent of 16 soldiers from Second Arzy Headquarters was
Teported to have arrived at the Army Chemical Center un er this program

cn 2 May 1955.1 A computer printour, based on data available from indi-
vidual volunteer medical records, indicacted that the firsc experimental
use of these volumteers occurred on 20 May 1955.17 A sampling of the
svailable volunteers' records revealed that the medical examination of
these early volunteers included: a stcandard report of medical examipa-
ticn; report of medical hiscory; chesc X-ray; urinalysis cest; and an

IXG recording. Hany of the records, however, were incomplete in that

they did znoct reflect the type of chemical agent administered to the volun-
cteer, the method of administraticn sf the drug, or the dosage given. It
also was appareat that the origimal plan for medical evaluatioun of the
volunteers did not include a Zinal or exit type physical examinacicn for
However, arrangements to corTect this oversi§gt ware wmade

the voluntesrs.
= The exit

prior to the departure of the group that arrived in May 1953,
examination provided during the 1955 time period appeared to cousist of
a chesc X-ray and an exit interview. There was an indication chat cthe

purpose of the incerview may have been for an evaluation aof the volunteer's
attitude in order to reinforce future recruiting efiorcs, rather than eval-

vation cf his total medical well-being.

Volunteers Zrom this source continued to arrive at Edgewood, during the
remainder of 1955, from Fort Knox, KY, Fort Meade, MD, and Fort Moaomouth,
NJ. 18 Approximacely 140 volunteers were received during 1955. The avail-
able records of these volunteers, which wers, in most cases, incomplete,
indicated that they received a medical exzminaticon, signed a volumrteer
stacement (although pot available in all cases), and were used in experi-
zencations involving nerve and mustard gases and perhaps other agents.
aovever, by June 1956 the number of voluntesr subjects from Second Army
the various technical service insctallarions dwindled to five or six

and
per ponth. The Hedical Research Laboracory stated that despite their
vigerous eZforts in recruitment of volunteers, troop commanders did not

place suificienc prioricy on the prograz. They argued that Department of
the Arzy should compel troop commanders to release volunteers despite
shortages in other critical areas. With the inclusion of psychochemical

compound experimentation in 1956, the medical screening was expanded to
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taoclude a social hiscorv incerviev and the Minmesota Multiphasic Zer-
sonalicy Invencory (M4PI) to exclude theose volunteers who might react
adversalv under situacions of psychological stress. Although available
records were not sufficiencly complete to determine exaccly when these
tests were included, it appears they were being emploved in early 1957
and perhaps lace 1956, when the first volunteer records clearly indicaced

the use of LSD on volunteers.

Continental Army-Wide Recruitment

—

= April 1
ous withia the United States.20 The Deparment of the Army di ected Army

o
jorn

cozmmanders to assist in the recrultment of volunteers and to release a mini-

mm of 30 per bounth oo a rotating basis the six Army cormanders were
each given two months per year in which they would furnish volunceers).

The ter= "Recruitment' was defined in other publications® as: 'reszccicred
to publicizing the program, accepting applicatiocms, and selecting a gquota
irow acoang those who applied.” No coercion or enticement of volunceers
vas permitcred. The April 1957 directive held that: '"The voluzmtary con-
sext ¢T the humar subject is absolucely essentXal. This means thar the

cerson involved should have legal capacizy to give cousent; should be so
sicuated as o be able to exercise free power of choice «withour the iacter-
vencion of any element of force, fraud, deceiz, duress, over-reacaing, or
other ul-erior form of constraint or coercion.” It further provided thac:
"Iz all experiments invelving volunteer test subjeccs, the individuals are
thoroughly infcrmed about all procedures, and what can be expected during
each test.” The Army commanders were asked to emphasize the program within
their commands 3nd to stress such matters as: the need for veolunteers;
thorcugh physical examinations; awareness c¢f the applicaction process;
gecessicty of a volunteer agreement stacement; quality of accomoodations

ac che Zdgewood Arsenal test site; a liberal pass policy for velunceers;
availability of letters of commendation for voluntser service; and the
availability of temporary duty (TDY) pay ($1.50 per day) to volunteers.Z20

The reneved emphasis placed on the recruitiag of volunteers from all Aroy
areas wichin the Uniced States was apparently productive as the total
volunteers received in 1957 was reported as 298 as compared to 100 for
1956.21 Total volunteers for 1958 was reporcad as 383.1 During this
period (1955-1938) only =wo volunteers were reportaed as ''ohysically
unqualified.”l+2l Ir oust be nocted that official and unofficial doca-
Dents discovered during the inquiry differ (in some Iinstances considerably)
in reporting the number of volunteers, and all figures are reporzed as the
best evidence available rather than as absolute .figures. !
In laze 1957 the Air Torce agreed to furnish volunteers to the Chemical
Corps. Records indicated that this praciice continued uncil July 1961

and included approximately 350 airmen.?t
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During 1933, in addfction co the normal cllinical experimenrcs conducced at
“dzevood Arsenal, "field cfests' were conducced wich volunteers from

(=] v 27
Fort 3ragg and fort Bolabird.“* These ctests will be discussed in sep-

arace chapcers of this reporc.

Recaplrulacion of Volunteer Utilizarcion - 1962

3y the end of Jume 1962 reports indicated 2,588 volunteers had been used

at Zdgewood siace 1955; approximately 350 of these were Alir Yorce person-
nel.* ©During the same period, 49 volunteers were reported as physically
wmqualified; 61 had requescted releagse from che program;. 35 were reportedly
returned to their unirs for disciplinary reascns; and_ & had refused to
participate in the program after arrival at Zdgewood.~ Iigures available
for the "use of volunteers' showed that 117 were used in lechal ageat tescts;
273 iB incavacitarting agent tests; Ll3% in miscellaneous physiclogical tests;
and 497 ia macerial tests.

waluacion of Volunteer Subijects

b
A,
[
8]
S
4]

ccrzs rerflectaed that by 1962 volunteers spent their fizsc chree days ac
ewood tveceiving what was termed the most thorough phvsical exzmination
v ever had. The examnation, which was conducted bv a physician, in-
cluded chest X-ray, electrocardiograzm, tests of liver and kidmey func:iica,
as well as hematological tests (blood studies). The ¥PI (Minnesota Mulrci-
oh ¢ Personality Inventory) was repaortedly given to all volunteers and
ed bv a psvchologist or psychiatrist to determine behavior pacterms

£ the volunteers. Successful complecion of cthese tasts qualified the
subject for use in experiments with ancicholinesterase compounds (merve
agents), rioC comntrol agents, some therapeutic drugs, and tests ol pro-
rective zacerial (wnich ofren did mot involve drugs). I the vvlunteer
passed these tests, he was given an electroencephalograph test, a per-
sonal iInterview with a psychiatrist, and a blocd chemiscry amalysis.

To be eligible for psychotropié drug experiments the volunceer had tco
success fully complete all screening tests. '

Post—-1962 Recruicing Procedures

Tn March 1962 the basic guidance for "Use of Volunteers as Subjects of
Research’ was published in AR 70-25. In July 1962 The Adjutanc General,
Headquarters, Department cf the Arzy, published a letter to the Commanding
General, U.S. Conzinental Army Cocmmand (CONARC), subjecc: Use of Volun-
teers in Research, authorizing procurement of volunceers by recruiting
itom theﬁzone of Interior (ZI) Army areas for cemporary duty periods of

60 davs.- The screening process was changed somewhat at this time. Army
area corm=anders would select the major installacion in cheir area where
volunteers would be recruited. The post commander would survey his troops
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for poctezcial volunceers, following which a Chemical Cerps recruiting

tezm would arrive at the post and present a briefing to an assembly of

as many as 500 exlisted personnel. A follow—up Chemical Corps temm would
arrive later to review che medical histories of the potemtial volunceers
and select 50 from those considered most eligible. The 60 men were placed
oun TDY orders to Edgewood Arsenal, where each volunteer again was given a
standard physical exax=ination without regard to the date of his last exam—
ination. Obvicus medical rejects werzs dropped from the égent programn irme-
diately after a disqualifying finding was decerminmed. In additiom toc the
general physical examination, volunteers received a complete hemogram,
urinalysis, serology, chest X-ray, EXG, EEG, liver and renal function
bacceries, psychological tests, and a pgychiatric interview. The Zfinal
selection of volunteers for the agent program was made by a board of
medical officers who were permirted to reject voluntaers who otherwise

met all qualificacions 1f, in their judgment, the subject should aot be

Oune report held that as of 15 December 1963, 2,863 voluntaers had

used.
24

been available and were used in 2,279 exposures of 90 chemical agenrs.
These figures, although from official reports, cannot be considered abso-
luce since cthev are ia conilict with other otfficial publicacions, znd in
some cases vary as wuch as 271 (Footaote 24 indicacted that chere were 218
volunteers available in 1957, while the publicatiomn in Footnote 1 snowed

298 volunteers for the same period).
cords indicated chat this volunteer selection system was still iz use
July 1966 when the Commznder of Edgewood Arsenmal teported that, as of
July 1966, a total of 4,360 volunteer test subjects had beexn utilized
the oedical research progrzm at Edgewoed Arsenal witch no deaths, no
injuries, and no observable residual effects. 25 On 17 January 1967 The
Adjutant General, Department of the Army, again directed the Commanding
General cof the Continental Army Command to provide volunteers to Edgewood
Research Laboratories.®® Thig lecter provided for the volunteers (average
of 40 per month for 60 days TDY) to be medically scTeened by their stacion
from Edgewood could not be made available for that pur-

surgean 1f a tesm £t
pose. Otherwise, the directive was similar to those published previcusly.

B p

Evaluation of Volunteers for Use in Psychochemicals

Available historical records located during the research effort indicated
that a cocprehensive set of Standard Operating Procedures (SOPs) was
available within the Clinical Research Department of the Medical Research
Laboratories. Cae of these SOPs, published in 1968, dealt with "volunteer
screecing and selection” and provided dectailed guidance for the psycho-
logical/psvehiatric selection of volunteers.27. It provided guidance for
screening the medical history of the volunteer, evaluation of his general
aptirude (GT Score), the MPT tegt, family history, and other data. The
final result of the screening procesa was to place each volunteer in a
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at y C efuln ;. A rating of "A" meant the iunteer cleared

or peychoche=ical testing; "B" zmesnt bhe could receive a low-uose of psy-—
icals only; "C" meant no psychochemicals could be used ocn the volun-

treer; and 'D' meant the volunteer could be used for equipment tmsts only.

Re—Pvaluation of Volunteer Requirement - 1973

I~ general, the process of Army area comsmanders providing up to 500 per-
sonnel for orientations/briefings conducted by a team from Edgewood
Arsenal conctinued through 1973, when Army organirational changes caused

a re—evaluacion of the method of recruitment. Eowever, the acreening and
selection process for deter=ining which vclunteers qualified for use in

which experiments remained about the same.

A~review of the volunteer medical record files revealed that no records
were retaized for the period prior to May 1955, 1f£, in fact, records were
prepared at all then; and chac. from 1955 through 1958 most of the records
wvere inadequace and Iincomplete. Gradual improvement was noted in beth
record completeness and the medical screening process starting in 1859.
Tcere were scme notable exceptions to this general Improvement trend; one
such exception was evidenr in the comparison of official reports for the
year 1960, which indicated that i{n excess of 500 volunteers were used at
the Medical Research Laboratories. However, only aporoximarely 40 volun-
teer records actually indicaced that a chemical agent was adzministered.
Other excepciouns to good record keeping and medical screening processging
were apparect in che lack of records concerming the military intelligence
drug testing program coaducted at Edgewood during 1958-1960, and to a
lesser extezt, the "field tests” conducted at Forts Bragg, 3emning, and
McClellan. These will be discussed individually in later chapters.

Army, to include formation of the Trairing ard

The reorganization of- the
and the XIlitary Persconel Center Command

Dectrine Car—and (TRADOC)
(MIIPTRCIN) ia 1973, required the Medical Research Laboratories to renew
their efforts to obtain volunteers.28 4t the request of the Ofiice of
the Chief of Research gnd Development, Department of the A:my,30 the
iomedical lLaboratory (formerly Medical Research Laboratories) su
a justification to continue the selection process in a mapmner similar to
methods used prior to the reorganizaciom, i.e., have the area or pest
co=manders assezble Croops for orientartion and briefing (installatious
to be selected Dy the newly formed TRADOC); and concinue to have the
initial screeaing process to preselect approximarely 80 (formerly 60)
volunteers for temporary duty at Edgewood Arsemal, where the second
screening process would continue to take place. Additiocnally, che
period of TDY was requested te be raised from 60 to 90 days to allow

for becter ucilization of the volunteers.2d

tted
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4s of 30 June 1973 records reflecred that 6,408 different volunteers had
been used in medical resesrch by the Biomedical Laporatory for a total of

6,709 volunceer tours (chis includes repeat tours). 31

tion did have an effect on

Iz appeared that the change in Army organizacd
although not irmediartely.

the Bicmedical Laboratory's recruiting efforts,
3y January 1974 there were no volunteers available and it appeared it

.would take six months to reinitiate the Laboratory's systematic seleccion

process. 32 vyolunteer records indicated that the program was again in
operation by May 1974,32 it conctinued uncil 28 July 1975 when the Accting

Secretary of the Army directed a temporary suspension of all testing of
chemical compounds at Edgewood Arsezal using human volunteers.
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