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If you could provide the data in the same table format as
the previous set of data you provided, or something
similar, that would be fine.

1. names in each of the databases
Project 112,
Mustard Gas,
CBRNE,

2. names with SSN?
Project 112,
Mustard Gas,
CBRNE,

3. names missing a SSN but have SN?
Project 112,
Mustard Gas,
CBRNE,

4. names have an identifier other than a SN or S8SN, such
as a control number?

Project 112,

Mustard Gas,

CBRNE,

%, names have no identifier at all?
Project 112,
Mustard Gas,
CBRNE,

6. What sources does the VA currently use to obtain
contact information for the veterans listed in each of the
databases (i.e., Choice Point, internal VA data systems, or
the Internal Revenue Service)?

Project 1il2,

Mustard Gas,

CBRNE,

7. How successful has each source been in obtaining
accurate contact information?

8. How many notification letters have been sent
Project 112,
Mustard Gas,
CBRNE,
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SECRETARY OF DEFEMNSE
Washi ngt on

26 Feb 1953

MEMORANDUM FOR THE SECRETARY CF THE ARMY
SECRETARY OF THE NAVY
SECRETARY OF THE AIR FORCE

SUBJECT: Use of Human Volunteers in Experimental Research

1. Based upon a recommendation of the Armed Forces Medical
Policy Council, that bhuman subjects be employed, under recognized
safeguards, as the only feasible means for realistic evaluation
and/or development of effective preventive measures of defense
against atomic, biological or chemical agents, the policy set
forth below will govern the use of human volunteers by the
Department of Defense in experimental research in the fields
of atomic, biological and/or chemical warfare.

2. By reason of the basic medical responsibility in connection
with the development of defense of all types against atomic,
biological and/or chemical warfare agents, Armed Services personnel
and/or civilians on duty at installations engaged in such research
shall be permitted to actively participate in all phases of the
program, such participation shall be subject to the following
conditions:

a. The voluntary consent of the human subject is
absolutely essential.

{1} This means that the person involved should

have legal capacity to give consent; should be so
situated as to be able to exercise free power of
choice, without the intervention of any element of
force, fraud, deceit, duress, over-reaching, or other
ulterior form of constraint or coercion; and should
have sufficient knowledge and comprehension of the
elements of the subject matter involved as to
enable him to wmake an understanding and enlightened
decision. This latter element requires that bhefore
the acceptance of an affirmative decision by the
experimental subject there should be made known

to him the nature, duration, and purpose of

the experiment; the method and means by
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which it is to be ceonducted; all inconveniences

and hazards reasonably to be expected; and the
effects upon his health or person which may possibly
come from his participation in the experiment,

(2) The concept of the human subject shall be in
writing, his signature shall be affixed to a written
instument setting forth substantially the afore-
mentioned reguirements and shall be signed in the
presence of at least one witness who shall attest to
such signature in writing.

{(a) In experiments where personnel from more
than one Service are involved the Secretary of the
Service which is exercising primary responsibility
for conducting the experiment is designated to pre-
pare such an instrament and coordinate it for use
by all the Services havipg human volunteers involved
in the experiment.

(3) The duty and responsibility for ascertaining

the gquality of the consent rests upop each individual
who initiates, directs or engages in the experiment.
It is a personal duty and responsibility which may
not be delegated to another with impunity.

b. The experiment should be such as to yield fruitful
‘results for the good of soclety, unprocurable by other methods
or means of study, and not randem and vunnecessary in nature.

c. The number of volunteers used shal)l be kept at a
minimum consistent with item b., above.

d. The experiment should be so designed and based on the
results of animal experimentation and a knowledge of the natural
history of the disease or cther problem under study that the
anticipated results will Jjustify the performance of the experiment.
‘ e. The experiment should be so conducted as to avoid all
unnecessary physical and mental suffering and injury.

f. No experiment should be conducted where there is an
a priori reason to believe that death or disabling injury will
occur.

g. The degree of risk to be taken should never exceed

* that determined by the humanitarian impeortance of the problen
““to be solved by the experiment.

2
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h. Proper preparation should be made and adequate
facilities provided to protect the experimental subject against
even remote possibilities of injury, disability, or death.

i. fThe experiment should be conducted only by scientifi-
¢ally qualified persons. The highest degree of skill and care
should be required through all stages of the experiment of those
who conduct or engage in the experiment.

j. During the course of the experiment the human subject
should be at libkerty to bring the experiment to an end if he has
reached the physical or mental state where continuation of the
experiment seems to him to be impossible.

k. During the course of the experiment the scientist in
charge must be prepared to terminate the experiment at any stage,
if he has probable cause to believe, in the exercise of the good
faith, superior skill and careful judgment reguired of him that a
continuation of the experiment is likely to result in injury, dis-
ability, or death to the experimental subject.

1. The established policy, which prohibits the use of
prisoners of war in human experimentation, is continued and they
will not be used under any circumstances.

3. The Secretaries of the Army, Navy and Air Force are
auvthorized to conduct experiments in connecticon with the development
of defenses of all types against atomic, bioleogical and/or chemical
warfare agents involving the use of human subjects within the
iimits prescribed above. .

4. In each instance in which an experiment is proposed pur-
suant to this memorandum, the nature and purpose of the proposed
experiment and the name ¢f the person who will be in charge of
such experiment shall be submitted for approval to the Secretary
of the military department in which the proposed experiment is to
be conducted. No such experiment shall be undertaken until such
Secretary has approved in writing the experiment proposed, thae
person who will be in charge of conducting it, as well as irnforming
the Secretary of Defense.

3. The addresses will be responsible for insuring compliance
with the provisions of this memorandum within their respective
Services,

/signed/
C.E. WILSON

Copies furnished:
Joint Chiefs of Staff
Research and Development Board
Downgraded to UNCLASSIFIED
22 Ang 75
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Y. The experiment should be guch as to yield frultful resuits for
the good of society, wnprocurable by other methods or.means of study, ani. uot
rvandom and wmnecessary In nature, _ s

. c. The mnﬁber of 'ml\mtears used shall be kep'h et a minimum con~
sistent with item b, above., '

d+ The experiment ghould be go designed and based on the regults of
animal experimentation and = Imowledge of the natural history of the disemse
or other yproblem under study that the anticipated résults will Juatify the
performence of 'bhe m:yeriment. . _

e. The experiment should be go conducted é.B to avold all unnecessexy
. Physeicel end mental suffer:mg and mgm

f. Mo experiment should be conducted where there is an 8 priori
reason to believe that desth or dilpabling Injuwry will ceeur.

g. The degree of risk to Yé taken should bever exceed thet determined

“by the humenitarian iﬂlpnr‘tahce of the problem to be solved by the ex‘per:lmen’o.

JITEEy,  proper ‘preparations showld be msde and sdequate fasllifiés pro-
videa. to protect the eXperimental subject Bgeinpt even remote possibili'biez
of Imjury, dimability, or death.

: © 1. The experiment sheuld be condncted only by ecientifically
qualifiea petdons. The highest degree of ekill and care should be required
thirough all gteges of the experiment of those who conduct or emgsge im the
experiment,

J. During the cowrse of the experiment the human subjedt showld be
at Libebty to bring the experiment t0 sn end if he hag reachea. the physicanl or
nental stete where continustion of the experiment seems to him t0 be impossi‘ble.

. During the course of the experiment the peientist’ in charge migh
‘be prepered o terminate the experiment at any stage, if he has probsble ceuse
to belleve, in the exercise of the good faith, superior skill and careful -
Judgestent required of him that s cantinua'bion of the experiment 1ls Iikely to
result In in,jury, disebllity, or. death to 'bhe experimen.tal su:b;lect. B

* (1) The metsblished policy, whick prohi’bi-bs the use of prieomers’

' of war in htman experimentation, 1s continued end they will net be used wmdey

any ciremas’sances . ,

3. The Following opinions of the Judge Advocate General fui'nish specifie
guidenide Por’ all garticipants in research In atomic, 'biolegica.l arnd/or
chemical waz-fare defenge using velmmteers.

" a. Legality of acceptin volnnteers, The authority of the S'ecxetsry :
of the Avsy 6 conduet researc% shd ﬂeveTorTe:rh aetivities le cimbeined in -
sect:len mk of the aet of 10 J’u];rr 195@ (62; Stat. 322; 5 U.8.C. 235a) which
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EUBJECT: Upe of 'iToiun-beerg in Reeearch

"The Becretary of the Armmy is suthorized to candnc'b engege, -and
participate in research and develomment programs rela:te& to activities
of the Atmy of tlie United Bitstes and ‘o precure, or contract for the
use of, such facilities, equiimment, services, and supplies an ma:; be
reguired to effeectumte puch programs."

' Section 101 of the Army Qrganizsbion Act of 1950 {6k m;a:’c. 26hs 5 U.8.C, 181 ll-)
prmrmeﬂ In’ :aari; ns follows:

"Ex‘h‘ept ad otherwise prescri'bea by lav, the Secretsry‘ of the Avdy
may méke such sosigmments and detaile of members of the Army and
civilisn persommel as he thinks proper, and may preseribe the duties
of the meénmbers and civilien persamel 80 mesigned; and such Menbhere
and civilian persornel phsll be responsible for, and shall have the

authority neaessary ta perform, sush du*bies as may bé so prescilbed
for them"

. b, Milit Pergonnel and Pe tment of the Ar iv: i 1o ‘e g
Coempensrbldn for the dlsebllity or death of s clvilian employ
Trom personsl injury or disesse proximately caused by his employment Is pay-
able wnder the Federal Employees Cémpenpation Act (38 Stat. The et seq.), &8
smended {5 U.8.0. 751 et seq.), regardless of vhether hig eiployment wae of
a haiardotus hature., The smount and type of dissbility campensation or other
behefits 'payable by remson of the death or disebility of g ember of the Army
resultihg from injury or disesse incident to merviee deépends ubdn the indivi-
dusl statile eff‘ea.ch member, and 1s covered by various provisions of law. It
nay be stabed generally that wader present laws no edditiongl righta sgainst
the Govermmeht will result from the death or disebility of nilitary and -
eivilian pexsonnel particlpating ia experiments by reasom ¢f the kazardous
nature of the opera:biona s although it is possible that the Congiesd may con-
fer benefits or grant relief by general or special leglglatien sibseqiently -
enamcted, Even nho'a:lé. the injnr;r or” diseate result Prom a npegligént o wrong-
ful sct, the retovery of any coupensation or benefit under present law in
ad&i‘bion to those noted above 1s dovbtful.

‘ ow Yse of Appropriated Funds for the Purchase of Life Mgarance. _
In effect, the payment of" insuranee “premiums ok the life of an officer or
employee -1 a form of ccmpensation (Qommissioner of Internel Revedive v.
. Bonwit, B7 F. 24 76k (znd Cir., 1337), cert. den, 302 U.B. 694, 82 %, B4
' 536; canaaay v» Guitteaun, 86 ¥, 24 303 (6th Cir., 1936)). "In this Fegard,
section 1765 of ‘the Revised Statutes {5 U.S.G. TO) provides as follows:

"No officer in any brench of the public service, or any O'bher
perascn’ whose salely, pey, or emoluments are fixed by laow or rsgu -
latiens, shall receive any additionel pay, extri allewence, or’ corn
pensation, in any fora wiatever, for the disbursemsnt 5F publie
money, or for any other service or duty whatever;, iwiless thé same
1s authorived by law, and the’ spproprisbion therefore explicitly -
ptates that it is for such sdditiopal pay, extre sllowence, or com-
;pensa'_bicm. ;

VVA 024540
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There 1s no*sta’sut ag a.uthorij;y r the payment of premiums é.‘ar ingring the
lives of mil:!.tary eiv:l!.ia:ﬁ aonnel and current appropristionsg for
military and elvilion pay and ‘allewances do not expressly provide thersfor,.
‘It follows that “the payment of eich premivms from sppropristed funds iz pro~
hibited by the guoted seetion.’ The stabutory provision in questicn is )
spplicable torgll military snd eivilien personnel of the Army "whose palary,
? ar emol g are fixed by 1a.w or regulaticms" (2!; Comp. Gen, 648

BUBJECT: Use of Volumeera in Research

5) . S ;
* 4, Privabe Citlzen. Bection 3679 of ‘the Reviged statutea, ‘ag
‘ emended (31 9.5.C. 5551555, pmiaes: 8 ) :

"Hs offieer or employea of the Un:_kjbi Btates shall accept Wlun-
tary mervice for the United States or élploy persopal service in -
excess of thet autherized 'b:‘,r law, exeept in cases of emergency in-
volviug the sefety of humen life ar the protectlion of property.,

It is the pojlicy of the quc'te& sﬁa’tﬁﬁe to prohibit the aeea:ptanee of volwntary
services which msy provide a basis far fubture -claims egaingt tHe Goverment.
The stated policy epplies not only where legal clalms for cimpérization hey
srise from perforpance of tha amiees, but slso vhere the sircimstahces &
smrrowmding the proffer suppﬁr‘b 4 reasonable posslbility that the serylces

may provide the basis for secking remedisl legislabiom From the Gohghess.

The JAG.1s therefore of the opluicn that the services In ghesbicn Ehould not
be accepied by the Pepartment of ilie Ariny. Tn view of thik edadluslon, 1t
is wahecépsary to conslder the extent to vhich sush persons eouwld ekert elaims
egalfigt the Govermment by veason of disgbility or death resulting Irom partiel-
petidn in the proposed experiments, or whether premlums ém life insurance for
the aald particip@ta nay be paid from appropriated Tundi,

T cantrac'bers' ees. The applicedbility of the faregoing
eensi&g:at:l_.pns te contractors’ em;pIeyees is consldered. halaw ‘

(L) [ty of employment. The aixthority of tha secremry of
the Avmy %o ctm-bme r geérvices ndécessary to effeciuate resestch spd dey~
elopent sctivitdes is combained in section 104 of: the aet of 10 July 19850
(6L stat. 322; 5WE.C, 2358), quoted in wubpavagugph g, sbove: There -
sppears £obe no frovisicn of law vhich would prevehit & contractor from em~
ploying his" paraannel Thon. atperimsnts of the natuwre vontémplated. In the.
litersl senss, no guestioh of "aceepbtance’y of the services In duestion by the
Government i involved, as the private rdlatlen of such en employee is with
the eotttractor rather then the Goverumenti®y3It devolves upon the comtrscting
officer to asceriain whether the termes are pufficiently broafl to permit the
perticipatlen of contrsctor employees in the experiment. The ferme of the
eontract dust imsure that the cmiractor will ebserve 't:he conditions and
safeguards set forth in this directive.

(2) elaims agalnst the Gevemmsnt. Gaaerally benefits Yo
which a priva:be eployee may become emtitled by résson of death or dlsabllity
resulting firom his employment are’ paysble wnder State, rather than Federsl,:
laws, Wwith the ezxeeption of persons covered by the Survivorts ingurance pro-
visiens of the Boelal Becurity Act (ny Btat. 623), es amended’ (12 V.8.0.
h@e) In some situstions the cuplg b remedies sgaist his anpleyer

VVA 024541
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under State workmen's compénsation or dther laws. | 1t iz not
possible to generallze upon the right of sueh an employer, where .
pe is & Government contraster, te glagm reimbursement from the
Government for additlenal cests by redsen of 1la¥ility to his
emplogeof inecurred in this regard, as this depends mpon the
terms of each Individusl contract. The Guedtion of whether any
additional rights agdinst the smployer-doniFacte? may resilt
from the death or disability of employes¥ partisipatihg in
experiments, by reason of  the hazardous nature of the experi-
ments, 1a llkewlse not susceptible of any gemerdl siatément,
due to the numergus fastors ilnvelved. Such persens would net
bé disqualifled from prosecuting olalns &Zyinst ths Government
under thé Federal Torh Clalms Aot (28 U.5.6. 2671 &% 564.).
{8ee also AR 25-70, 2 Mareh 1951.) - :

S ~ (8) Purchase of 1ife imsurenca. . In ceit-roli-
bursdble btype contrécds, the expense of maintélining group @eoi-

. dent and 1J)fe lnsurance plura may Be i alleoWeble item of cost
uhder the centract (ASPR 15-204(p)), Group 1ife insurance plans
provided wvoluntarily te contractors' employees on & relmburiible
basis are sublect tp reyley hy heads of precuring activibles bo
determine that gidater bemeflts are not belng extendsd under the
goft~relmbursement type conbtrset then thede grdfdtéd t¢ dmployded
under the centrietor’s regular commereilal operations (KPP 16-351).
In spéclal _cased, life Insursnce for em lm:és‘g §%§;§aﬁ”@§rizei%'
by hotde" of rroouring iobivities (ASPR 10-502)/8YBR0N Tl g- o
‘price contractd (APP 10-301), I#.order to be.&pplicables ¥ gfptes

a

must be Het foPER or incoergorated in & cost-reimbursable contree
TASPR 15-102}. It will be seen from the above thab, if s con-
tractor obtains imswrance on the lives of his en@loyeed whils
participabing, im the proposed experiments, he maj be relmbufFed
fo%¥ the oxpenges Irvolved only Whe¥s the sonthscl 1s of & type

&1lowing Pelmbiurdement and the torms thereef aliow recovery as

sn Itém of ecdt, B o T
o aﬁg_’xﬁi-;g' uwlsi ani Fee-basis Buployess. The stabed
cutegory comprehends ALl porgons Pald trom appropriated funds

for Iatermittent services, as distingulshed frem regular, {il-
“time empleyess. For example, the Secretary of the Army mey
procure the temporary or intermittent serviees of ekperis oy
eentultonts, lncluding stenogfaphic Peporfing seryloes, Without -
rogatd fo 0ivil servies and classifioatish laWé ab rates nob fe
'.éxbg_@.ﬁ.,.gsa..per' glém (sec. 15, @st of 2 Aug 1948 (66 Hfat. si8;

. 5 U.8.0, 551); ses. 801, Departimsnt ef .Q:g@ﬁf#ﬁ;éz?@ﬁriﬂim.#*@a

87,6, par. 6~3), .The

1953 : (Pub, Law 488, 82d Gung.); ses EFR:AY. : 2
employuent of experts and comsultbents ¢ither en.a per diewm basls
or wifheut ocempensatlon is dlsé éhtherized by section 718, '
Defense Production Agt of 1850 [6% Stat. §19; 50 V.8.¢. App.
2168). (S8es GFR A7.6, par, 6-&) Tho Secretary of the Arnmy mey

Lese 2109 5
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also em§loy architects, emgineera, amﬁ abaar taohniaal and pno~:
Zosalonal pdrsennsl on a fee basis, withoub regard fe slapalfi
ggg%en Taws {aea 2, ack o' 7 Kug 1%'9 (53 Staﬁ 1240, 5,E S,@a

'ﬁﬁBJEﬁT@ Bse of Veiumtears in ﬂesaardh

In general, the ampiaymsnt sbatus mf apﬂh geraona must
be debermined Lidividually from the stabutory authority under
which they ave employed ané ‘the terms #nd conditiond of thedr
employment agreements . In dpme cases it will be feund that
thelr sbatus is net that ef empimyees, but of mntragtera Lupe
nidhin services. to the @ovarnmﬁnt Bt agredd contract prieel,
The Tellewlng obsorvatieiis sre made upon bthe apylisabiﬁity of. .
the threée questions congidered in aubparagraph a, ebave, %o ths
category of perssns wader eensidarati@n-

(1) Legalitx of Eeceptiﬁi volunbeors. The terms,
of the statutery authorlty for . the.emp. ement and the provisions
of the employment agreement must be imspectéd in edeh orie to
determine whether the parti@ular‘imdivi ual-is an empleyée sub~
jeat to detall or aasignmenﬁ upon. the propeosed experiments, op
whether hig employment is limited to other spesiflec eoblects. '

If his ‘employment wpon the projeet is not s¢ anthorized, 1t
would appear thel #oeeptance of hld services for this putrposé
on & veluntary bayls would be prohibited hy bhe aansiﬁeratiams
discussed in 5ubparagra;gh é, abova., o . ]

) {2} gla msgagiihst tfe Govermmsntg The Federsl’
Empl@gees Compensation Ac < oL 88 gmanded
N G, 7B1_of aaq.§ ia appliegble to “all eivil eificers

and empiayaos of the.lovernmentaid all "persons repdering
personel - services of a.jind. similggutgltﬁnsa of ¢ivilien offi.
cers or employees_of. f:ha

Bnited Stakes sk without a@m@enkaﬁibn
ot for nomins campanaatlen in Eny aasu 1 vhich accepbense or
use of such Bervieced 1s autﬁarised by an Aet of @emgross or in
whioh provision is mide. by la¥ Tor'payment .of the travel op .
others expenses of such peraon,t. 'The. ‘Torageing broad. ceverags
of the ot would appear te ineYadé ‘mest irregulsr amd foe~banis
employees, Howeyer, the: gdmimiaﬁratien of the benafits Am .
Guestion are’withinm the Drovineé of the Bureau B Empléyués ;
Oomponsatien, Depariment . ef Habor, and only. thaf BgENEY, hﬁg
pravida 8 defihitive rﬁiin “wlth reapaot “te eaveraga ol %
diyiduals in guestion,. ,Ith*yﬁgwfmregging_regervgtian, the '
v%s%ﬁ ef this effioce. aatff rER.. ﬁlhpara aph.by 8hove, would
aqpaily apﬁIioaBle sa; irrogu &P an reeéﬁaaia emplnyaeu.

' (3) Pumhaae ‘o2’ 11fp nkiire
Genapal has approypd the' payment. ol .surgical and houpijelize
expamsaa of & fiel& émployse injured gﬁgaﬁ ayem Ilood:

':'s--. . 15‘?\,""‘" A

ey
s t.!_

The | ﬁym tegller
esl and he spl.ahiaatien
iagia an
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. i - . \

contrel work (3 Gomp, Gen. 57 (1923)), on ¥he ground that "the
@mzai@{%'&-;6.ﬂ‘1;&p°.ﬁmti..oﬁ.‘ wes not fixed by law bub wed subiess bo
sdministyative diseretion, sines; othexrwise,. Eﬁ?ﬁ?ﬁ?ﬁg JGhe - -
expense by. the Govermment would eonsiitube’ p@{#ﬂ’ﬁ*; of additional
aompensaion, waldh ls prohivited By Beetisn 1765, Revised

. &fl’:;gtn'c.ea;gf (28 Gomp. Gefis 175 (1948))i" Subject to shsh resirie-
tions axd Iimitatiwns &3 may appesr in the statutery euthoriby
whder which he is employed, 1t would appear frem the foregoing
‘that ‘yhs Government may legally bear the eXpense of premlumi ' .
upon the life of ‘én iipegular or fse-basls eiiployée whose raté
of compensation 1s not fixed by law or regulatl¢ns. In this = -
regard, it may 5e ddvisable Fur the Govermwens to provide an ~
aﬁgit ional allowinse to the employee for fineneing: sich pilvabe
insurance arrangemsnts. as he may, wlsh o mike Tather than o -
undertaké direet negptiations vith insurdhes okrriers fop |

dealred covéragh. - -

... 4. 'Subleet to the above conditiens, Armed Foroes periennel
and for oivilians on duly et insballations engaged in researeh
In. subjest Flelds shall be permlited te aetively participebs im
‘all phases of the progrim, 4 4 general rule, veluntedr suli- -

jests should bé mnles wnder 35 jomrs of age, with ne ph_ﬂie"é_"_i or.

mentdl ALgedses,

by Agénts used In reiéarch mist hiive the following limit-
ing eharasteristics: , S ' R

a. Gombrollable’ lethality,
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that animal, on a”proviig growsd, dowawind far emeugh fpom Hhe
monitien =0 thet Yhe concentraiion will be Enown to be approxi-
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RESEARCH AND DEVELOPMENT
USE OF VOLUNTEERS AS SUBJECTS OF RESEARCH

AR 70-25

HEADQUARTERS,
DEPARTMENT OF THE ARMY
Wasamvaron 25, D.C, 26 March 1962 _.

-

.’/’
~ Paragraph .
*-. i e : 1
,,,,,,, 2
Exemption ——— 3
Basie principles. [
/ Additional sa¥eBuaTAS v et e 5
' Approval to contuet eXPETAIENT .o e e e 6
Civilian employ: —— - 7
_____ s

search, mcludmg research in nueclear,
and chem;xcal warfare, wherein human be
deliberately exposed to unusual or potenijally
hazardous conditions. These regulations ars‘gp-
plicable worldwide, wherever volunteers are us
a8 subjects in Department of the Army research.

2. Definition. For the purpose of these regu-
lations, unusual and potentially hazardous condi-
tions are those which may he reasonably expected
to involve the risk, beyond the normal call of duty,
of privation, discomfort, distress, pain, damage to
health, bodily harm, physical injury, or death.

3. Exemptions. The following categories of
activities and investigative programs are eXempt
from the provisions of these regulations:

& Research and nonresearch programs, tasks,
and tests which may involve inherent occupa-
tional hazards to health or exposure of personnel
to potentially hazardous situations encountered as
part of training or other normal duties, e.g., flight
training, jump training, marksmanship training,
ranger training, fire drills, gas drills, and handling

. of explosives,

5. That portion of human factors research
which involves normal training or other military
duties as part of an experiment, wherein disclosure
of experimental conditions to participating. pexr-
sonnel would reveal the artificial nature of such

- conditions and defeat the purpose of the investi-
* gation.

TAGO 5480A—Mar, G10473%-(2

------

¢. Ethical medical and clinical investigations
involving the basic disease process or new treat-
menf; procedures conducted by the Army Medieal
Servies for the benefit of patients.

4. Basic principles. Certain basic ptinciples
must be observed to satisfy moral, ethical, and le-
gal concepts. Thess are—

a. Voluntary consent is absolutely essential.
(1) The volunteer will have legal capacity
. to give consent, and roust give consent
freely without being subjected to any
force or duress. e must have sufficient
understanding of the implications of his
participation to enable him tc make an
informed decision, so far as such knowl-
dge does not compromise the experi-
ent. He will be told as much of the

e, duration, and purpose of the ex-
fiyent, the method and means by

befu.llyl

periment.
(2) The consent of
writing. A doc

the research study who w
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(3) The responsibility for ascertaining the
quality of the consent rests upon each
person who initiates, directs, or conducts
the experiment. It is a personal respon-
sibility which may not be delegated.

8. The number of volunteers used will be kept
at & minimum consistent with ¢ below.

¢. The experiment must be such as to contribute
signifieantly to approved research and have rea-
sonable prospects of yielding militarily important
results essential to an Army research program
which are not obtainable by other methods or
means of study.

d. The experiment will be conducted so as to
avoid all unnecessary physical and mental suf-
fering and injury.

e. No experiment will be conducted if there is
any reason inherent to the nature of the experi-
ment to believe that death or disabling injury will
0CCur.

# The degree of risk to be taken will never ex-
ceed that determined to be required by the urgency
or importance of the Army program for which
the experiment is necessary.

g. Proper preparations will be made and ade-
quate facilities provided to protect the volunteer
ageinst all foreseeable possibilities of injury, dis-
ability, or death.

4. The experiment will be conducted only by
scientifically qualified persons, The highest de-
gree of skill and care will be required during all
stages of the experiment of persons who conduct
or engage in the experiment.

. The volunteer will be informed that at any
time during the course of the experiment he wiil
have the right to revoke his consent and withdraw
from the experiment, without prejudice to himself.

4. Volunteers will have no physical or mental
diseases which will make the proposed experi-
ment more hazardous for them than for normal
healthy persons. This determination will be made
by the project leader with, if necessary, competent
medical advice.

k. The scientist in charge will be prepared to
terminate the experiment at any stage if he has
probable cause to believe, in the exercise of the
good faith, superior skill, and eareful judgment
required of him, that continuation is likely to
result in injury, disability, or death to the volun-
teer.

I. Prisoners of war will not be used under any
eircumstances.

5. Additienal safeguards. As added protec-
tion for volunteers, the following safeguards will
be provided:

@. A physician approved by The Surgeon Gen-
eral will be responsible for the medical care of
volunteers. The physician may or may not be the
project leader but will have authority to terminats
the experiment at any time that he belisves death,
injury, or bodily harm is likely to result.

5. All apperatus and instruments necessaxry to
deal with likely emergency situations will be avail-
able.

¢. Required medical treatment and hospitaliza-
tion will be provided for all casualties.

d. The physicizn in charge will have consult-
ants available to him on short notice throughout
the experiment who are competent to advise or
asvist with complications which can be anticipated.

6. Approval te conduct experiment. Tiisthe
responsibility of the head of each major command
and other agency to submit to The Surgeon Gen-
eral o written proposal for studies which come
within the purview of this directive. The pro-
posal will include for each study the name of the
person to be in charge, name of the proposed
attending physician, and the detailed plan of
the experiment. The Surgeon General will re-
view the proposal and forward it with his com-
ments and recommendations on medieal aspects
to the Chief of Research and Development for
approval. When a proposal pertains fo research
with nuclear, biclogical, or chemieal agents, the
Chief of Research and Development will submit
the proposal, together with The Surgeon General’s
review, to the Secretary of the Avmy for approval.
No research with nuclear, biologiesl, or chemieal
agents using volunteers will be undertaken with-
out the consent of the Secretary of the Army.

7. Civilian employees. When civilian em-
ployees of the Department of the Army volunteer
under this program, the following instructions will
be observed:

@ Any duty as & volunteer performed during
the employee’s regularly scheduled tour of duty
will be considered as constructive duty for which
straight time rates are payable. Time spent in
connection with an experiment outside the em-
ployee's regularly scheduled tour will be consid-
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ered as voluntary overtime for which no payment
may be made nor compensatory time granted.
The employes will be so informed before accep-
tance of his volunteer services.

5. Claims submitted to the Bureau of Em-
ployees’ Compensation, U.S. Department of Labor,
because of disability or death resulting from an
employee’s voluntary perticipation in experiments,
will include & citation to title 10, United States
Code, section 4503 as the Department of the Army
aathority for the use of such volunteer services.

¢. All questions concerning hours of duty, pay,

Filed02/28/12 Page4 of 6
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AR 7085
leave, compensation claims, or application of ether
civilian personnel regulations te volunteer em-
ployees will be presented through chanmels to the
Deputy Chief of Staff for Personnel, ATTN:
Office of Civilian Personnel.

8. Implementing instructions. Heads of ma-
jor commands and other agencies will issue neces-
sary implementing instructions to subordinate
units. Copies of implementing instructions will
be furnished to the Chief of Ressarch and Develop-
ment.
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APPENDIX
LEGAL IMPLICATIONS

The following opinions of The Judge Advocats
General furnish specific guidancs for all partiei-
pants in research using volunteers:

1. Authority. The Secretary of the Army is
authorized to conduct research and development
progroms including the procurement of services
that are needed for these programs (10 U.S.C.
4503). The Secretary has the authority to “assign
detail and prescribe the duties” of both members
of the Army and civilian personnel (10 U.S.C.
3012{e)).

2. Military personnel and Department of the
Army civilian employees. Compensation for
the disability or death of a civilian employes re-
sulting from personsl injury or disease proxzi-
mately caused by his employment is payable under
the Federal Employees Compensation Act (39
Stat. 742 et seq.), as amended (5 U.S.C. 751 et
sed}.}, regardless of whether his eoployment was
of & hazardous nature, The amount and type of
disability compensation or cther benefits payable
by renson of the death or disability of a member
of the Army resulting from injury or disease in-

cident to service depends upon the individual status
of each member, and is covered by various pro-
visions of law. It may be stated generally that
under present laws no additional rights against
the Government will result from the death or dis-
ability of military and civilian personnel par-
ticipating in experiments by reason of the hazard-
ous nature of the operations.

3. Private citizens. It is the policy of the
United States to prohibit the acceptance of volun-
tary services particularly when they may provide
& basis for a future claim against the Government.
(R.S, 8679, ns amended ; 81 U.3.C. 665(b)).

4. Use of appropriated funds for the pur-
chase of life insurance. As the payment of in-
surance premiums on the life of an officer or em-
ployee of the United States is 4 form of compensa-
tion which is not currently anthorized, payment of
those premiums is prohibited (R.S. 1765; Com-
missioner of Internal Revenue v, Bonwit, 87 F 2d
764 (2d Cir. 1987) ; Canaday v. Guitteau, 86 F 24
303 (6th Cir., 1836) ; 2¢ Comp Gen. 648 (1945)).

5. Contractor’s employees. There appears to
be no legal ¢bjection to the use of employees of

4

contractors in research and development experi-
ments. It is the responsibility of the contracting
officer to determine whether the terms of the con-
tract are sufficiently broad to permit the partiei-
pation of these employees. Generally, benefits to
which privats employess may become entitled by
reason of death or disability resulting from their
employment are payable under State Iaw except
persons covered by the survivors insurance pro-
visions of the Social Security Act (49 Stat. 628,
as amended (42 1.5.C, 402)). Reimbursement of
the employer for additional costs by reason of this
liability of his employees will depend upon the
terms of each contract. These employees are not
dizgqualified from prosecuting claims against the
Government under the Federal Torts Claims Act
(28 T.8.C. 2671 et seq., see AR 25-70). In cost
reimbursement type research contracts with com-
mercial organizations the cost of maintaining
group accident and life insurance may be reim-
bursed to the contractor (subject to certain ex-
ceptions) under ASPR 15-205.16 provided that
the approval of the head of the Procuring Activity
is obtained (APP 10-551).

6. Irregular or fee-basis employees. Inter-
mittent services of such employees are anthorized.
(For experts and consultents see See. 15, Act of
2 Aug 1946 (60 Stat. 810; 5 U.S.C. b5a); Sec.
501, DoD Appropriation Act, 1961 (74 Stat. 349) ;
note APP 30-204.1, CPR AT; Sec. 710 Defense
Production Aet of 1960 (64 Stat. 819; 50 U.S.C.
App 2180); and for architects, enginesrs, and
other technical and professional personnel on s
fee basis, see 10 U.8.C. 4540.). 'Whether thess
employees can be detailed or assigned to the pro-
posed experiments will depend upon the statutory
authority for employment and the provisions of
their employment agreement in each case. The
Federal Employees Compensation Act, supra, in
all probability applies with respect to these ir-
regular and fee-basis employees for any injury or
disease resulting from their employment, although
a final determination in such cases will have to
be roade by the Burean of Employees Compensa-
tion, Department of Labor. Subject to such re-
strictions and limitations as may appear in the
statutory authorify under which he is employed,
it would appear that the Government may legally

TAGO B54E0A-
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bear the expense of premiums upon the life of an
jrregular or fee-basis employes whose rate of com-
pensation is not fised by law or regulstions. In
this regard, it may be advisable for the Govern-
ment to provide an additional allowance to the
employes for financing such private insurance ar-
rangements as he may wish to make rather than
{AG 385 (27 Feb 62) CRD]
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to undertake direct negotiations with insurance
earriers for the desired coverage.

7. Conclusion. Subject to the above conditions,
Armed Forces personnel and/or civilians on duty
at installations engaged in research in subject
Belds will be permiited 1o actively participate in
2]l phases of the program.

By Oxroer oF THE SECRETARY OF THE ARMYy:

Officinl:
J. C. LAMBERT,
Major General, United States Army,
The Adjutant General.

Distribution:

G. H. DECKER,
GFeneral, United States Army,
Chisf of Staff.

4otive Army: To be distributed in accordance with DA Form 12-9 requirements for DA Regula-

tions—Research and Development—D.
N&: None,
USAR: Nooe.
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SUMMARY of CHANGE

AR 70-25
Use of Volunteers as Subjects of Research

This change is published to correct a serious error that occurred during the
final editing of the current revisicon. In attempting to respond to guidance from
the Office of The Judge Advocate General that a subparagraph be moved from the
text of the regulation to appendix F, the wrong sub-paragraph was moved.
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Headquarters
Department of the Army
Washington, DC

25 January 1990

Research and Pevelopment

*Army Regulation 70-25

Effective 24 February 1990

Use of Volunteers as Subjects of Research

By Order of the Secretary of the Army:
CARL E. VUONO

General, Unfled Stales Army

Chief of Staff

Official:

W~
MILTCN H. HAMILTON

Adminisirative Assistant 1o the
Secretary of the Army

History. This publication was last revised on
8 August 1988, Since that time, permanent
Change 1 has been issued. As of 25 January
1990, that change remains in effect. This
UPDATE printing incorporates that change
into the text. This UPDATE printing publishes
a Change 2. The portions being revised by this
change are highlighted.

Summary. This revision implements De-
partment of Defense (DOD)Directive
(DODD) 3216.2. It reflects the present legal

requirements pertaining to the use of humans
as research subjects funded by research, de-
velopment, test, and evaluation appropria-
tions. This revision provides guidance for
establishing human use committees (HUCs).
Excluding limited sitvations, authority to ap-
prove research using human subjects can be
delegated within the military chain of com-
mand.

Applicability. This regulation applies to re-
search, development, test, and evaluation
(RDTE) programs conducted by the Active
Army. It does not apply to the Amy Na-
tional Guard (ARNG) or the U.S. Army Re-
serve (USAR) unless there is involvement of
Active Army personnel.

Army management control process.
This regulation is subject to the requirements
of AR 11-2, It contains internal control pro-
visions but does not contain checklists for
conducting intemal control reviews, A check-
list will be published at a later date,
Supplementation. Supplementation of this

regulation is prohibited unless prior approval
is obtained from HQDA (DASG-RDZ), 5109

Leesburg Pike, Falls Church, VA
22041-3258.

Interim changes. Interim changes to this
regulation are not official unless they are au-
thenticated by the Administrative Assistant to
the Secretary of the Army. Users will destroy
interim changes on their expiration dates un-
less sooner superseded or rescinded.

Suggested Improvements. The propo-
nent of this regulation is the Office of The
Surgeon General. Users are invited to send
comments and suggested improvements on
DA Form 2028 (Recommended Changes to
Publications and Blank Forms) directly to
Commander, U.S. Army Medical Research
and Development Command, ATTN:
SGRD-HR, Fort Detrick, Frederick, MD
21701-5012.

Distribution. Distribution of this publica-
tion is made in accordance with the require-
ments on DA Form 12-09-E, block number
3724, intended for command level D for Ac-
tive Army and None for the ARNG and
USAR.
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Chapter 1
Introduction

1-1. Purpose
This regulation—

a. Prescribes Army policy on the conduct and management of
human subjects in testing, including—

(1) Command responsibilities.

(2) Review process requirements.

(3) Approval authorities.

(4) Reporting requirements.

b. Allows a decentralized approval option for those elements thai
have established review committees and an internal review process.

1-2. References
Required and related publications and prescribed and referenced
forms are listed in appendix A.

1-3. Explanation of abbreviations and terms
Abbreviations and special terms used in this regulation are ex-
plained in the glossary.

1-4. Limitations

a. Nothing in this regulation is intended to supersede require-
ments for health hazard or other safety review required by Depart-
ment of the Army(DA) regulations.

b. Nothing in this regulation limits the authority of a health care
practitioner fo provide emergency care under laws that apply in the
jurisdiction in which care is provided.

¢. Protocols for the use of drugs or Schedule I controlled sub-
stances for investigational purposes will be approved as per AR
40-7.

d The guidance in this regulation pertains to the following, re-
gardless of whether conducted by DA, a contractor, grantee, or other
agency ufilizing Army funds:

(1) Biomedical research and behavioral studies involving human
subjects.

(2) RDTE involving new drugs, vaccines, biologicals, or inves-
tigational medical devices.

(3) Inclusion of human subjects, whether as the direct object of
research or as the indirect object of research involving more than
minimal risk in the development and testing of military weapon
systems, vehicles, aircraft, and other materiel. The determination of
whether a research protocol invelves more than minimal risk will be
made by review committees established in accordance with para-
graph 3-2b of this regulation.

(4) Research involving deliberate exposure of human subjects to
nuclear weapons effect, to chemical warfare agents, or to biclogical
warfare agents.

(5) Activities funded by non-Army resources in which the human
subjects are DA military or civilian personnel,

e. Sec appendix F for a listing of research exempt from the
requirements of this regulation.

Chapter 2
Responsibilities

2—1. The Under Secretary of Defense for Aquisition {USD
(A)

In accordance with DOD Directive 3216.2, the USD (A) or designee
will be the approval authority for studies involving the actual expo-
sure of human subjects to nuclear weapons effect, chemical warfare
agents, or biological warfare agents.

2-2, Assistant Secretary of Defense (Health Affairs) (ASD
(HA))
In accordance with DOD Directive 3216.2, the ASD (HA) serves as

the DOD representative on matters relating to implementation of
Food and Drug Administration (FDA) regulatory requirements.

2-3. Assistant Secretary of the Army (Research,
Development, and Aquisition) (ASA (RDA))

The ASA (RDA) will manage all DA RDTE activities, including
those in which human use is planned.

2—4. The Deputy Chief of Staff for Personnel (DCSPER}
The DCSPER will—

a. Supervise and review RDTE activities under the Army Person-
nel Performance and Training Program.

b. Within established areas of responsibility, monitor RDTE in-
volving human subjects to ensure implementation of policies con-
tained in this regulation.

¢. Approve or disapprove those studies involving alcohol and
drug abuse programs.

2-5. The Surgeon General
The Surgeon General (TSG) will—

a. Prepare policies and regulations on research using human
subjects.

b. Establish and maintain the Human Subjects Research Review
Board(HSRRB), chaired by the Assistant Surgeon General for Re-
search and Development.

c. Establish and maintain the Human Use Review and Regulatory
Affairs Office (HURRAOQ) attached to the U.S. Army Medical Re-
search and Development Command (USAMRDC) and reporting to
the Assistant Surgeon General for Research and Development.

d. Approve or disapprove research proposals from major Army
Commands (MACOMs) that do not have a HUC or an intemal re-
view process.

e. Provide an evaluation of protocols as described in paragraphs
2-1 and 24, above, and 2-6, below, to the following heads of
offices or command:

(1) The USD (A).

(2) The DCSPER.

(3) Upon request, the Commander, SSC-NCR.

f- Be the approval authority for studies and research protocols
invelving human subjects using Schedule 1 controlled drug
substances.

g Be the approval authority for research involving minors, or
other vulnerable categories of human subjects, when subjects are
wards of a State or other agency, institution, or entity.

h. Be the approval authority for MACOM or agency requests to
establish a HUC and a human use review process.

i. Manage the Army’s Health Hazard Assessment Program and
assess health hazards of medical and nonmedical materiel.

J- Direct medical followup, when appropriate, on research sub-
jects to ensure that any long-range problems are detected and
treated.

k. Report on a frequent basis, findings associated with classified
investigational drug and device studies to the USD (A), the ASD
(HA), and the FDA.

I. Be the approval authority for all in-house and contract resear-
ch(other than that noted in paras 2-1, 2-2, 2-4, and 2-6) involving
human subjects for which the Army has been designated the execu-
tive agent. Except for those categories of research noted above for
which TSG is specifically designated as the approval authority, the
authority to approve such research may be delegated by TSG within
the military chain of command to the lowest level operating a
human-subjects review process approved pursuant to paragraph
3-2b.

2-6. Commander, Soldier Support Center—Naticnal
Capital Region (SSC-NCR})

The Commander, SSC-NCR, will be the approval authority in ac-
cordance with AR 600-46 for attitude and opinion surveys or Army
occupational surveys.
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2-7. Major Army commanders
These commanders will—

a. Monitor RDTE involving personnel within their command to
ensure effective implementation of the policies and procedures con-
tained in this regulation,

b. Provide assistance io volunteer recruiting teams.

¢. Ensure that only individuals who freely volunteer to participate
are enrolled in research protocols or studies.

2-8. Commanders of RDTE organizations
These commanders will—

a. Ensure the effective implementation of the policies and proce-
dures contained in this regulation.

b. Use the established review process through TSG’s HSRRB for
all protocols and test plans or establish a HUC and implement
review process consistent with the policies and procedures contained
in this regulation.

c¢. Ensure that research volunteers are adequately informed con-
ceming the risks associated with their participation, and provide
them with any newly acquired information that may affect their
well-being when that information becomes available.

d. Comply with AR 40-10, AR 70-10, AR 385-16, AR 602-1,
and AR 602-2 in planning and conducting development and/or
operational testing.

2-9, Other responsibilities

a. Members of the HSRRB will—

(1)} Evaluate methods by which DA involves human subjects in
research.

(2) Recommend policy to TSG on the treatment of volunteers
consistent with current moral, ethical, and legal standards. (See app
G for legal implications.}

(3) Evaluate research protocols and test plans submitted to TSG
for approval.

b. The Chief of the HURRAO will—

(1) Provide, for TSG, administrative support for the HSRRB.

(2) Conduct a compliance review of all protocols submitted to
TSG for approval.

(3) Submit DA-sponsored Notices of Claimed Investigational Ex-
emption for a New Drug (INDs) and Investigational Device Exemp-
tions (IDEs) directly to the FDA.

(4} Submit DA-sponsored New Drug Applications (NDAs)
directly to the FDA.

(5) Maintain DA record files for IND and NDA submissions to
the FDA.

(6) Conduct post-marketing surveillance for NDAs sponsored by
DA.

(7) Serve as the DA point of contact for policies and regnlations
on human use in RDTE programs.

(8) Advise and assist MACOMSs and DA staff agencies that con-
duct research or sponsor research by contracts and grants that in-
volve the use of human volunteers.

¢. Investigators will—

(1) Prepare a protocol following the policies and procedures in
this regulation.

(2) Prepare adequate records on—

(a) Receipt, storage, use, and disposition of all investigational
drugs, devices, controlled drug substances, and ethyl alcohol.

(b) Case histories that record all observations and other data
important to the study.

(¢) Volunteer informed consent documents {(see app E). The prin-
cipal investigator will fill in the information in parts A and B of DA
Form 5303-R and inforin the subject of each entry on the form.

(3) Prepare progress reports, including annual reports, as deter-
mined by the approving authority and regulatory agencies.

(4) Promptly notify the approving authority, through the medical
monitor, and the HUC of adverse effects caused by the research.

{5) Report serious and/or unexpected adverse experiences involv-
ing the wse of an investigational device or drug to the sponsor and
the FDA in accordance with AR 40-7.

(6) Ensure that the research has been approved by the proper
review committee(s) before starting, changing, or extending the
study.

(7) Ensure that all subjects, including those used as controls, or
their representatives are fully informed of the nature of the research
to include potential risks to the subject.

(8) Ensure that investigational drugs or devices are administered
only to subjects under their personmal supervision, or that of a
previously approved associate investigator.

(9) Ensure that a new principal investigator (PI) is appointed if
the previously appointed PI cannot complete the research (for exam-
ple, permanent change of station (PCS), retirement, etc.).

{10) Apprise the HUC of any investigator’s noncompliance with
the research protocol,

(11) Seek HUC approval for other investigators to participate in
the research.

(12) Ensure that research involving attitude or opinion surveys
are approved in accordance with AR 600-46 (3-2c(5) below).

d. Volunteer recruiting teams, Members will—

(1) Establish velunteer requirements prior fo recruitment.

(2) Coordinate recruiting activities with unit commanders.

(3) Undertake recruiting in a moral, cthical, and legal manmer.

e. Medical monitor. The medical monitor is responsible for serv-
ing as advocate for the medical safety of volunteers, The monitor
will have responsibilities as determined by the approving official
and the authority to suspend or terminate the effort consistent with
the policies and procedures contained in this regulation.

Chapter 3
Research

3-1. General guidance

a. Only persons who are fully informed and volunteer in advance
to take part may be used as subjects in research;except, when the
measures used are intended to be beneficial to the subject, and
informned consent is obtained in advance from a legal representative
on the subject’s behalf.

b. Nothing in this regulation is intended to limit the authority of a
heaith care practitioner to provide emergency medical care under
applicable law of the jurisdiction in which care is provided.

c. Any human tissue or body fluid, obtained by autopsy, and used
in research will be donated for such purpose. The donor will be the
next of kin or legal representative of such person.Donation is made
by written consent and relinquishes ownership and/or rights to the
tissue or fluid. Consent to donate will not preclude payment for such
donation. Organ donation intended for transplant will be accom-
plished in accordance with AR 40-3, chapter 18.

d. Any tissue or body fluid linked by identifiers to a particular
person, obtained by surgical or diagnostic procedure and intended
for use in research will be donated for such purpose. The donor will
be the person from whom the tissue or fluid is removed or, in the
event of death or legal disability of that person, the next of kin or
legal representative of such person.Donation is made by written
consent and relinquishes ownership and/or rights to the tissue or
fluid. Consent to donate does not preclude payment for such
donation.

e. The determination of level of risk in a research protocol will
be made by a HUC established in accordance with this
regulation.(See app G for a complete listing of legal implications.)

£ Moral, ethical, and legal concepts on the use of human subjects
will be followed as outlined in this regulation, Voluntary consent of
the human subject is essential. Military personnel are not subject to
punishment under the Uniform Code of Military Justice for choos-
ing not to take part as human subjects. Further, no administrative
sanctions will be taken against military or civilian personnel for
choosing not to participate as human subjects.

g RDTE using human subjects is conducted in such a manner
that risks to the subjects are minimized and reasonable in relation to
anticipated benefits.
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h. The proposed number of subjects is the minimum needed to
ensure a statistically valid conclusion.

i. The research is conducted in such a manner as to avoid unnec-
essary physical and mental suffering, Preparations are made and
adequate facilities provided to protect the subject and investigators
against all foreseeable injuries, disabilities or death. Such research is
not to be conducted if any reason exists to believe that death or
injury will result,

J. Volunteers are given adequate time to review and understand
all information before agreeing to take part in a study.

k. Volunteers are authorized all necessary medical care for injury
or disease that is a proximate result of their participation in research,

(1) Medical care for civilian employees who volunteer and who
perform duty as a volunteer during their regularly scheduled tour of
duty will be provided in accordance with AR 40-3.

(2) Medical care costs for all other categories of personnel, who
under the provisions of AR 40-3 are routinely authorized care in a
military MTF will be waived for the volunteer while in the hospital,
if the volunteer would not normally enter the hospital for treatment
but is requested to do so to facilitate the research. This also applies
to a volunteer’s extension of time in a hospital for research when
the volunteer is already in the hospital.

(3) Subsistence charges for all other categories of personnel, ex-
cept for active duty and retired commissioned officers, may be
waived in the circumstances noted in (2) above. The costs for
subsistence charges for commissioned officers may be reimbursed to
the officer by the research organization.

(4) Costs of medical insurance coverage or direct charges for
medical care for volunteers participating in research performed by a
contract or grant may be negotiated between the DA contracting
officer and the contractor or grantee. (See app G.)

I. Information obtained during, or as a result of, an
epidemiologic-assessment interview with a human im-
munodeficiency virus(HIV) serum positive member of the Armed
Forces may not be used to support any adverse personnel action
against the member. (See glossary for definition of the terms
“epidemiologic-assessment interview,” “serum positive member of
the Armmed Forces,”and “‘adverse personnel action.”)

m. Research may be conducted outside the United States that
involves non-U.8. citizens (for example, research on diseases of
military interest, such as malaria, that are not endemic to the United
States). However, in the conduct of such research, the laws, customs
and practices of the country in which the research is conducted or
those required by this regulation, whichever are more stringent, will
take precedence. The research must meet the same standards of
ethics and safety that apply to research conducted within the United
States involving 11,5, citizens, and will be conducted in accordance
with applicable international agreements.

n. The use of prisoners of war and detainees as human research
subjects is prohibited.

o. Minors may be enrolled as human research subjects when the
following conditions are met:

(1) The research is intended to benefit the subject, and any risk
involved is justified by the expected benefit to the minor.

(2) The expected benefits are at least as favorable to the minor as
those presented by available alternatives.

(3) A legally authorized representative has been fully informed
and voluntarily consents, in advance, for the minor to participate in
the research.

(4) The minor, if capable, has assented in writing.In determining
whether the minor is capable of assenting, the HUC will consider
the minor’s age, maturity, and psychological state. The HUC may
waive assent for some or all minors involved in the study if it
determines that the—

{a) Capability of some or all of the minors is so limited that they
cannot be reasonably consulted, or

(b} Procedure involved in the research holds out a prospect for
direct benefit that is imporiant to the health or well-being of the
minor, and is available only in the context of research.

p. The personnel responsible for the conduct of the research are

the best qualified to recruit volunteers for a study and should be the
primary recruiters whenever possible.

g. Only persons judged qualified by the appropriate approving
official will conduct research involving human subjects.

r. A medical monitor is appointed by name if the HUC or ap-
proving official determines that the risk is more than minimal. A
medical monitor may be appointed to minimal risk or less than
minimal risk studies if so determined by the HUC or approving
authority. The principal investigator may furction as medical moni-
tor cnly in situations where no other physician is reasonably availa-
ble and approval for the principal investigator to function as medical
monitor is granted by TSG. Requests for the principal investigator
to function as the medical monitor will be sent to the Assistant
Surgeon General for Research and Development, ¢/fo Headquarters,
U.S., Ammy Medical Research and Development Command, ATTN:
SGRD-HR, Fort Detrick, Frederick, MD 21701-5012.

5. Safeguards or special conditions imposed on a protocol by a
HUC may not be reduced or waived by the approving official upon
approval of the protocol. The approving official may require addi-
tional safeguards, may disapprove the protocol, or may refer it to a
higher review and approving authority.

t. User testing, as defined in AR 71-3, which involves the use of
volunteers, is reviewed and approved by a HUC established in
accordance with this regulation,

#. Research on medical devices is conducted in accordance with
Part 812, Title 21, Code of Federal Regulations (21 CFR 812)

v. Emergency one-time use of an investigational drug or medical
device is accomplished to the extent permitted under applicable law
and in accordance with AR 40-7.

w. Public Affairs guidelines on the release of information are in
AR 360-5.

3-2. Procedural guidance

a. Duties. MACOM commanders and organization heads conduc-
ting RDTE research involving human subjects will—

(1) Publish directives and regulations for—

(a) Protocol and/or test plan preparation (see app B).

(B) The use of volunteers as subjects of research conducted or
sponsored by the organization.

(¢) The procedures for reporting and responding to reports of
improper use of volunteers as subjects of research conducted or
sponsored by the organization,

(d) The procedures to assure that the organization can accomplish
its “duty to wam” (see para 3-2h for a discussion of “duty to
warn”),

(2) Forward one copy of published regulations and directives(see
(1) above) to the Assistant Surgeon General for Research and De-
velopment, c/o Headquarters, U.S., Army Medical Research and De-
velopment Command, ATTN: SGRD--HR, Fort Detrick, Frederick,
MD 21701-5012, within 60 days of publication.

(3) Establish a HUC, if appropriate {see bbelow).

(4) Establish a system that permits the identification of volun-
teers who have participated in research conducted or sponsored by
that command or organization. Such a system will be established in
accordance with AR 340-21. {App H describes data elements which
could comprise such a system.)

b. Establishing a HUC. As noted in paragraph 2-8b, commanders
or heads of RDTE organizations will either use TSG’s HSRRB or
implement their own HUC.

(1) HUCs will be established for research eonducted by DA in
accordance with appendix C.

(2} Institutional review boards will be established by contractors
or grantees in accordance with 45 CFR 46.

(3) RDTE organizations which establish an internal review proc-
ess will forward the items listed below to the Assistant Surgeon
General for Research and Development, c/o Headquarters, U.S.
Army Medical Research and Development Command, ATTN:
SGRD-HR, Fort Detrick, Frederick, MD 21701-5012,

{a) See a(2) above, :

(b} A listing of the membership of the HUC and the curriculum
vitae for each member.
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(4) Newly established HUCs may not review research protocols
until the items in (aj and (&} above are reviewed and approved by
TSG.

¢. Protocol andior lest plan review before submission to a HUC.

(1) A protocol or test plan will be prepared for all research
requiring zpproval pursuant to this regulation. Certain studies may
be exempt(see app F). The format in appendix B should be fol-
lowed, but may be modified to meet local requirements. DA Pam
70-21 and DA Pam 71-3 provide guidance for preparation of test
plans and equivalent documents. Protocols and test plans are exempt
from management information requirements per AR 335-15, para
5-2b. An informed consent document will be prepared using DA
Form 5303-R (Volunteer Agreement Affidavit), or functional equiv-
alent, in accordance with appendix E (see dbelow). DA Fom
5303-R will be reproduced locally on 8%- by 11-inch paper. A copy
for reproduction is located at the back of this regulation.

(2) If a study calls for the use of tissue or fluids obtained from a
human, and is not an exempt study as defined by appendix F,
paragraph e, then a protocol is prepared.The following must be
considered in determining whether informed consent is required.

(a) Fluid or tissue obtained at autopsy: informed consent is
required,

(8} Fluid or tissue obtained at surgery or as the result of a
diagnostic procedure and linked by identifiers directly or indirectly
to a particular person intended for research: informed consent is
required.

{¢) Fluid or tissue obtained at surgery or as the result of a diag-
nostic procedure not intended for research and not linked by identi-
fiers: no informed consent is required.

(d) Fluid or tissue obtained from a tissue or blood bank which is
linked to a personal identifier and the research data is recorded in
such a manner as to identify the domor: informed consent is
required,

{e) Fluid or tissue obtained from a tissue or blood bank, which is
linked to a personal identifier, but the research data is recorded in
such a manner that the donor’s identity is unknown: no informed
consent is required.

{) Fluid or tissue obtained from a tissue or blood bank which is
not finked to a personal identifier: no informed consent is required.
Note. (The informed consent document used in these cases may be the DA
Form 5303-R, an overprinted ¢onsent for surgery or autopsy, or other form
approved by the HUC and the forms management office at the organization.)

(3) The protocol or test plan is submitted to a scientific review
committee composed of individuals qualified by training and experi-
ence, and appointed by the commander of the unit to evaluate the
validity of the protocol. The purpose of this peer review is to assure
that the protocol design will yield scientifically useful data which
meets the objective(s) of the study. The committee recommenda-
tions and actions taken by the investigator in response to the recom-
mendations are submitted with the protocol to the HUC.

(4) When applicable, the protocol or test plan will be submitted
to the radioisotope/radiation control committee, or equivalent, estab-
lished in accordance with TB MED 525. The committee recommen-
dations and actions taken by the investigator in response to those
recomunendations are submitted with the protocol to the HUC.

(5) When applicable, the protocol will be submitted to the
SS8C-NCR for research which calis for the use of an attitude or
opinion survey, as defined by AR 600-46. If such studies are
planned, the SSC-NCR must be contacted to determine whether the
survey requires approval of that Center. This information shouid
accompany the proposal when it is submitted for review.Surveys
that cross command lines or are sent to other Services require
approval. Inquiries should be directed to Commander, 3SC-NCR,
Attitude and Opinion Survey Division, ATTN: ATNC-MOA,200
Stovall Street, Alexandria, VA 22332-0400 (AUTOVON
221-9680).

d. Informed consent documentation. The subject’s agreement to
participate in the study will be documented using DA Form 5303-R,
or fincticnal equivalent, in accordance with appendix E. If addi-
tional pages are required, plain bond paper will be used and each

page will be initialed by the volunteer and the witness. This form is
not appropriate for research performed by contract. The volunteer
agreement will be written in language that is easily understood by
the subject. In research conducted outside the United States involv-
ing non-U.S. citizens, a locally produced form in the subject’s na-
tive language may be used. An English translation of the form will
be provided to the HUC.

e. Protocol andfor test plan review gfter submission to the local
HUC.

(1} HUC actions.

(a) The HUC determines the level of risk associated with the
protocol or test plan.

(5) The HUC may make the following recommendations to the
approving authority: Approved, approved with modification, defer
review to higher authority, disapproved, or exempt from further
human use review.

¢} The HUC requires that the information given to subjecis as a
part of the informed consent is in accordance with the applicable
portions of appendix E. The committee may require that informa-
tion, in addition to that specifically mentioned in appendix E. be
given to the subject when, in the HUC’s judgement, the information
would meaningfully add to the protection of the rights and welfare
of the subject.

{d) The HUC reviews research involving minors. The committee
will determine if assent is required and establish the method
documenting such assent. The comrnittee may waive the require-
ment for assent provided the HUC finds and documents that the
research could not practicably be carried out without the waiver (see
para 3-lo(4}).

(e) The HUC reviews research involving wards of a State agency,
and other vulnerable categories of human subjects, The HUC deter-
mines if the use of such a category of subjects is warranted.If, in the
opinion of the committee, the use of this category of subjects is
appropriate, then the protocol is forwarded through command chan-
nels to the Assistant Surgeon General for Research and Develop-
ment, c/o Headquarters, U.S. Army Medical Research and
Development Command, ATTN: SGRD-HR, Fort Detrick, Frederi-
ck, MD 21701-5012, for approval.

(# The HUC conducts a continuing review of the research ap-
proved by the HUC at intervals appropriate to the level of risk, but
at least annually. The format for the review (for example, progress
report from the investigator) will be determined by the HUC.,

(g) A HUC reviews research involving medical devices.If, in the
opinion of the HUC, the device does not pose a significant risk to
the research subject, the organization will not be required to submit
an IDE to the FDA.

(h) Certain categories of research may be reviewed by the HUC
using the expedited review procedures in gbelow.

(i) Exempt categories of research are discussed in appendix F.

(2) Approving official actions. Approving officials—

(@) Will accept or reject the recommendations of the HUC.
Safeguards or special restrictions imposed on a protocol by a HUC
may not be reduced or waived by approving officials upon approval
of the protocol or test plan.

(b)) May require additional safeguards, may disapprove the proto-
col or test plan, or may refer it to a higher review committee and
approving authority.

(c) Appoint a medical monitor (see¢ glossary) for all studies that
are greater than minimal risk.

(d) Obtain a health hazard assessment prior to approving a re-
search protocel or test plan involving human subjects in the opera-
tion of military materiel.

(e} Notify the investigator of their decision to approve or disap-
prove the research proposal, or of modifications required to secure
approval.

() Ensure the continued evaluation of research programs by the
program or project manager or cquivalent official to assure that the
policies and procedures established by this regulation are being
followed.

() Will, when higher approval authority is required, forward two
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copies of the research protocol or test plan, informed consent docu-
mentation (DA Form 5303-R, or functional equivalent if applica-
ble), all minutes of committees reviewing the protocol, and the
commander’s recommendations through command channels to the
Assistant Surgeon General for Research and Development, c/o
Headquarters, U.S. Army Medical Research and Development Com-
mand, ATTN: SGRD-HR, Fort Detrick, Frederick, MD
21701-5012.

f- Actions taken by an organization without a local HUC.

(1} The investigator accomplishes the actions noted in ¢ above.

(2) The commander or organizational head accomplishes the ac-
tions noted in e{2)(d) above, and forwards the protoco! with his or
her recommendations, through the military chain of command, to
the next level of command having an approved HUC.

g Expedited review procedures. These procedures are as follows:

(1) Research activities involving no more than minimal risk and
in which the only involvement of human subjects will be in one or
more of the categories listed at appendix D may be reviewed by the
HUC through the expedited review procedure.

(2) The HUC may alsc use the expedited review procedure to
review minor changes in previously approved research during the
period for which approval is authorized. Under an expedited review
procedure, the HUC chairman or one or more HUC reviewers desig-
nated by the chairman may carry out the review, The reviewers may
exercise all of the authorities of the HUC except that of disapproval.
Research may be disapproved only after review according to the
nonexpedited procedure in e above.

(3) Each HUC using an expedited review procedure adopts a
method for keeping all members and the commander advised of
approved proposals.

(4) The approving official may restrict, suspend, or end a HUC’s
use of the expedited review procedure when necessary to protect the
rights or welfare of subjects.

h. Duty to warn. Commanders have an obligation to ensure that
research volunteers are adequately informed concerning the risks
involved with their participation in research, and to provide them
with any newly acquired information that may affect their well-
being when that information becomes available.The duty to wam
exists even after the individual volunteer has completed his or her
participation in research. To accomplish this, the MACOM or
agency conducting or sponsoring research must establish a system
which will permit the identification of volunteers who have partici-
pated in research conducted or sponsored by that command or agen-
cy, and take actions to notify volunteers of newly acquired
information. (See a above.)

i. Determining responsibility for review of protocols when more
than one DOD or DA component is involved, The commander will
determine primary responsibility based upon consideration of
whether the subjects are inpatients or outpatients of a DOD medical
treatment facility (MTF); whether the study is conducted in-house or
by contract; or whether the prospective subjects are members of a
DOD component.

{1) When the research, regardless of in-house or contract status,
involves use of patients in a DOD MTF, the component to which
the MTF belongs organizationally will have primary respon-
sibility;except as provided in (3) below.

(2) For research not involving the use of inpatients at a DOD
MTF, primary responsibility rests as follows:

(a} 1f the research is done on grant or contract, primary responsi-
bility rests with the component providing funds.

(b) If research is conducted in-house, primary responsibility rests
with the component to which the principal investigator is assigned,

(¢) If research is not funded by a DOD or DA component and
there is no DOD or DA principal investigator, primary responsibility
rests with the component to which the prospective human subject is
assigned.

(3) Studies funded by the Uniformed Services University of the
Health Sciences (USUHS) or the Defense Nuclear Agency are re-
viewed and approved in accordance with policies established by the
funding activity, and DODD 3216.2.

J. Records. Organizations or agencies conducting research involv-
ing volunteers will maintain records in accordance with AR
25-400-2, which are pertinent to the research conducted.These re-
cords will include, at a minimum—

(1) Decumentation of approval to conduct the study.

(2) A copy of the approved protocol or test plan.

(3) The volunteer’s signed informed consent (for example, DA
Form 5303-R).

(4) A summary of the results of the research, to include any
untoward reactions or occurrences. (See app H for a discussion of
the composition of the Volunteer Data Base.}

k. Contractors or grantees. Contractors or grantees holding an
approved Department of Health and Human Services(DHHS) Form
HHS 596 (Protection of Human Subjects Assurance/Certification/
Declaration) are considered in compliance with this regulation. (See
fig 3-1 for sample DHHS Form HHS 596.) In the absence of such
an assurance, a special assurance will be negotiated by the contract-
ing officer with the contractor or grantee. Organizations can verify
that a contractor has a valid DHHS Form HHS 596 by contacting
the Assistant Surgeon General for Research and Development, c/o
Headquarters, U.S.Ammy Medical Research and Development Com-
mand, ATTN: SGRD-HR, Fort Detrick, Frederick, MD
21701-5012. Even though a contractor has a review process which
is consistent with Federal law (that is, 45 CFR 46), it is incumbent
upon the approving official to administratively review the protocol
to assure that it complies with the policies established in this
regulation.

. Technical reports and publications.

(1) Technical reports will be prepared in accordance with AR
70-31 and follow the format established in MIL-STD 847B or its
revisions.

(2) Publications regarding the results of DA conducted research
will be released by the approving official in accordance with the
provisions of AR 360-5 and will contain the following statement:
“The investigators have adhered to the policies for profection of
human subjects as prescribed in AR 70-25."

(3) Publications regarding the results of DA sponsored research
conducted by contract or grant will note adherence with 45 CFR 46,
as amended.

m. Reguests for exceptions to policy. Requests for exceptions to
policy are submitted to the Assistant Surgeon General for Research
and Development, ¢/o Headquarters, U.S. Ammy Medical Research
and Development Command, ATTN: SGRD-HR, Fort Detrick,
Frederick, MD 21701-5012, Requests will then be submitted to
TSG’s HSRRB for evaluation and recommendation to TSG; and
T8G’s recommendation to the ASD (HA) or USD (A), as
appropriate,
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SAMPLE
OME No. 08280837
ORPARTMENT OF HEALTH AND HUMAN SERVICES O enant  [d contract [ reciow OTHER
PROTECTION OF HUMAN SUBJECTS Cnew I cmm. O noncomeeting 171 Suppiemantai
AISURANCE/CERTIFICATION/DECLARATION cantinustion
@ omginar I rortowur [ ExemeTion APPLICATION wlunrlcnaou NG. (# known)
Ipy!viuulv ungheignated)

POLICY: A ressarch activity imvolving human subjects that /s not exempt from HHS reguistions may not be funded uniess ary Ingtitu-
tionsl Review Board (I1AB) hey reviewed and spproved the activity in accordance with Section 474 of the Public Heelth Service Act =
Implemented by Title 45, Pact 48 of the Code of Fadersl Reguistions (45 CFR 46—2¢ revised). The spplicant institution must submit
cortification of IRB approvel to HNS unies Ve applicant inEtitution has Detipnated & 30ecitic sxsmption under Section 48.1011b) which
applies 1o the propossd ressarch activity. institutions with an sssursrce of compliance on file with HHS which covers the propowd
accivity shoukd submit certification of IR8 review and spprovel with vech applicstion. fin exceptionsl cases, certification muy ba. ac.
copted up to 80 deys after the receipt date for which the application is submitted.] In the cese of institutions which do not have an
aUrance of complignce on fife with HHS covering the propossd activity, certification of IR 8 review end approval must be submitted
within 30 dayz of the receipt of 8 writien request from HHS for certification.

7. TITLE OF APPLICATION OR ACTIVITY

-

Evaluation of Meflogquine in the Treatment of P.falciparum malaria
2. PRINCIPAL INVESTIOATOR, FROGRAM DIRECTOR, ON FELLOW

John Boslego, HD
3. FOOD AND DRUG ADMINISTRATION REGUIRED INFORMATION faoe reverss side)
4. HHS ASSURANCE STATUS
(30 Thia institution has an soproved surance of compiiancs on file with HHE which cover 1his activity.
MI369 Asurenes identification number IR idantification number

Gmwmdmmwwmmmmwumwmmummmwumsimmmw provice written ssursnes of
comaianey and cartification of IRB review and approvel in sccordance with 45 CFA 48 upon request.

8. CERTIFICATION OF 'RB AEVIEW OR DECLARATION OF EXEMPTION

This pctivity has been reviewed and spproved by an [RS in accordence with the requirements of 45 CFR 48, including it relevent Subparts. Thia certill
eativn fulfills, when applicabis, requirements for certitying FOA stetus Tor sech investigationsl new drug or device fsse reverse sidle of this form),

Dats of (RB review snd approval. (11 spprovel is pending, weite “pending™. Fotlowug osrtiiostion /s required. }
{monthiday /yeer)

£3 ruil Board Review £ Expedived Review

[T vnis sctivity containe multipla projects, some of which have not besn reviewsd. Tha IRS hes granted spprovel on condition thet sil projects covered by
48 CPR &8 witl hmmmhfm:mmmhmwﬂmmhnmmlmm {form HMS 508] vill ba wibmirtad.

] Human subjacts sre invaivad but this sctivity qualities for sxemption under 48.101{b) in acoordance with paragraph __________  (insart persgraph num-
ber of exemption in 46.101{b], 1 through B), bar the inmitwtion did not designate that exampcion on the spplitstion.

6. Each official signing below cartifies that the information provided on this form it correct and that esch institution
sssumes responsibility for assuring required futurs raviews, spprovels; and submissions of certification.

APPLICANT INSTITUTION COOPERATING INSTITUTION
NAME, AD_DHIII. AND TELEPHONE NO, NAME, AODRESS, AND TELEFHNONE NO,
wWonderful University

PO. Box 7
Anywhere, State 65473

NAME AND TITLE OF OFFICLAL (primt or type) NAME AND YITLE OF OFFICLAL {ssint of type)
William D. Clyde, Jr
Chancellor for Health Affairs

:;‘FE\“ OF OFPFICIAL LISTED ASCYE {and dewm/ SIGNATURE OF OFFICIAL LISTEC ABOVE fand doty]
,D. @C‘ ﬁ' F/Jafﬁ"

s 808 (Rov, 1871 7 y 7 {11 acigtitional 30800 /s PesNied, pinsss usp reverss side yrilir *Neiws. ")
Figure 3-1. Sample DHHS Form HHS 596
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SAMPLE

3. FOOD AND DRUG ADMINISTRATION REQUIRED INFORMATION ffrom front xide)
According to 45 CFR 48.121, if an spplication is made to HHE requiring certification and invoiving use of an investigetionsl new drug or device, sl
tional information is raguired, s addition, sceordiag so 21 CFA 312.1(a}(2}, 30 days must siepes between date of receipt by FDA of Form ED-187Y
214 ues of. U dnes, unies the 30 dav deley paricd is weived by FDA.

3. INVERTIGATIONAL NEW DIRUG RXEMPTION [ meve thes one # invehed, 12t others birow under NOTES):

SFONSON NAMEK

Hoffman LaRoche, Inc

DAUG NAME
Meflogquine, 250 mg tablet
DATE OF END OF 30-0AY EXPIRATION OR WAIVER NUMBEN IBSUED
1 Apr 85 IND 1423

3b. INVESTIGATIONAL DEVICE EXEMPTION:
SPONSOR NAME

DAVICE NAME

Uniess notified otherwise by FDA, under 21 CFR 812.2(b) {H) a sponsor s deamed to have an approved IDE if: (1) the HAB hes agreed
with the sponsor thet the devios is a nonsignificent risk devies; snd (2} the |RD hes approved the study. (Qheck soplicsble bax.)

pﬂ The IRB sgrees with the sponsor that this device is a nonsignificant risk device.

3 Tre IDE spplication wes submitted to FDA on jdate) .Numberissued .
T P ——— ————— —
NOTES:
B S0 {Rev. 1/83) BACK ' o -1

Figure 3-1. Sample DHHS Form HHS 596—Continued
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Appendix A
References

Section |
Required Publications

AR 25-400-2
The Modern Army Recordkeeping System (MARKS). (Cited in
paras 3-2f and C-6b.)

AR 40-3
Medical, Dental, and Veterinary Care. {Cited in para 3-1cand k)

AR 40-7

Use of Investigational Drugs in Humans and the Use of Schedule I
Controlled Diug Substances. (Cited in paras 1-4¢,2-9¢(5), and
3-1v)

AR 40-10
Health Hazard Assessment Program in Support of the Materiel
Acquisition Decision Process. (Cited in para 2-84.)

AR 70-10
Test and Evaluation During Development and Acquisition of
Materiel.(Cited in para 2-84 and the glossary.)

AR 70-31
Standards for Technical Reporting. (Cited in para 3-2/(1).)

AR 71-3
User Testing. (Cited in para 3-11.}

AR 335-15
Management Information Control System. (Cited in para 3-2¢(1).}

AR 340-21
The Armmny Privacy Program. (Cited in paras 3-20(4) and II-1.)

AR 360-5
Army Public Affairs, Public Information (Cited in paras 3-1w and 3-
21(2).)

AR 385-16
System Safety Engineering and Management.(Cited in para 2-84.)

AR 60046
Attitude and Opinion Survey Program. (Cited in paras 2-6, 2-9¢(12),
and 3-2¢(5).)

AR 602-1
Human Factors Engineering Program. (Cited in para 2-84.)

AR 6022
Manpower and Personnel Integration (MANPRINT) in Materiel
Acquisition Process. (Cited in para 2-84)

DA Pam 70-21
The Coordinated Test Program. (Cited in para 3-2¢(1).}

DA Pam 71-3
Operational Testing and Evaluation Methodology and Procedures
Guide.(Cited in para 3-2¢(1).)

MIEL-STD 847B

Format Requirements for Scientific and Technical Reports Prepared
by or for the Department of Defense. (Cited in para 3-241).) (This
publication is available from the Naval Publications and Forms
Center,5801 Tabor Avenue, Philadelphia, PA 19120-5099 using DD
Form 1425(Specifications and Standards Requisition).)

TB MED 525

Occupational and Environmental Health Control of Hazards to
Health from Jonizing Radiation Used by the Army Medical
Department. (Cited in para 3-2¢(4).)

Section |l

Related Publications

A related publication is merely a source of additional infor-
mation. The user does not have to read it to understand this
regulation.

AR 11-2
Internal Control Systems

AR 40-38 -
Clinical Investigation Program

AR 4066 )
Medical Record and Quality Assurance Administration

AR 70-14
Publication and Reprints of Articles in Professional Journals

AR 70-65

Management of Controlled Substances, Ethyl Alcohol, and
Hazardous Biological Substances in Army Research, Development,
Test, and Evaluation Facilities

AR 600-50
Standards of Conduct for Department of the Army Personnel

AR 611-3
Army Occupational Survey Program (AQSP)

DODD 3216.2
Protection of Human Subjects in DOD-Supported Research. (To
obtain this publication, see MJL-STD 847B, scc I, above,)

DODD 6465.2
Organ Disposition After Autopsy. (To obtain this publication, see
MIL-STD> 847B sec I, above.)

FM 3-%AFR 3557
Military Chemistry and Chemical Compounds

DHHS Regulation, 45 CFR 46

Protection of Human Subjects. (This publication is available from
Commander, USAMRDC, ATTN: SGRD-HR, Fort Detrick,
Frederick, MD 21701-5012)

FDA Regulation 21 CFR subchapters A, D, and H
Food and Drugs. (This publication is available for reference at the
local installation staff judge advocate office.)

Memorandum of Understanding between the FDA and DOD
Investigational Use of Drugs by Department of Defense, May 21,
1987. (This publication is available from the Commander,
USAMRDC, ATTN: SGRD-HR, Fort Detrick, Frederick, MD
21701-5012.)

10 USC 980

Limitation on the Use of Humans as Experimental Subjects.(This
publication is available for reference at the local installation staff
judge advocate office.)

16 USC 1162

Restriction on the Use of Information Obfained During Certain
Epidemiologic-Assessment Interviews. (This publication is available
for reference at the local installation staff judge advocate office.)
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Unnumbered Publication

Convention on the Prohibition of the Development, Production, and
Stockpile of Bactericlogical {Biological) and Toxin Weapons and on
their Destruction, Article I. (This article is printed as a part of the
publication entitled “Arms Control and Disarmament Agreements:
Text and Histories of Negotiations”, and is available from the U.S.
Arms Control and Disarmament Agency, Washington, D.C. 20451.)

Section 1l
Prescribed Forms

DA Form 5303-R
Volunteer Agreement Affidavit. (Prescribed in para 3-2¢(1).)

Section IV
Referenced Forms

DD Form 1425
Specifications and Standards Requisition

DHHS Form HHS 596

Protection of Human Subjects Assurance/Certification/
Declaration.(Only the contractor or grantee will obtain and use this
form. This form after approval, however, is shown to the contracting
officer as proof of the contractor’s or grantee’s compliance with this
regulation. See para 3-2%, fig 3-1, and the glossary.)

Appendix B
Guidelines for Preparation of Research Protocol
and/or Test Plan

B-1. Project title
Enter complete project title. (If an amendment, the words “Amend-
ment to. . . . . - ” must precede the project title,)

B-2. Investigators
a. Principal investigator.
b. Associate investigators.

B-3. Location of study
List of facilities to be used.

B-4. Time required to complete
Give month and year of expected start and completion dates.

B-5. Introduction

a. Synopsis.

(1} One-page summary of proposed study similar to the abstract
of a scientific paper.

(2) Major safety concerns for human subjects briefly highlighted.

b. Military relevancy. Explain briefly the medical importanee and
possible usefulness of the project.

¢. Objectives. State briefly, but specifically, the objectives of the
project. Include items below when applicable.

(1) Study design.

(2) Type of subject population observed.

d. Starus. State what has been accomplished or published in the
proposed area of study. Describe the way in which the project will
relate to, or differ from, that which has been accomplished.

e. Bibliography. List all references used in preparing the
protecol.

B-6. Plan

Outline expected accomplishments in enough detail to show a clear

course of action. Include technological validity of procedures and

chronological steps to be taken. The plan should include, as a

minimum, the information shown below on the study subjects.
. Number of subjects, Give the total number of subjects ex-

pected to complete the study.

b. Age range.

¢. Sex.

d. Inclusion criteria. Specific and detailed reasons for inclusion
should be presented.

e. Diagnostic criteria for entry.

f Evaluations before entry. Entries should include x ray, physical
examinations, medical history, hematology, chemistry, and urinaly-
sis as deemed appropriate.

g. Exclusion criteria. Include a complete list detailing the sub-
jects, diseases, and medications that are excluded from the study.

h. Source of subjeets. Describe briefly where the subjects will be
obtained.

i. Subject identification. Describe the code system used.

J. Analysis of risks and benefits to subjects; risks to those com-
ducting research,

k. Precautions to be taken to minimize or eliminate risks to sub-
jects and those conducting the research.

I. Corrective action necessary.

m. Special medical care or equipment needed for subjects admit-
ted to the project.

B-7. Evaluations made during and following the project
An evaluation may also be represented by using a project schematic.
It is very important to identify in the protocol the person who will
perform the evaluations below.

a. Specimens to be collected,

(1) Amount and schedule of collections.

(2) Evaluations to be made on specimens,

(3) Storage. State where and if special conditions are required.

(4) Labeling and disposition.

(5) Laboratories performing evaluations.

(6) Special precautions for subject and investigators.

b. Clinical assessments. Include how adverse effects are to be
recarded.

c. Viral signs. When desired and frequency.

d. Follow up procedures .

e. Disposition of data. State location and duration of storage.

J. Methods used for data collection. State critical measurements
used as end points to characterize safety, efficacy, or equivalency.

B-8. Departure from protocol for individual patients

a. When allowed Use flexible but definite criteria.

b. Who will be notified. (For example, patient, HUC, approving
official.)

B-9. Incidents
a. Definition of incidents.
b. Immediate reporting.
¢. Routine reporting.

B-10. Modification of protocol
Describe the procedure to be followed if the protocel is 1o be
modified, terminated, or extended.
B-11. Examples of all forms to be used in the protocol

B—2. Use of information and publications arising from
the study

B-13. Special or unusual funding implications

B--14. Name and telephone number of the medical
monitor, when applicable

B-—15. Human use committee

Brief explanation of which HUC will provide initial, continued, and
annual review.

B-16. Signature of appropriate approving official and date

B—17. Documentation
a. Completed DA Form 5303-R.
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b. Institutional review of scientific and human use issues.
¢. HUC review with commander’s approval.
d. Biographical skeich of principal and associate investigators.

Appendix C
Human Use Committees

C—-1. Membership

a. Membership will inciude only full-time Federally employed
persons.

b. Each HUC will have at least five members. Members will
have diverse backgrounds to ensure thorough review of research
studies involving human volunteers as research subjects. Members
should be sufficiently qualified through experience and expertise.
The racial and cultural backgrounds of members and their sensitivity
to such issues as community attitudes should ensure respect for their
advice and counsel in safeguarding the rights and welfare of human
subjects.

¢. Besides having the professional competency to review research
studies, the HUC will be able to determine if the proposed research
is acceptable.Acceptability will be in terms of Army Medical De-
partment (AMEDD) commitments and regulations, applicable law,
and standards of conduct and practice. A HUC may review research
periodically that involves vulnerable categories of human subjects
(for example, those individuals with acute or severe physical or
mental iliness; or those who are economically or educationally dis-
advantaged). Therefore, it will include one or more persons con-
cerned primarily with the welfare of these subjects.

d. Nommally, no HUC may consist entirely of men or women, or
members of one profession. However, the approving official may
waive this requirement in those cases in which compliance is
impractical.

e. Bach HUC will include at least one member whose primary
concerns are nonscientific; for example, lawyers, ethicists, and
members of the clergy.Should a given proposal include more than
minimal risk, a physician will be included as an ad hoc member of
the committee.

# Each HUC will include at least one member who is not other-
wise affiliated with the institution and who is not part of the imme-
diate family of a person affiliated with the institution. This
requirement may be met by appointing 2 member of an institution or
organizational unit not subject to the immediate authority of the
approving official.

£ Except to provide information requested by the HUC, no HUC
member may take part in a review of any project in which the
member serves as the principal investigator or associate investigator.

h. A HUC may invite persons with special competence to assist
in the review of complex issues that require expertise beyond that
available on the HUC. These persons may not vote with the HUC,

i. The approving official may not be a member. The approving
official may not approve research for which he or she is also a
principal or associate investigator. A higher echelon of command
must review and approve such research projects.

C-2. Functions and operations
Each HUC—

a. Will observe written procedures for the following:

(1) Cenducting the initial and continuing review of the resear-
ch.Ineluded are reporting findings and actions to the investigator
and the approving official.

(2) Determining those projects that must be—

(a) Reviewed more often than yearly.

(b) Verified from sources other than the investigators, that no
material changes have occurred since the previous HUC review.

(3) Ensuring prompt reporting to the HUC of proposed changes
in the research. Each HUC will ensure that changes in approved
projects (during the period for which approval has already been

given) are not initiated without HUC review except to eliminate
immediate hazards to the subject.

(4) Ensuring prompt reporting to the HUC and approving official
of unexpected problems involving risks to the subjects or others.

b Will review proposed protocols at meetings attended by a
majority of members except when an expedited review is used (see
C-3 below). For the protocol to be approved, it will receive the
approval of a majority of those members present.

c. Will report to the approving official any serious or coptinuing
noncompliance with HUC requirements and determinations found
by investigators.

d. Will conduct continuing review of research studies at intervals
proper to the degree of risk, but not less than once per year.

e. Will have the authority to observe or have a third party ob-
serve the consent process and the investigation.

£ Will maintain a current list of HUC members. Members will be
identified by name, earned degrees, representative capacity and,
experience such as board certificates and licenses. The information
will be complete enough to describe each member’s chief expected
contributions to HUC reviews.Any employment or other relationship
between members and the institution will be noted.

g. May recommend safeguards or special conditions to a
protocol.If the HUC does so, the approving official may take the
following action:

(1) Not reduce the safegnards or conditions if he or she approves
the protocol,

(2) Require additional safeguards.

(3) Disapprove the protocol.

(4) Refer the protocol to a higher echelon approving authority
and review committee.

C-3. Expedited review procedures

a. See appendix D for a list of categories of investigations that
the HUC may review in an expedited review procedure.

b. See paragraph 3-2g for the expedited review procedure that
the HUC will follow.

C—4. Criteria for HUC approval of activities/investigations
requiring volunteers

a. In evaluating risks and benefits for research investigations, the
HUC should consider only those that may result from the
investigation.

b. To approve investigations covered by this regulation, the HUC
will determine that all of the requirements below are met.

(1) Risks to subjects are minimized by using procedures that
are—

(a) Consistent with sound investigation design and do not un-
necessarily expose subjects to risk,

(b} Already being used on the subjects for diagnosis or treatment,
when appropriate,

(2) Risks to subjects are reasonable in relation to anticipated
benefits to subjects.

(3} In making an assessment for the selection of subjects, the
HUC should take into account the—

{a) Purpose of the investigation.

(b) Setting in which the research investigation will be conducted.

(4) Informed consent will be sought from each prospective sub-
ject or the subject’s legally authorized representative.

(5) Informed consent will be properly documented.

(6) The plan makes adequate provision for monitoring the data
collected to ensure the safety of subjects when appropriate.

(7) Adequate provistons exist to protect the privacy of subjects
and to maintain the confidentiality of data when appropriate.

¢. Some or all of the subjects may be vulnerable to coercion or
undue influence such as persons with acute or severe physical or
mental illness, or those who are economically or educationally dis-
advantaged. If so, proper additional safeguards will be included in
the study to protect the rights and welfare of these subjects.
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C-5. Suspension or terminafion of approved research
investigation

a. A HUC will have the authority to suspend or end an approved
investigation that—

(1) Is not being conducted according to the HUCs requirements,

(2) Has been associated with unexpected serious harm to
subjects.

b. Suspensions or terminations of research will include a state-
ment of the reasons for the HUC’s action. They will be reported
promptly to the principal investigator and approval official.

C-6. HUC records

a. A HUC will prepare and maintain adequate documents on
HUC activities, including—

(1} Copies of all protocols reviewed, scientific evaluations that
accompany the proposals, approved sample consent documents,
progress reports submitted by investigators and reports of injurics
and adverse reactions.

(2) Minutes of HUC meetings showing attendance; actions taken
by the HUC; the vote on these actions, including the number of
members voting for, against, and abstaining on a decision; the basis
for requiring changes or disapproving the investigation; and a writ-
ten summary of the discussion of controverted issues and their
resolution.

(3) Records of continuing review activities.

(4) Copies of all correspondence between the HUC and the
investigators.

(5) A list of HUC members.

(6) Written procedures for the HUC.

(7) Statements of significant new findings.

b, The records required by this regulation will be retained per-
manently (see AR 25-400-2). Such records will be reasonably ac-
cessible for inspection and copying by authorized DA personnel and
representatives of the FDA.

C—7. Conflict of interest

a. It is essential that the members of the HUC continue to be
perceived and, in fact, are free from conflict of interest in their daily
duties and especially in regards to the protocols they review,

b. The issue of conflict of interest has been addressed by public
law, DOD directive, and Army regulation. The situations discussed
below are merely examples of the types of activities and relation-
ships which may result in conflict or the appearance of conflicts of
interest. They are by no means the only ways that conflicts arise.

(1) The potential for personal or financial gain. A committee
member who is deliberating a protocol which is to be performed by
a confractor, in which the member or a member of his or her
immediate family is a corporate officer, stockholder, consultant or
employee, could be accused of conflict of interest if he or she voted
on the protocol, regardless of his or her vote.

(2) The potential for personal reward. A committee member who
is affiliated with a protocol in the capacity of principal, associate or
co-investigator, could be accused of conflict of interest if he or she
voted on the protocol, regardless of his or her vote.

(3) Command influence. The mission (for example, the purpose
of the research) should not override or obscure its methods. It is
imperative that the committee, through its members, continue to be
recognized as a reasonable, deliberative body, whose bias is the
safety and welfare of the research subject.It is incumbent upon each
committee member to assure his or her comcerns regarding the
moral, ethical, and legal issues of each protocol are answered to his
or her satisfaction before voting according to his or her conscience.

¢. Commanders and organizational heads will establish a method
to ensure that each committee member is familiar with the pertinent
laws and regulatory guidance regarding conflict of interest.

C-8. Legal review
Prior to establishing a HUC, the commander or organizational head
will obtain legal counsel from the staff judge advocate.

Appendix D
Expedited Review Categories

D-1. Hair, nails, teeth
Collection of—
o. Hair and nail clippings in a nondisfiguring way.
b. Deciduous teeth,
¢. Permanent teeth if patient care indicates a need for extraction.

D--2. Excreta and secretions
Collection of—

a. Excreta and external secretions including sweat and uncannu-
lated saliva.

b. Placenta at delivery.

¢. Amniotic fluid at the time of rupture of the membrane before
or during labor.

D-3. Physical data
Recording of data from subjects who are 18 years of age or older,
using noninvasive procedures routinely employed in clinical prac-
tice. This category—

a. Includes the use of physical sensors that are applied either to
the surface of the body or at a distance and do not involve input of
matter or significant amounts of energy into the subject or an inva-
sion of the subject’s privacy.

b. Includes such procedures as—

(1) Weighing.

(2) Electrocardiography.

(3) Electroencephalography.

(4) Thermography.

(5) Detection of naturally occurring radioactivity,

(6) Diagnostic echography.

(7) Electroretinography.

c. Does not include exposure to electromagnetic radiation outside
the visible range (for example, x rays or microwaves),

D—4. Blood

Collection of blood samples by venipuncture, in amounts not
exceeding 450 milliliters in an 8-week period and no more often
than two times per week.Subjects will be 18 years of age or older,
in good health, and not pregnant.

D-5. Dental plaque and calculus

Collection of both supragingival and subgingival dental plaque and
calenlus. The procedure must not be more invasive than routine pro-
phylactic scaling of the teeth. The process must be accomplished
according to accepted prophylactic technigues.

D-6. Voice records
Voice recordings made for research purposes such as investigations
of speech defects.

D-7. Exercise
Moderate exercise by healthy volunteers.

D-8. Existing data
Study of existing data, documents, records, or pathological or diag-
nostic specimens.

D-9. Behavior
Research on individual or group behavior or characteristics of indi-
viduals, such as studies of perception, cognition, game theory, or
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test development, where the investigator does not manipulate the
subject’s behavior and research will not involve stress to subjects.

Appendix E
Instructions for the Completion of the Volunteer
Agreement Affidavit

E-1. Title and location
The title of the study and place where it is to be conducted.

E—2. Principal investigator
The name of the principal investigator conducting the study.

E-3. Description of the study

A statement that the study involves research. An explanation of the
purpose of the study and the expected duration of the subject’s
participation. A description of the procedures to be followed. An
identification of any experimental procedures. A statement giving
information about prior, similar, or related studies that provide the
rationale for this study.

E-4. Risks
A description of any reasonably foreseeable risks or discomforts to
the subject.

E-5. Benefits

A description of the benefits, if any, to the subject or to others that
may reasonably be expected from the study. If there is no benefit to
the subject, it should be so stated.

E-6. Alternative treatment

When applicable, a disclosure of proper alternative procedures or
courses of treatment, if any, that might be advantageous to the
subject.

E=7. Confidentiality

A statement describing the extent, if any, to which confidentiality of
records identifying the subject will be maintained. Also, in the case
of an investigational drug or medical device protocol, a statement
noting that the FDA may inspect the records. If the study is being
performed by a contractor, a statement noting that representatives of
the DOD may inspect the records.

E-8. Points of contact

An explanation of whom te contact for answers to pertinent ques-
tions about the study and the study subject’s rights, and whom to
contact in the event of a study-related injury to the subject. This
should include a name or office and the commercial and
AUTOVON telephone numbers.

E-9. Subject's rights
A statement that—

a. Participation is voluntary.

b, Refusal to participate will involve no penalty or loss of bene-
fits to which the subject is otherwise entitled.

¢. The subject may discontinue participation at any time without
penaity or loss of benefits to which the subject is otherwise entitied.

E-10. Compensation

For a study involving more than minimal risk, an explanation as to
whether any compensation and medical treatment are available if
injury occurs and, if so, what they consist of, or where further
information may be obtained.

E-11. Cautions
When appropriate, one or more of the elements of information
below will also be given to each subject.

a. A statement that a certain treatment or procedure may involve
risks to the subject (or to the embryo or fetus if the subject is or

may become pregnant) that are currently unforeseeabie. (Possible
genetic effects to the offspring of males should be addressed when
applicable.)

b. The anticipated circumstances under which the subject’s par-
ticipation may be terminated by the investigator without regard to
the subject’s consent.

c. Any additional costs to the subject that may result from partic-
ipation in the study.

d. The consequences of a subject’s decision to withdraw from the
study and procedures for the orderly end of the subject’s
participation.

e. A statement that new findings developed during the course of
the study which could affect the subject’s willingness to continue
will be given to the subject,

f. The approximate number of subjects involved in the sfudy.

g. The precautions to be observed by the subject before and after
the stdy.

h. If photographs are to be taken, the degree to which actions
will be taken to protect the identity of the subject.

i. A statement as to whether the results of the research will be
made known to the subject.

E~-12. Disposition of the informed consent

The principal investigator will retain the original signed informed
consent.A copy will be provided to the volunteer, If the volunteer
consents, the investigator will provide a copy of the signed DA
Form 5303-R to the medical records custodian for inclusion in the
volunteer’s medical treatment record(AR 40-66, para 6-2f)

Appendix F
Exemptions

F—1. Exempt activities
Activities in which human subjects are involved in one or more of
the categories below are exempt from this regulation.

a. Routine epidemiological surveys that are of no more than
minimal risk as set forth in the human protection regulations issued
by the DHHS (45 CFR 46). (See the glossary for the definition of
epidemiological survey.)

b. Research in educational settings which involves normal educa-
tional practices such as—

(1) Regular and special education strategies.

{2) The effectiveness of, or the comparison among, techniques of
instruction, curricula, or classroom management methods.

¢. Research that invelves the use of educational tests when the
data is recorded in such a way that subjects cannot be identified
directly or indirectly.

d. Research that involves survey, interview procedures, or the
observation of public behavior (including observation by partici-
pants) except where all the following exist:

(1) Responses or observations are recorded in such a way that
subjects can be identified directly or indirectly.

(2) The subject’s responses or recorded observations, if they be-
come known outside the research, could reasonably place the subject
at risk of criminal or civil liability, or would damage the subject’s
financial standing or employability.

(3) The research deals with sensitive aspeets of the subject’s
behavior, such as illegal conduct, drug use, sexual behavior, or vse
of alcohol.

e. Research involving the collection or study of existing data,
documents, records, or pathelogical or diagnostic specimens, if these
sources are publicly available or if the information is recorded in
such a way that subjects cannot be identified directly or indirectly.

/- Individual or group training of military personnel such as com-
bat readiness, effectiveness, proficiency, or fitness exercise (for ex-
ample, Army Training and Evaluation Program (ARTEP), Skill
Qualification TFest (SQT)). Evaluation of the training’s effect on the
individual participants may or may not be exempt depending on

12 AR 70-25 « 25 January 1990
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how the evaluation is made (for example, drawing of blood is not
exempt).

g. Job related tasks of military or civilian personnel who are
qualified to test by duty assignments that call specifically for such
qualifications.

h. Inclusion of human subjects as the indirect object of research
involving minimal risk or less in the development and testing of
military weapon systems, vehicles, aircraft, and other material are
exempt from the requirement for obtaining informed consent from
the participants. The determination of whether a proposal is minimal
risk or less is made by a HUC established in accordance with
paragraph 3-26 of this regulation.

i. Other research which is exempted by future changes to DHHS
regulations, and which is consistent with this regulation and DOD
Directive 3216.2.

F-2. Not used

Appendix G
Legal Implications

G-1. Authority

The Secretary of the Army is authorized to conduct research and
development programs including the procurement of services that
are needed for these programs (10 USC 4503). The Secretary has
the authority to *“assign, detail and prescribe the duties”of the mem-
bers of the Army and civilian personnel (10 USC 3013).

G-2. Military personnel and Department of the Army
civilian employees

Compensation for the disability or death of a civilian employee
resulting from personal injury or disease proximately caused by
employment is payable under the Federal Employees Compensation
Act (5 USC 8100 et seq.), regardless of whether employment was of
a hazardous nature. The amount and type of disability compensation
or other benefits payable by reason of the death or disability of a
member of the Army resulting from injury or disease incident to
service depends upon the individual status of each member, and is
covered by various provisions of law. It may be stated generally that
under present laws no additional rights against the government will
result from the death or disability of military and civilian personnel
participating in experiments by reason of the hazardous nature of the
operations.

G-3. Private citizens

It is the policy of the United States to prohibit the acceptance of
voluntary services (31 USC 1342). Individuals may, however, enter
into an independent contractual relationship and participate for com-
pensation as autherized by applicable directives (for example, vol-
ume 45 Decision of the Comptroller General, 1966, p. 649 (45 DCG
649)). Accordingly, any such service should be accompanied by a
statement to the effect that the individual will not receive or become
entitled to any compensation other than that stated in the contract
for these services.

G4, Use of appropriated funds for the purchase of
insurance

Since the payment of insurance premiums on the life of an officer or
employee of the United States is a form of compensation which is
not currently authorized, payment of those premiums is prohibited.

G-5. Contractor’'s employees

There appears to be no legal objection to the use of employees of
contractors in research and development experiments. It is the re-
sponsibility of the contracting officer to determine whether the
terms of the contract are sufficiently broad to permit the participa-
tion of these empleoyees. Generally, benefits to which contract em-
ployees may become entitled by reason of death or disability
resulting from their employment are payable under State

Workmen's Compensation law, except persons covered by the survi-
vor’s insurance provisions of the Social Security Act (42 USC 402).
Reimbursement of the employer for additional costs by reason of
this liability for his or her employees will depend upon the terms of
each contract. These employees are not disqualified from prosecut-
ing claims against the government under the Federal Torts Claim
Act (28 USC 2671 et seq.), if such a claim exists.

G-6. Irregular or fee-basis employees

Intermittent services of such employees are authorized. (Experts and
consultants, 5 USC 3109(b) and Sec. 710 Defense Production Act of
1960 (64 Stat. 819, 50 USC App 2160); and for architects, engi-
neers, and other technical and professional persennel on a fee-basis,
10 USC 4540.) Whether these employees can be detailed or as-
signed to the proposed experiments will depend upon the statutory
authority for employment and the provisions of their employment
agreement in each case. The Federal Employees Compensation Act,
supra, in all probability applies with respect to these immegular and
fee-basis employees for any injury or disease resulting from their
employment, although a final determination in such cases will have
to be made by the Federal agency responsible for deciding claims,
Subject to such restrictions and limitations as may appear in the
statutory authority under which he or she is employed, it would
appear that the Government may legally bear the expense of premi-
ums wvpon the life of an irregular or fee-basis employee whose rate
of compensation is not fixed by law or regulations. In this regard, it
may be advisable for the government to provide an additional allow-
ance to the employee for financing such private insurance arrange-
ments as he or she may wish to make rather than to underiake direct
negotiations with insurance carriers for the desired coverage.

Appendix H
Volunteer Data Base

H-1. General

The intent of the data base is twofold: first, to readily answer
questions concerning an individual’s participation in research con-
ducted or sponsored by the command, and second, to ensure that the
command can exercise its “duty to wam.,” The data base must
contain items of personal information, for example, name, social
security number {SSN), etc., which subjects it to the provisions of
The Privacy Act of 1974. AR 340-21 addresses the requirements for
establishing such a system of records. For assistance in developing
the systems notice for publication in the Federal Register, contact
Commander, U.S. Army Medical Research and Development Com-
mand, ATTN: SGRD-HR, Fort Detrick, Frederick, MD
21701-5012, AUTOVON 343-2165.

H-2. Data elements
The elements listed below are representative of those items that
could be found in such a data base. It is not meant to be all
inclusive, and can be modified to meet individual command needs.

a. Records of the study. A copy of the—

(1) Approved test plan or protocol.

(2) Letter or other document approving the conduct of the test or
protocol.

(3) Signed informed consent for each volunteer.

{(4) Report generated by the results of the test or protocol.

b, Data elements—volunteer’s personal information.

(1) Name.

(2) Rank (if applicable).

(3) 88N

(4) Sex.

(5) Date of birth.

(6) MOS or AOC (if applicable).

(7) Local address and telephone number,

(8) Permanent address and telephone number,

(9) Unit (if applicable).

c. Data elements—test plan or protocol information.

AR 70-25 + 25 January 1990 13
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(1} Test or protocol title.

(2) Principal investigator’s name. '

(3} Laboratory, unit, or facility conducting the test protocol.

{4) Location of the test.

(5) Test period.

(6) Challenge material data (if applicable).

(a} Name of the material used (both active and inert material).

{b) Manufacturer.

(¢} Lot number,

(d) Expiration date.

{e) IND or IDE number.

(7) Date the volunteer completed or withdrew from the study.

(8) Reason for withdrawal (if applicable),

{9) Description of untoward reactions experienced by the volun-
teer (if none, so state).

H-3. Updating perishable data

Selected items of personal information are perishable; for example,
local address and telephone number. A methed should be estab-
lished, which is consistent with the potential for long-term risks of
the test or protocol, to update this information. For example, the
risks associated with testing a new parachute will be readily appar-
ent; whereas the risks associated with the testing of new, obscurant
smoke may not be known for some time to come.

14 AR 70-25 + 25 January 1990
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Glossary

Section |
Abbreviations

AIDS
Acguired immune deficiency syndrome

AMEDD
Army Medical Department

AOC
area of conceniration

ARNG
Army National Guard

ARTEP
Army Training and Evaluation Program

ASA (RDA)
Agsistant Secretary of the Army (Research,
Development, and Acquisition)

ASD (HA)
Assistant Secretary of Defense (Health
Affairs}

CFR
Code of Federal Regulations

DA
Department of the Army

DCSPER
Deputy Chief of Staff for Personnel

DHHS
Department of Health and Human Services

DOD
Depariment of Defense

DTF
dental treatment facility

FDA
Food and Drug Administration

HIV
human immunodeficiency virus

HSRRB
Human Subjects Research Review Board

HUC
human use committee

HURRAO
Human Use Review and Regulatory Affairs
Office

IDE
Investigational Device Exemnption

IND
Notice of Claimed Investigational Exemption
for a New Drug

IRB
institutional review board

MACOM
major Ammy command

MOS
military occupation specialty

MTF
medical treatment facility

NDA
New Drug Application

OTSG
Office of the Surgeon General

PCS
permanent change of station

Pl
principal investigator

RDTE
research, development, test, and evaluation

SI
skill identifier

SSC-NCR
Soldier Support Center—National Capital
Region

SSN
social security number

SQT
skill qualification test

TSG
The Surgeon General

USAMRDC
U.S. Army Medical Research and Develop-
ment Command

USAR
U.S. Army Reserve

USD (A)
Under Secretary of Defense for Acquisition

USUHS
Uniformed Services University of the Health
Sciences

Section Il
Terms

Adverse personnel action
For the purposes of paragraph 31/, this term
includes—

a. A court martial.

b Non-judicial punishment.

¢ Involuntary separation (other than for
medical reasons).

d. Administrative or punitive reduction in
grade.

. Denial of promotion.

F An unfavorable entry in a personnel re-
cord.

g A bar to reenlistment.

k. Amy other action considered by the DA
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to be an adverse personnel action.

Approving official

A military commander or civilian director of
an organizational element of a DA compo-
nent who has been delegated authority to ap-
prove the use of human subjects in research.

Assent
A child’s affirmative agreement to participate
in research. Mere failure to object should not,
absent affirmative agreement, be construed as
assent.

Associate investigator

A person who may be involved in the execu-
tion of research, but does not have overall
primary responsibility. The FDA refers to
such an individual as a subinvestigator,

Certificate of Assurance
See Protection of Human Subjects Assurance/
Certification/Declaration,

Chemical warfare agent (FM 3-9)

A chemical compound which, through its
chemical properties, produces lethal or dam-
aging effects on man. Excluded from consid-
eration are riot control agents, anti-plant
agents, and smoke and flame materials.

a, Chemical agents may be grouped ac-
cording to use:

(1) Toxic chemical agents. Agents capable
of producing incapacitation, serious injury, or
death when used in field concentrations.

(2) Incapacitating agents. Agents that pro-
duce physiological or mental effects or both
that may persist for hours or days after expo-
sure, rendering individuals incapable of con-
certed efforts in the performance of their
assigned duties. Complete recovery of inca-
pacitating agent casualties is expected with-
out medical treatment.

b. Nonchemical warfare agents may be
grouped according to use as
follows:

(1) Riot control agents. Compounds
widely used by governments for domestic
law purposes, and which produce transient
effects on man that disappear minutes after
removal from exposure.

(2) Training agents and compounds,

(3) Screening and signaling smokes.

(4) Anti-plant agents,

c. It should be noted that the Convention

on the Prohibition of the
Development, Production, and Stockpile of
Bacteriological (Biological) and Toxin Weap-
ons and on Their Destruction, Article I, dated
26 March 1975, stipulates that—
“Each State Party to this Convention under-
takes never in any circumstance to develop,
produce, stockpile, or otherwise acquire or
retain;

(1) Microbial and other biological agents
or toxins whatever their origin or method of
production, of types or in quantities that have
no justification for prephylactic, protective or
other peaceful purposes;

15
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(2) Weapons, equipment, or means of de-
livery designed to use such agents or toxins
for hostile purpeses or in armed conflict.”
Accordingly, chemical materials obtained
from such sources or processes are consid-
ered biological, not chemical, weapons.

Clinical investigation

An organized inquiry into health problems
for all conditions that are of concern in pro-
viding health care to beneficiaries of the mili-
tary health care system, including active duty
personnel, dependents, and retired personnel.
The clinical investigation program is de-
scribed in AR 40-38.

Consent
See informed consent.

Development
Systematic use of scientific knowledge, di-
rected toward—

a. Significant improvements in or creation
of useful products to meet specific perform-
ance requirements.

b. Development of components for incor-
poration in end items to meet specific
performance requirements.

c. Construction of hardware for test pur-
poses to determine feasibility of technical ap-
proaches.

d. Formulation and refinement of
techniques and procedures which improve
Ammy capabilities in nonmateriel areas.

Epidemiologic-assessment inferview
For the purpose of paragraph 3-1/, this term
means questioning of a serum positive mem-
ber of the Armed Forces for the purposes of
medical treatment or counseling, or for
epidemiologic or statistical purposes.

Epidemiological surveys

For the purpose of this regulation, the term
means studies of the distribution and determi-
nants of disease frequency in humans, involv-
ing no more that minimal risk in which
research data is not linked to personal identi-
fiers. Epidemiological surveys focus on “ills”
of a population rather than on persons.

Evaluation

The subjective determination of the military
value of a hardware item or system, real or
conceptual, to the user. There are three types
of evaluation:Developer, technical, and oper-
ational. See 70-10 for more detail.

Expedited review procedures

Those procedures used in research involving
no more than minimal risk and those used for
minor changes in approved investigations
(see app D).These procedures minimize time
required for review.

Experimental subject
See Human subject.

Health care personnel
Military personnel, civilian employees, or
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contract personnel (including military and ci-
vilian staff members, assigned to, employed
by, or appointed to the USUHS) whe provide
patient care or patient care support services
in military MTFs and dental treatment facili-
ties (DTFs).

Health care delivery study

Application of scientific methods to the study
of availability, organization, administration,
and management of health services. The effi-
ciency and effectiveness with which such
services are delivered are included.

Health and Human Services Certificate of
Assurance

See Protection of Human Subjects Assurance/
Certification/Declaration.

Human subject

a. A living individual about whom an in-
vestigator conducting research obtains data
through interaction with the individual, in-
cluding both physical procedures and manip-
ulations of the subject or the subject’s
environment.The term does not include mili-
tary or civilian personnel who are qualified to
test by assignment to duties that call specifi-
cally for qualifications such as test pilots or
test engineers.

b. Minor (child). A person who has not
attained the legal age for consent to treat-
ments or procedures involved in research,
under the applicable laws and jurisdiction in
which the research will be conducted.

¢. Human subjects may be thought of as
direct objects when the research is to deter-
mine the effects of a new system on humans
(for example. the effects of a weapon’s blast
on hearing} as indirect objects when a test is
conducted fo determine how humans affect
the ultimate performance of a system (doc-
frine concepts, training programs).

Human Subjects Research Review Board
The principal body of the Office of The Sur-
geon General (OTSG) for review of clinical
investigation and research activities.

Human use committee

A body set up to provide initial and continu-
ing review of research involving the use of
human subjects. A HUC is fundamentally
similar to an institutional review board (IRB)
(45 CFR 46), but has somewhat different au-
thority as compared to an IRB. Within DOD,
authority to approve use of human subjects in
research is vested in commanders. Com-
manders act on the recommendations of
validly constituted HUCs. Outside DOD,
IRBs tend to be vested with this authority.
Appendix C describes the membership, func-
tions, and operations of a HUC.

Informed consent

The legally effective agreement of the subject
or subject’s legally authorized representative
for the subject to participate in research cov-
ered by this regulation. Informed consent in-
cludes, when appropriate, those elements
listed in appendix E of this regulation.
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a. Permission. The agreement of parent(s)
or guardian to the participation of their child
or ward in research,

b. Guardian. An individual who is author-
ized under applicable State or Jocal law to
consent on behalf of a minor (child) to gen-
eral medical care.

c. Assent. A minor’s(child’s) affirmative
agreement to participate in research. Mere
failure to object should not, absent affirma-
tive agteement, be construed as assent.

Institution
Any public or private entity or agency (in-
ciuding Federal, State, or other .agencies).

Investigational drug
A drug may be considered investigational
when the composition is such that—

a. Its proposed use is not recognized for
the use under the conditions prescribed; or its
proposed use is not recommended or sug-
gested in its approved labeling. Experts quali-
fied by scientific training and experience
evaluate the safety and effectiveness of drugs
to make this determination.

b. Its use has become recognized as inves-
tigational, as a result of studies to determine
its safety and effectiveness for use under
such conditions.

Investigational medical device

a. A device that is not generally used in
the diagnosis, cure, mitigation, treatment, or
prevention of disease in humans, and recog-
nized as safe and effective.

b. Research is usually, but not necessarily,
initiated to determine if the device is safe or
effective,

Legally authorized representative

A person or judicial or other body authorized
under applicable law to consent on behalf of
a prospective subject to the subject’s taking
apart in the procedures involved in the
research,

Medical monitor

This person is a military or DA civilian phy-
sician qualified by the training and/or experi-
ence required to provide care to research
subjects for conditions that may arise during
the conduct of the research, and who moni-
tors human subjects during the conduct of
research. For the purpose of this regulation,
the principal investigator may function as the
medical monitor only in situations in which
no other physician is available and approval
for the principal investigator to function as
medical monitor is granted by TSG. Requests
for the principal investigator to function as
the medical monitor will be sent to the As-
sistant Surgeon General for Research and De-
velopment, c/o Headquarters, U.S. Army
Medical Research and Development Com-
mand, ATTN: SGRD-HR, Fort Detrick,
Frederick, MD 21701-5012. In contractor
performed research, a military or DA civilian
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physician may be the medical monitor; how-
ever, this is usually a contractor provided
resource.

Minimal risk

The proposed risks are not considered greater
than these encountered in the subject’s daily
life or during routine physical or psychologi-
cal examinations.

Non-U.S. citizens
Foreign nationals, excluding personnel on ac-
tive duty.

Personal identifier

A method or system which links data to the
individual from whom or about whom it
pertains.

Principal investigator

A person, regardless of title, who is primarily
responsible for the actual execution of the
research.

Prisoner

Any person, (adult or minor) involuntarily
confined or detained in a penal or correc-
tional institution (for example, jail, work-
house, house of detention, prison, military
stockade, or brig). The term is intended to
encompass individuals detained pending ar-
raignment, trial, or sentencing;and prisoners
of war including detained personnel). The
term does not include individuals voluntarily
confined nor those persons subject to civil
commitment procedures that are not alterna-
tives to criminal prosecution.

Protection of Human Subjects Assurance/
Certification/Declaration

A document issued by the Office for Protec-
tion from Research risk, DHHS, in which
that office acknowledges that a research insti-
tution has established policies and procedures
consistent with 45 CFR 46.

Protocol
The written, detailed plan by which research
is to be conducted. (See app B for an exam-
ple of research protocol.} The plan contains,
as a minimum— . The objectives of the
project.

b. The information to be collected.

¢. The means by which it will be collected
and evaluated; an assessment of potential risk
and benefits to subjects; safety measures, and
other means to be used to reduce any risk to
subjects.

Radioisotope/radiation control committee
A committee appointed by the commander to
ensure that individual users of radioactive
materiels within the medical facility and each
radionuclide will be approved and controlled.
The approval and contrel is in accordance
with the requirements specified in the condi-
tions of the Nuclear Regulatory Commission
license and DA radioactive material authori-
zation and appropriate Federal directives.

Research

A systematic investigation that is designed to
develop or contribute to generalizable knowl-
edge. The term does not include individual or
group training of military personnel such as
combat readiness, effectiveness, proficiency,
or fitness exercises (DODD 3216.2)

Research, development, test, and
evaluation

Includes those categories of research and de-
velopment included in Program 6, Research
and Development, and operational systems
development contained in the Five-Year De-
fense Program.

Schedule I controlled drug substances
Any drug or substance by whatever official
name, common or usual name, chemical
name or brand name listed in 21 CFR 1308,
for example, heroin.

Serum positive member of the Armed
Forces

For the purposes of paragraph 3—1/, this term
means a member of the Armed Forces who
has been identified as having been exposed to
a virus associated with the acquired immune
deficiency syndrome (AIDS).

Subinvestigator
See associate investigator.

Test

A process by which data are accumulated to
serve as a basis for assessing the degree to
which an item or system meets, exceeds or
fails to mect the technical or opcrational
properties required. AR 70-10 has a more
detailed discussion of the RDTE type test
There are no special terms.

AR 70-25 - 25 January 1990
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VOLUNTEER AGREEMENT AFFIDAVIT

For use of this lorm, see AR 70-25 ot AR 40-38; the proponent agency is OTSG

PRIVACY ACT OF 1974

Authority: 10 USC 3013, 44 USC 3101, and 10 USC 1071-1087.

Principle Purpose: To document voluntary participation in tha Clinical Inveshgation and Rasearch Program. SSN and home address will be
used for identification and locating purposes.

Routine Uses: The SSN and home address will be used for identification and localing purposss. Informalion derived from ihe study
will ba vsed ta document the study; implamentation of medical programs; adjudication of claims; and for the mandaiory
reporting of medical conditions as required by law. Intormalion may be furnished 10 Federal, State and local agencies.

Dizclosure: The fumishing of your SSN and home address is mandatory and necessary to peovide identification and to contact you
il future inlosmation indicales that your health may be adversoly atfected. Failwe to provide the information may
preciude your voluniary parlicipation in this invastigational study.

PART A(1) - VOLUNTEER AFFIDAVIT

Voluntesr Subjects in Approved Department of the Army Resesrch Studies

Voluntears under the provisions of AR 40-38 and AR 70-25 are authonzed all necessary medical care for injury or disease
which is the proximate result of their participation in such studies.

I, ., SSN .
having fuli capacity to consent and having attained my birthday, do hereby volunieer/give consent as legal
represeniative for _ 1o participate in

(Research siudy)
under the direction of
conducied al
{Name of Institution)

The implicalions of my voluntary participationfconsent as legal representative; duration and purpose of the research study: the mothads
and means by which it is {0 be conducted; and the inconvenioences and hazards that may reasonably ba expecled have been explained
to me by

| have been given an opporiunity 10 ask questions concaming this investigalional study. Any such questions were answered to my full
and complote sausfaction. Should any further questions arise conceming my righis/the rights of the person | represent on study-
related injury, | may contact

al

{Mama, Address and Phone Numbaer ol Hospilal {include Ares Code))

1 understand that { may al any time dunng the course of this sludy revoke my consent and withdraw/have the person ! represant
withdrawn from the study withoul further penalty or loss of benefits; however, [/ihe person | represent may be required (military
volunteer) or requesied {civilian volunteer) o undergo certain examination if, in the opinion of the attendin? physician, such
axaminations are necessary for my/the person [ represent’s health and well-being. My/the parson | represent’s refusal lo participate
will involve no penalty or loss of benefits 10 which | am/the porson | represeni is clharwise enlitied.

PART A (2) - ASSENT VOLUNTEER AFFIDAVIT {(MINOR CHILD)

[ . S8N having full
capacity o consent and having attained my birthday, do hereby volunteer for .
. e io panicipale in
{Resoarch Study)
under the direction of
conducted at

{Name of inslitution)

{Continue on Reversa)

DA FORM 5303-R, MAY 88 PREVIOUS EDITIONS ARE OBSCLETE
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PART A{2) - ASSENT VOLUNTEER AFFIDAVIT (MINOR CHILD) (Cont'd.)

The implications of my voluntary parlicipation; the nature, duration and purpose of the research study; the methods and means by
which it is to be conducted; and the inconveniences and hazards thal may reasonably be expected have been explained to me by

I have boen given an opportunity 1o ask guestions concerning Ihis invesligational study. Any such guostons were answered 1o my ful
and compiele safisfaction. Should any lurther questions arise conceming My righis | may conlact

at

{(Name, Address, and Phone Number of Hoapital (Include Area Code))

| understand that 1 may at any time during the course of this study revoke my assent and withdraw from the sludy withoul lurther
penalty or 08s of benefils; however, | may be requested 10 undergo cerain examination i, in the obpinion of the anlending physitian,
such examinalions are nacessary for my health and well-being. My refusal lo participale will invoive no penalty or oss of benefits to
which | am otharwise entited.

PART B - TO BE COMPLETED BY INVESTIGATOR

INSTRUCTIONS FOR ELEMENTS OF INFORMED GONSENT: ([Provide a detafled expianation in accordance with Appendix C, AR 40-38 or
AR 70-25)

I do[] do not ] (check one & initial) consent 10 the inclusion of this torm in my outpatient madical
treatment record.
SHENATURE OF VOLUNTEER DATE SIGNATURE OF LEGAL GUARDIAN {If volunivet s
a minor)
PERMANENT ADDRESS OF VOLUNTEER TYPED NAME OF WITNESS
SIGNATURE OF WITNESS DATE

REVERSE OF DA FORM 5303-R, MAY 88
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Department of Defense
DIRECTIVE

NUMBER 3216.02
March 25, 2002
Certified Current as of April 24, 2007

USD(AT&L)

SUBJECT: Protection of Human Subjects and Adherence to Ethical Standards in DoD-
Supported Research

References: (a) DoD Directive 3216.2, "Protection of Human Subjects in DoD-Supported

Research," January 7, 1983 (hereby canceled)

(b) Section 980 of title 10, United States Code

(c) Title 32, Code of Federal Regulations, Part 219, "Protection of Human
Subjects,” current edition

(d) DoD Directive 6200.2, "Use of Investigational New Drugs for Force Health
Protection," August 1, 2000

(e) through (m), see enclosure 1

1. REISSUANCE AND PURPOSE

This Directive:

1.1. Reissues reference (a) to update policies for protecting the rights and welfare of
humans as subjects of study in Department of Defense (DoD)-supported research, development,
test and evaluation, and other related activities hereafter referred to as "research.”

1.2. Implements 10 U.S.C. 980 (reference (b)).

1.3. Supports implementation of 32 CFR Part 219 (reference (c)), referred to as the
"Common Rule."

1.4. Establishes other DoD policies for the ethical conduct of research.
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2. APPLICABILITY AND SCOPE

This Directive:

2.1. Applies to the Office of the Secretary of Defense, the Military Departments, the
Chairman of the Joint Chiefs of Staff, the Combatant Commands, the Office of the Inspector
General of the Department of Defense. the Defense Agencies, the DoD Field Activities and all
other organizational entities in the Department of Defense (hereafter referred to collectively as
"the DoD Components").

2.2. Applies to research involving human subjects, as defined herein, conducted by a DoD
Component (i.e., intramural) and other research that is supported by a DoD Component (i.e.,
extramural) through a contract, grant, cooperative agreement, or other arrangement.

2.3. Does not apply to the use of investigational new drugs, biological products, or devices
for purposes of Force Health Protection. Such use is not research and is governed by DoD
Directive 6200.2 (reference (d)).

2.4. Does not apply to accepted medical practice, including the use of investigational

products in such practice, undertaken for purposes of treatment, not research. Such medical
practice is not research and is not subject to this Directive.

3. DEFINITIONS

Terms used in this Directive are as defined in enclosure 2.

4. POLICY
It is the policy of the Department of Defense that:
4.1. Protection of Human Subjects in Research. The rights and welfare of human subjects

in research supported or conducted by the DoD Components shall be protected. This protection
encompasses basic respect for persons, beneficence, and justice in the selection of subjects.

4.2. Informed Consent. In general, as required by reference (b), no DoD Component may
conduct or use appropriated funds to support research involving a human being as an
experimental subject without the prior informed consent of the subject.

4.2.1. In the case of research intended to be beneficial to the subject, if the subject
lacks capacity, due to age, condition, or other reason, to make a decision regarding consent to
participate in the research, prior consent may be provided by a legal representative of the

VET113-000105



Case4:09-cv-00037-CW Document359-30 Filed02/28/12 Page4 of 10
DoDD 3216.02, March 25, 2002

subject. In any such case, the determination that research is intended to be beneficial to the
subject must be made by an Institutional Review Board (IRB) under reference (c).

4.2.2. Consistent with 10 U.S.C. 980(b) (reference (b)), the requirement for prior
informed consent under paragraph 4.2. or subparagraph 4.2.1. may be waived by the Head of a
DoD Component with respect to a specific research project to advance the development of a
medical product necessary to the Armed Forces if the research project may directly benefit the
subject and is carried out in accordance with all other applicable laws and regulations, including
21 CFR 50.24 (reference (j)).

4.3. Applicability of Federal Policy for Protection of Human Subjects in Research

4.3.1. The Department of Defense has joined with other Federal Agencies to adopt the
"Common Rule" Federal policy for protection of human subjects in research. Reference (c) is
the Department of Defense's implementation of the Common Rule. All DoD-supported and -
conducted research shall comply with reference (¢) and this Directive.

4.3.2. The IRBs of the DoD Components established under reference (c¢) shall consist
of members who are either Federal employees, individuals covered under the Inter-governmental
Personnel Act (IPA), or consultants consistent with the requirements established by 5 U.S.C.
3109 (reference (e)).

4.3.3. All human subject research supported or conducted by the Department of
Defense shall be conducted under an assurance of compliance acceptable to the funding Agency.
Research performed at DoD facilities and funded by the Department of Defense shall have a
DoD assurance of compliance. The DoD Components conducting or supporting research must
ensure that the investigators are familiar with the Nuremberg Code, the Belmont Report, 32 CFR
Part 219 (reference (c)), this Directive, and any related requirements.

4.4. Additional Protections for Certain Categories of Research. In addition to the
requirements of reference (c), the following requirements apply to research involving certain
subjects or purposes.

4.4.1. Research supported or conducted by the Department of Defense that affects
vulnerable classes of subjects shall meet the additional protections of 45 CFR Part 46, Subparts
B, C, and D (reference (f)) (e.g., fetuses, pregnant women, human in vitro fertilization, prisoners,
or children). For purposes of this paragraph, actions authorizing or requiring any action by an
official of the Department of Health and Human Services (HHS) with respect to any
requirements of reference (f) shall be under the authority of the Director, Defense Research and
Engineering.

4.4.2. The involvement of prisoners of war as human subjects of research is
prohibited.
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4.4.3. For research involving more than minimal risk (as defined in 32 CFR
219.102(i), reference (c)) to subjects, an independent medical monitor shall be appointed by
name. Medical monitors shall be physicians, dentists, psychologists, nurses. or other healthcare
providers capable of overseeing the progress of research protocols, especially issues of
individual subject/patient management and safety. Medical monitors shall be independent of the
investigative team and shall possess sufficient educational and professional experience to serve
as the subject/patient advocate.

4.4.3.1. Depending on the nature of the study, the medical monitor may be
assigned to assess one or more of the following phases of a research project: subject recruitment,
subject enrollment, data collection, or data storage and analysis.

4.4.3.2. At the discretion of the IRB, the medical monitor may be assigned to
discuss research progress with the principal investigator, interview subjects, consult on
individual cases, or evaluate adverse event reports. Medical monitors shall promptly report
discrepancies or problems to the IRB. They shall have the authority to stop a research study in
progress, remove individual subjects from a study, and take whatever steps are necessary to
protect the safety and well-being of research subjects until the IRB can assess the medical
monitor's report.

4.4.4. For research involving more than minimal risk and also involving military
personnel, unit officers and noncommissioned officers (NCOs) shall not influence the decisions
of their subordinates to participate or not to participate as research subjects. Unit officers and
senior NCOs in the chain of command shall not be present at the time of research subject
solicitation and consent during any research recruitment sessions in which members of units
under their command are afforded the opportunity to participate as research subjects. When
applicable, officers and NCOs so excluded shall be afforded the opportunity to participate as
research subjects in a separate recruitment session. During recruitment briefings to a unit where
a percentage of the unit is being recruited to participate as a group, an ombudsman not connected
in any way with the proposed research or the unit shall be present to monitor that the voluntary
nature of individual participants is adequately stressed and that the information provided about
the research is adequate and accurate.

4.4.5. Research involving use of human subjects for testing of chemical or biological
agents is generally prohibited by 50 U.S.C. 1520a (reference (g)), subject to possible exceptions
for research for prophylactic, protective, or other peaceful purposes. Any such research shall
comply with reference (g).

4.5. Education and Training on Protection of Human Subjects in Research. Awareness of
human subjects protection requirements shall be established for all DoD personnel involved in
the conduct, review, or approval of research covered by this Directive.

4.5.1. Awareness activities shall be commensurate with the duties and responsibilities
of the participants in the process of protection of human subjects of research, and compatible
with Office of Human Research Protections (OHRP) policies.
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4.5.2. Research ethics training shall be incorporated into the continuing education
program at all DoD Component activities that conduct research involving human subjects.

4.6. Inclusion of Women and Minorities in Clinical Research Projects. The selection of
subjects reflecting gender and minority participation as appropriate shall comply with section
252 of Pub. L. 103-160 (reference (h)). The Head of the DoD Component concerned may
exercise the waiver authority under this law.

4.7. Fetal Tissue Research. Fetal tissue research supported or conducted by the Department
of Defense shall comply with 42 U.S.C. 289g - 289¢g-2 (reference (i)).

4.8. Research Misconduct. All DoD Components shall establish procedures to monitor and
review the ethical conduct of research. The DoD Components that conduct or support research
shall ensure that data and data collection are conducted in an ethical manner. In cases in which
data are not collected in an appropriate manner, the DoD Component shall determine if the
misconduct was intentional or reckless; was an isolated event or part of a pattern; had significant
impact on the research record; or had significant impact on other researchers or institutions. The
DoD Component shall initiate and carry through on any actions that are necessary to ensure
resolution of misconduct findings. All findings of serious research misconduct under this section
shall be reported to the Director, Defense Research and Engineering.

4.9. Relationship to Other Requirements. Some activities subject to this Directive may also
be subject to regulations of other Federal Agencies, organizations, and non-U.S. entities.
Examples include: Food and Drug Administration policies regarding investigational drugs,
vaccines, biological products, or devices; multi-agency research; and international research.
Activities subject to this Directive and one or more of these other requirements shall comply
with all applicable requirements (e.g., references (¢) (32 CFR 219.101(g) and (h)), (j), (k), and

@).

4.10. Non-compliance. Issues related to non-compliance with this Directive by any DoD
Component, subordinate, or supported activity shall be referred initially to the next higher
management echelon to take deliberate action to resolve. All findings of serious non-compliance
under this section shall be reported to the Director, Defense Research and Engineering.

5. RESPONSIBILITIES

5.1. The Director, Defense Research and Engineering, under the Under Secretary of
Defense for Acquisition, Technology. and Logistics:

5.1.1. Shall be the single point of contact within the Department of Defense for all
matters relating to the Department of Defense's compliance with the "Common Rule" and act as
the principal DoD liaison with Agencies outside the Department of Defense on matters
pertaining to protection of human subjects in research.
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5.1.2. May initiate updates to reference (c¢) and issue any DoD Instructions or other
guidance necessary to implement this Directive. With respect to matters affecting medical
research, this shall be done in coordination with the Assistant Secretary of Defense (Health
Affairs) (ASD(HA)).

5.1.3. Shall establish a committee to coordinate DoD Component activities in the
protection of human subjects. The committee shall be composed of representatives from the
DoD Components' human subject protection offices.

5.1.4. Shall exercise the authorities of the Secretary of Defense under reference (c),
except for matters not delegable, reserved, or covered by another specific delegation.

5.1.5. Shall establish procedures and standards, consistent with the Federal Policy on
Research Misconduct (reference (m)), for the prevention of research misconduct in the
Department of Defense.

5.1.6. May grant exceptions to policy under this Directive if justified by special
circumstances and consistent with law. Records shall be maintained on exceptions granted under
this Directive.

5.2. The Assistant Secretary of Defense for Health Affairs. under the Under Secretary of
Defense for Personnel and Readiness shall:

5.2.1. Advise the Director, Defense Research and Engineering on matters related to
the involvement of human subjects in research, especially, regarding medical safety, ethics, and
standards of professional care and conduct.

5.2.2. Serve as the DoD representative on matters relating to implementation of Food
and Drug Administration regulatory requirements (references (j) and (k)).

5.3. The Heads of the DoD Components shall:

5.3.1. Develop. issue, and monitor implementing policies to ensure compliance with
this Directive and with any implementing Instructions issued under the authority of this
Directive. In research undertakings in which more than one DoD Component is involved, the
Heads of the Components shall determine and jointly assign executive responsibility for
compliance.

5.3.2. Maintain adequate documentation of DoD-supported or -conducted research
involving human subjects and establish procedures for supporting DoD reporting requirements.

5.3.3. Delegate authorities and responsibilities under this Directive to levels of
command or authority appropriate to ensure compliance. This shall include procedures for the
investigation and resolution of allegations of non-compliance, and may include procedures for
headquarters-level administrative review of research. A DoD Component may delegate
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headquarters-level research review responsibility to another DoD Component for purposes of
efficiency and consolidation of functional offices.

5.3.4. With respect to research for which primary involvement is from the Department
of Defense, establish the required administrative procedures to protect human subjects from
medical expenses (not otherwise provided or reimbursed) that are the direct result of
participation in a research project involving more than minimal risk. For this purpose the
determination of primary involvement shall be based on consideration of the DoD portion of the
total involvement (i.e., funding, personnel, facilities, and all other resources) in the research.

6. EFFECTIVE DATE

This Directive is effective immediately.

A,

Paul Wolfowitz
Deputy Secretary of Defense

Enclosures - 2
El. References, continued
E2. Definitions
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El. ENCLOSURE 1

REFERENCES., continued

(e) Section 3109 of title 5, United States Code, "Employment of Experts and
Consultants, Temporary or Intermittent"”

(F) Title 45, Code of Federal Regulations, Part 46, "Protection of Human Subjects,"
Subparts B, C, and D

(g) Section 1520a of title 50, Unites States Code, "War and National Defense"

(h) Section 2358 note of title 10, United States Code, "National Defense Authorization
Act for Fiscal Year 1994," (Public Law 103-160, Sec. 252)

(i) Sections 289g - 289g-2 of title 42, United States Code, "Public Health and Welfare"

(j) Title 21, Code of Federal Regulations, Subchapters A, D, F, and H, "Food and Drug
Administration”

(k) Memorandum of Understanding between the Food and Drug Administration and the
Department of Defense, "Concerning Investigational Use of Drugs, Antibiotics,
Biologicals, and Medical Devices by the Department of Defense,” May 1, 1987

(I) DoD Directive 6000.8, "Funding and Administration of Clinical Investigation
Program," November 3, 1999

(m) Federal Policy on Research Misconduct, Office of Science and Technology Policy,
65 Federal Register 76260-76264 (December 6, 2000)

8 ENCLOSURE 1
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E2. ENCLOSURE 2

DEFINITIONS

E2.1.1. Common Rule. The regulation adopted by multiple Federal Agencies for
the protection of human subjects in research. The Department of Defense's
implementation of the Common Rule is at 32 CFR 219, "Protection of Human Subjects
(reference (c)).

E2.1.2. Research. Any systematic investigation, including research, development,
testing, and evaluation (RDT&E), designed to develop or contribute to generalizable
knowledge.

E2.1.3. Research Involving a Human Being as an Experimental Subject. An
activity, for research purposes, where there is an intervention or interaction with a human
being for the primary purpose of obtaining data regarding the effect of the intervention or
interaction (32 CFR 219.102(f), reference (c)). Examples of interventions or interactions
include, but are not limited to, a physical procedure, a drug. a manipulation of the subject
or subject's environment, the withholding of an intervention that would have been
undertaken if not for the research purpose. This does not include:

E2.1.3.1. Activities carried out for purposes of diagnosis, treatment, or
prevention of injury and disease in members of the Armed Forces and other mission
essential personnel under Force Health Protection programs of the Department of
Defense.

E2.1.3.2. Authorized health and medical activities as part of the reasonable
practice of medicine or other health professions.

E2.1.3.3. Monitoring for compliance of individuals and organizations with
requirements applicable to military, civilian, or contractor personnel or to organizational

units. This includes such activities as drug testing, occupational health and safety
monitoring, and security clearance reviews.

E2.1.3.4. Activities exempt under 32 CFR Part 219 (reference (c)).
E2.1.4. Support. Unless otherwise clarified in a specific paragraph of this

Directive, this term generally means the provision of funding, personnel, facilities, and all
other resources.

9 ENCLOSURE 2
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Department of Defense

DIRECTIVE

NUMBER 6200.2
August 1, 2000
Certified Current as of November 24, 2003

ASD(HA)

SUBJECT: Use of Investigational New Drugs for Force Health Protection

References: (a) Section 1107 of title 10, United States Code
(b) Executive Order 13139, "Improving Health Protection of Military
Personnel Participating in Particular Military Operations," September
30,1999
(c) Title 21, Code of Federal Regulations, Parts 50, 56, 312, Subpart I of
Part 314, Subpart G of Part 601, current edition

(d) House Report No. 105-736, Conference Report to Accompany
Proposed Strom Thurmond National Defense Authorization Act for
Fiscal Year 1999, page 685

(e) through (f), see enclosure 1
1. PURPOSE
This Directive:

1.1. Establishes policy and assigns responsibility for compliance with references
(a) through (c) for the use of investigational new drugs for force health protection.

1.2. Designates the Secretary of the Army as the DoD Executive Agent for the use
of investigational new drugs for force health protection.

2. APPLICABILITY AND SCOPE

This Directive:
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2.1. Applies to the Office of the Secretary of Defense, the Military Departments,
the Chairman of the Joint Chiefs of Staff, the Combatant Commands, the Office of the
Inspector General of the Department of Defense, the Defense Agencies, the DoD Field
Activities and all other organizational entities within the Department of Defense
(hereafter referred to collectively as "the DoD Components").

2.2. Applies to all uses of investigational new drugs by the Department of Defense
for force health protection.

2.3. Does not apply to actions by DoD healthcare providers that are within standard
medical practice in the United States and are not subject to FDA regulations at
reference (c).

3. DEFINITIONS

3.1. Force Health Protection. An organized program of healthcare preventive or
therapeutic treatment, or preparations for such treatment, designed to meet the actual,
anticipated, or potential needs of a group of military personnel in relation to military
missions.

3.2. Investigational New Drug (IND). Adrug or biological product subject to the
FDA regulations at 21 CFR Part 312 (reference (c)), including:

3.2.1. Adrug not approved or a biological product not licensed by the FDA.
3.2.2. Adrug unapproved for its applied use.

3.3. Drug Unapproved for Its Applied Use. A drug or biological product
administered for a use not described in the labeling of the drug or biological product
approved by the FDA (referred to in subsection (g)(2) of reference (a)), and for which
FDA requirements of use authorization and prior informed consent (referred to in
subsections (d)(4) and (f)(1) of reference (a)) are applicable, but not including uses to
which those requirements are inapplicable based on standard medical practice in the
United States (referred to in reference (d)).

3.4. Particular Military Operations. Amilitary operation or specific military
mission or function, which involves any chemical, biological, or radiological warfare or
endemic disease threats.
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4. POLICY
It is DoD policy that:

4.1. Force Health Protection. Personnel carrying out military operations shall be
provided the best possible force health protection, including safe and effective medical
countermeasures to chemical, biological or radiological warfare and endemic disease
threats.

4.1.1. The DoD Components shall make preferential use of products approved
by the FDA for general commercial marketing, when available, to provide the needed
medical countermeasure.

4.1.2. When no FDA-approved product is available to meet a foreseeable
threat, the Secretary of the Army, as Executive Agent, shall carry out appropriate
research and development program activities directed toward obtaining general
commercial marketing approval by the FDA of safe and effective medical
countermeasures. Such activities shall include use of special FDA rules at 21 CFR
subpart [ of part 312 and subpart G of part 601 (reference (c)) for the approval of new
drugs and biological products for use against lethal or permanently disabling toxic
substances when efficacy studies in humans cannot be conducted ethically.

4.1.3. When, at the time of the need for a force health protection
countermeasure against a particular threat, no safe and effective FDA-approved drug or
biological product is available, the DoD Components may request approval of the
Secretary of Defense to use an IND. Such requests must be justified based on the
available evidence of the safety and efficacy of the drug and the nature and degree of the
threat to personnel.

4.1.4. When using INDs for force health protection, the DoD Components
shall comply with 10 U.S.C. 1107, E.O. 13139, and applicable FDA regulations
(references (a) through (¢)).

4.2. Approval by the Secretary of Defense to Use INDs. Use of an IND for force
health protection requires approval of the Secretary of Defense.

4.2.1. ACommander of a Combatant Command shall submit a request through
the Chairman of the Joint Chiefs of Staff, coordinated with the ASD(HA), the
USD(Policy), Secretary of the Army as Executive Agent, and the DoD General
Counsel. Such arequest must document a confirmed, high threat for which the use of
an IND is needed, consideration of the risks and benefits of use of the IND, and
compliance with the requirements of this Directive.
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4.2.2. The Secretary of the Army, as Executive Agent, in concert with the
Commander of the Combatant Command involved and the ASD(HA), shall develop a
specific treatment protocol for use of the IND. The protocol shall comply with 21
CFR Part 312 (reference (c)). The protocol shall be approved by the Army Surgeon
General's Human Subjects Research Review Board (HSRRB), a duly constituted
Institutional Review Board under 21 CFR Part 56 (reference (¢)), prior to submission to
the FDA for review under 21 CFR Part 312 (reference (c)). Unless the Secretary
requests a waiver by the President, the protocol will provide for, consistent with 21
CFR Part 50 (reference (c)), the prior informed consent of members receiving the
IND. If the request for use of the IND also includes arequest for waiver of informed
consent, the requirements of paragraphs 4.3. through 4.8., below, shall also apply.

4.3. Requests By the Secretary of Defense to the President for a Waiver of
Informed Consent. Under 10 U.S.C. 1107 (reference (a)), only the President may grant
a waiver of informed consent to use an IND for force health protection in connection
with members' participation in particular military operations and only the Secretary of
Defense may request that the President grant such a waiver.

4.3.1. Grounds for Request. The Secretary shall request a waiver only upon a
determination that obtaining informed consent:

4.3.1.1. Is not feasible.
4.3.1.2. Is contrary to the best interests of the member.
4.3.1.3. Is not in the interests of national security.

4.4. Standards and Criteria for Requesting a Waiver of Informed Consent. In
making a determination referred to in subparagraph 4.3.1.1. or 4.3.1.2., above, the
Secretary shall apply, and in making a determination referred to in subparagraph 4.3.1.3.,
above, the Secretary will consider, the standards and criteria set forth in 21 CFR
50.23(d) (reference (c)). Those standards and criteria are:

4.4.1. The extent and strength of evidence of the safety and effectiveness of
the IND in relation to the medical risk that could be encountered during the military
operation supports the drug's administration under an IND.
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4.4.2. The military operation presents a substantial risk that military personnel
may be subject to a chemical, biological, nuclear, or other exposure likely to produce
death or serious or life-threatening injury or illness.

4.4.3. There 1s no available satisfactory alternative therapeutic or preventive
treatment in relation to the intended use of the investigational new drug.

4.4.4. Conditioning use of the IND on the voluntary participation of each
member could significantly risk the safety and health of any individual member who
would decline its use, the safety of other military personnel, and the accomplishment of
the military mission.

4.4.5. Aduly constituted institutional review board (IRB) established and
operated in accordance with the equirements of paragraph 4.5., below, has reviewed and
approved the IND protocol and the administration of the IND without informed consent.

4.4.6. The risks and benefits of using the IND are evaluated with consideration
of:

4.4.6.1. The context in which the IND will be administered, e.g., the
setting or whether it will be self-administered or it will be administered by a health
professional.

4.4.6.2. The nature of the disease or condition for which the preventive
or therapeutic treatment is intended.

4.4.6.3. Conditions that could alter the intended effects of the IND, to
the extent any such data are available.

4.4.77. Applicable logistical record keeping systems are capable of tracking and
will be used to track movement of the IND from supplier to the individual recipient.

4.4.8. Each member involved in the military operation will be given, prior to
the administration of the investigational new drug, a specific written information sheet
(including information required by subparagraph 4.8.1.) concerning the IND, the risks
and benefits of its use, potential side effects, and other pertinent information about the
appropriate use of the product.

4.4.9. Medical records of members involved in the military operation will
accurately document the receipt by members of the notification required by
subparagraph 4.4.8., above.
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4.4.10. Medical records of members involved in the military operation will
accurately document the receipt by members of any IND in accordance with FDA
regulations, including 21 CFR part 312 (reference (c)).

4.4.11. The protocol provides for adequate follow-up to assess whether there
are beneficial or adverse health consequences that result from the use of the
investigational product.

4.4.12. The Secretary of the Army, as Executive Agent, is pursuing drug
development, including a timeline, and marketing approval, in accordance with FDA
regulations, with due diligence.

4.4.13. The IND protocol may proceed subject to review by the FDA under
reference (c) and a decision by the President on the informed consent waiver request.

4.4.14. Applicable DoD Components will provide training to the appropriate
medical personnel and potential recipients on the specific IND to be administered prior
to its use.

4.4.15. The Commander of the Combatant Command concerned has stated and
justified the time period for which the waiver is needed, not to exceed one year, unless
separately renewed under these standards and criteria.

4.4.16. The DoD Components will report to the FDA and to the President any
changed circumstances relating to these standards and criteria (including the time period
referred to in subparagraph 4.4.15., above) that otherwise might affect the determination
to use an IND without informed consent.

4.4.17. The Secretary of the Army, as Executive Agent, shall provide the
public notice referred to in subparagraph 4.7.3., below.

4.4.18. Use of the IND without informed consent otherwise conforms with
applicable law and DoD policy.

4.5. Institutional Review Board Approval. An Institutional Review Board (IRB),
compliant with 21 CFR Part 56 (reference (c)), shall approve every protocol for the use
of an IND for force health protection. The Army Human Subjects Research Review
Board (HSRRB), under the Surgeon General of the Army, is designated as the IRB
responsible for purposes of IRB activities under this Directive.
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4.5.1. In any case in which a protocol proposes to include a waiver of
informed consent, the following additional requirements shall be applicable to the
HSRRB review and approval of the protocol.

4.5.1.1. The HSRRB must include at least three non-affiliated members
who shall not be employees or officers of the Federal Government (other than for
purposes of membership on the HSRRB) and shall be required to obtain any necessary
security clearances. The HSRRB shall review the proposed IND protocol at a convened
meeting at which a majority of the members are present including at least one member
whose primary concerns are in nonscientific areas and, if feasible, including a majority
of the non-affiliated members.

4.5.1.2. Minutes of the HSRRB meeting(s) at which the proposed
protocol was discussed shall be provided to the Secretary of Defense and the FDA. The
minutes shall be in sufficient detail to show attendance, actions taken, the votes taken
(including number of members voting for, against, or abstaining), the reasons for
requiring changes in or disapproving any portion of the protocol, and a written summary
of the discussion of controversial issues and their resolution.

4.5.2. The HSRRB must review and approve:

4.5.3.1. The information sheet required by subparagraphs 4.4.8., above,
and 4.8.1., below.

4.5.3.2. The adequacy of the plan to disseminate information, including
distribution of the information sheet to potential recipients, on the investigational
product (e.g., in forms other than written).

4.5.3.3. The adequacy of the information and plans for its dissemination
to healthcare providers, including potential side effects, contraindications, potential
interactions, and other pertinent considerations.

4.5.3.4. Aninformed consent form as required by FDA regulations at 21
CFR part 50 (reference (c)) in those circumstances in which the protocol includes
informed consent by some or all personnel involved.

4.6. Content of Request by the Secretary of Defense to the President. Arequest
by the Secretary to the President for a waiver of informed consent shall be developed in
consultation with the FDA. Upon submission by the Secretary of the waiver request to
the President, a copy of the request shall be provided to the Commissioner of FDA.
The content of the request shall at a minimum include:
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4.6.1. Afull description of the threat, including the potential for exposure. If
the threat is a chemical, biological, or radiological weapon, the waiver request shall
contain an analysis of the probability that the weapon will be used, the method or
methods of delivery, and the likely magnitude of its affect on the exposed individuals.

4.6.2. Documentation of compliance with the requirements of the FDA
regulations at 21 CFR 50.23(d) (reference (c)). If the request is based on the grounds
identified in subparagraphs 4.1.1. or 4.1.2., the documentation will include a statement
that certifies and a written justification that documents that each of the criteria and
standards set forth in 21 CFR 50.23(d) (reference (c)) (which also appear at paragraph
4.4., above) have been met. If the Secretary finds it highly impracticable to certify that
all such criteria and standards have been fully met because doing so would significantly
impair the Department of Defense's ability to carry out the particular military mission,
the Secretary will provide to the President a written justification that documents which
criteria and standards have or have not been met, explains the reasons for not meeting
those which have not been met, and provides additional justification why a waiver should
be granted solely on the grounds identified in subparagraph 4.1.3., above.

4.6.3. Any additional information pertinent to the Secretary's determination,
including the minutes of the HSRRB meetings at which the IND use was considered.

4.7. Action Required After Waiver of Informed Consent. Following a waiver of
informed consent by the President, the DoD Components shall ensure proper
implementation.

4.7.1. Monitoring

4.7.1.1. The DoD Components responsible for implementation shall
conduct an ongoing review and monitoring to assess adherence to the standards and
criteria under 21 CFR 50.23(d) (reference (c)) and adhere to any periodic reporting
requirements specified by the President at the time of the waiver approval. The
Secretary shall provide to the President any required reports, with a copy to the FDA
Commissioner.

4.7.1.2. The DoD Inspector General shall conduct an ongoing review and
monitoring to assess adherence to the standards and criteria under 21 CFR 50.23(d)
(reference (¢)).

4.7.2. Congressional Notification. The Secretary shall, as soon as practicable,
make the Congressional notifications required by 10 U.S.C. 1107(f)(3)(B) (reference

(a)).
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4.7.3. Public Notification. The Secretary shall, as soon as practicable and
consistent with classification requirements, issue a public notice in the Federal Register
describing each waiver of informed consent determination and a summary of the most
current scientific information on the products used, as well as other information the
President determines is appropriate.

4.7.4. Changed Circumstances. The Secretary shall notify the President and
the FDA Commissioner if the threat countered by the IND changes significantly or if
significant new information on the IND is received.

4.7.5. Termination of Waiver. A waiver expires at the end of one year (or an
alternative time not to exceed one year specified by the President) or upon notification
by the Secretary to the President that the particular military operation creating the need
for the use of the IND has ended, whichever is earlier.

4.7.6. Request for Renewal. Arequest by the Secretary for a renewal by the
President of a waiver must meet the same criteria as the original request and shall
include any new information available relevant to the standards and criteria under 21
CFR 50.23(d) (reference (c)).

4.8. Training and Risk Communication

4.8.1. Notice Requirement for IND Use. When using an IND for force health
protection, the DoD Components shall provide prior notice to personnel receiving the
drug or biological product of the following:

4.8.1.1. That it is an IND (including specific information on whether it is
approved by FDA and/or whether it is unapproved for its applied use).

4.8.1.2. The reasons the IND is being used.

4.8.1.3. Information regarding the possible side effects of the IND,
including any known side effects possible as aresult of interaction of the IND with
other drugs or treatments being administered to such personnel.

4.8.1.4. Other information as required to be disclosed by the FDA.

4.8.2. Information to Poviders for IND Use. The DoD Components shall
ensure that healthcare providers who administer the IND or who are likely to treat

members who receive the IND receive the information identified in subparagraphs
4.8.1.3. and 4.8.1.4., above.




Case4:09-cv-00037-CW Document359-31 Filed02/28/12 Pagell of 14

DODD 6200.2, August 1, 2000

4.8.3. Record Keeping on Use of IND and Notice Requirement. The DoD
Components shall ensure that medical records of personnel who receive an IND

accurately document the receipt of the IND and the notice required by subparagraph
4.8.1., above.

4.8.4. Ongoing Training and Health Risk Communication. The DoD
Components shall provide ongoing training and health risk communication on the
requirements of using an IND in support of a military operation to all military personnel,
including those in leadership positions, during chemical and biological warfare defense
training and other training, as appropriate. This ongoing training and health risk
communication shall include general information about 10 U.S.C. 1107, E.O. 13139,
and 21 CFR 50.23(d) (references (a) through (c)).

4.8.5. Special Additional Training and Health Risk Communication When
Informed Consent Is Waived

4.8.5.1. If the President grants a waiver of informed consent, the DoD
Components shall provide training to all military personnel conducting the waiver
protocol and health risk communication to all military personnel receiving the specific
investigational drug to be administered prior to its use.

4.8.5.2. The Secretary shall submit the training and health risk
communication plans as part of the IND protocol submission to the FDA and the
reviewing IRB. Training and health risk communication shall include at a minimum:

4.8.5.2.1. The basis for any determination by the President that
informed consent is not or may not be feasible.

4.8.5.2.2. The means for tracking use and adverse effects of the
investigational drug.

4.8.5.2.3. The benefits and risks of using the investigational drug.

4.8.5.2.4. Astatement that the investigational drug is not approved
(or not approved for the intended use).

4.8.5.3. The DoD Components shall keep operational commanders
informed of the overall requirements of successful protocol execution and their role,
with the support of medical personnel, in ensuring successful execution of the protocol.
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4.9. INDs for Non-military Personnel. Inany case in which an IND is used for
force health protection for military personnel and subject to the same health risk are
Emergency-Essential civilian employees (reference (e)) and contractor personnel
performing essential contractor services (reference (f)) in conjunction with the military
mission, the IND shall be available for protection of these non-military personnel under
the same terms and conditions, except that the authority to waive informed consent
under references (a) through (c) is inapplicable to these personnel.

5. RESPONSIBILITIES

5.1. The Assistant Secretary of Defense (Health Affairs), under the Under
Secretary of Defense (Personnel and Readiness), shall have primary responsibility for
policy under this Directive, is authorized to issue Instructions for implementation of,
and grant exceptions otherwise authorized by law to, this Directive, and shall monitor
implementation of this Directive and any implementing Instructions.

5.2. The Secretary of the Army shall serve as Executive Agent for the execution of
policy under this Directive and any implementing Instructions.

5.3. The Secretaries of the Military Departments shall implement requirements of
this Directive, any implementing Instructions issued by the ASD(HA), and requirements
established by the Secretary of the Army, as Executive Agent. In implementing an IND
protocol, the Secretaries of the Military Departments shall strictly comply with
requirements of the protocol.

5.4. The Chairman of the Joint Chiefs of Staff shall coordinate and direct activities
of the Commanders of the Combatant Commands in the implementation of this
Directive.

5.5. The Commanders of the Combatant Commands shall validate confirmed, high
threats for which an IND is needed for force health protection, develop in coordination
with the Executive Agent IND protocols, which will comply with requirements of this
Directive, any implementing Instructions issued by the ASD(HA), and requirements
established by the Executive Agent, execute IND protocols in strict compliance with
their requirements, and implement other requirements of this Directive, any
implementing Instructions, and requirements established by the Executive Agent.
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6. EFFECTIVE DATE

This Directive is effective immediately.

Q DN EDe

Rudy de Leon
Deputy Secretary of Defense

Enclosures - 1
E1l. References, continued
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El. ENCLOSURE 1

REFERENCES, continued

(e) DoD Directive 1404.10, "Emergency-Essential (E-E) DoD U.S. Citizen Civilian
Employees," April 10, 1992

(f) DoD Instruction 3020.37, "Continuation of Essential DoD Contractor Services
During Crises," November 6, 1990

13 ENCLOSURE 1
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IMPLEMENTATION PLAN FOR
U.S. CHEMICAL AND BIOLOGICAL (CB) TESTS REPOSITORY PROGRAM

References:

“Chemical and Biological Defense: Department of Defense (DoD) Needs to Continue to
Collect and Provide Information on Tests and Potentially Exposed Personnel,”
Government Accounting Office Report GAQO-04-410.

Task Organization. Office of the Special Assistant for Chemical and Biological
Defense and Chemical Demilitarization Programs (OSA (CBD & CDP)), Office of the
Assistant Secretary of Defense for Health Affairs for Force Health Protection &
Readiness (OASD (HA) FHP&R), and Battelle Memorial Institute (contractor support).

1. Sitmation. In 2000, the DoD started to identify Service members and civilian
personnel potentially exposed to chemical and biological warfare agents as part of a
classified test program - Project 112. This information was transferred to the Department
of Veterans Affairs (VA) in case the individuals developed health issues related to the
potential exposures. In the National Defense Authorization Act for Fiscal Year 2003,
Congress required the DoD to identify personnel potentially exposed during Project 112
tests in the 1963-69 period. Those Service members were identified by the end of 2003.
The law also established a requirement to identify potentially exposed Service members
and civilians during chemical and biological warfare tests conducted outside Project 112
from 1942 to present.

2. Mission. The US Chemical and Biological (CB)Tests Repository Program's mission
is to identify personnel potentially exposed to chemical and biological warfare agents
during testing outside Project 112 from 1942 to present. This program develops a concept
of operations for a complete, integrated, end-to-end process for collecting, processing,
and delivering, chemical and biological exposure data to the OSA (CBD & CDP) and
OASD (HA) FHP&R.

4. Execution. The Chemical, Biological, Radiological, and Nuclear Defense
Information Analysis Center (CBRNIAC), operated by Battelle Memorial Institute, was
contracted in late 2004 to develop the US CB Tests Repository Program. The objective of
this program is to capture, analyze, extract, and compile additional information resulting
from testing, transporting, or storing chemical and/or biological weapons agents (names
of volunteers, test personnel, accidents, etc.) and to aggregate existing electronic records
and all relevant reports with the Project 112 findings to identify all Service members and
civilian personnel that might have been exposed from 1942 to present by augmenting
information previously collected from key repositories pertaining to the use of volunteers
and/or CB agent test events. The second objective is to provide OSA (CBD & CDP) and
FHP&R with the names of volunteers or participants as they are found.

DVAQQ2 004549
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a. Concept of Operations. The Concept of Operations plan (Annex A) describes a
systematic approach that details the staffing, criteria, and procedures that will be used to
complete all US CB Tests Repository site data collection and analysis work on a two-
year timeline. The plan describes in detail the criteria used for review site
identification/selection and prioritization as well as for document relevance
determination. The approach for executing the plan includes identifying the appropriate
staff and proven procedures to be utilized along with leveraging the critical lessons-
learned from major chemical and biological defense programs. The plan also
provides the detailed quality assurance/quality control procedures necessary to execute
the various steps with a high degree of accuracy. The execution of this plan will
fulfill the following requirement: expand the timeframe to capture additional
information resulting from testing, transporting, or storing chemical weapons agents
(names of volunteers, test personnel, accidents, etc.) and to integrate all relevant
reports and databases with Project 112 ﬁndmgs to identify all personnel potentially
exposed from 1942 to present.

b. Tasks.

1. OSA (CBD & CDP):
-  Manage and fund US Test Repository Program; and
- Review monthly reports and data subﬁlissions; and
- Conduct quarterly program reviews.

2. OASD (HA) FHP&R:
- Maintain database on human exposures; and
- Review data submissions; and
- Coordinate and transfer data to VA; and

- Serve as the DoD Point of Contact and spokesperson for the US CB Tests
Repository Program.

3. Battelle (contractor):

- Execute the US CB Tests Repository Program in accordance with Concept
of Operations (Annex A); and

- QGenerate monthly reports on program status; and

DVAQD2 004550



- Submit monthly data; and
- Conduct quarterly Program Reviews.

4. Program Management. OSA (CBD & CDP) is the lead for the US CB Tests
Repository Program. Mr. Anthony Lee (703) 697-5561, Anthony.Lee@osd.mil is the
Program Manager. '

Approval:

L Sl

ean D. Reed
Special Assistant Chemical and Biological Defense and
Chemical Demilitarization Programs

Concurrence:

Ound

Ellen P. Embrey
Deputy Assistant Secretary of Defense
Force Health Protection & Readiness

Annexe:
A. U.S. Chemical and Biological Tests Repository Concept of Operations Plan,
June 2007

DVAOD02 004551
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DEPUTY SECRETARY OF DEFENSE
010 DEFENSE PENTAGON
WASHINGTON, DC 20301-1010

JAN 11 201

MEMORANDUM FOR SECRETARIES OF THE MILITARY DEPARTMENTS
CHAIRMAN OF THE JOINT CHIEFS OF STAFF
UNDER SECRETARIES OF DEFENSE
DEPUTY CHIEF MANAGEMENT OFFICER
ASSISTANT SECRETARIES OF DEFENSE
GENERAL COUNSEL OF THE DEPARTMENT OF DEFENSE
DIRECTOR, OPERATIONAL TEST AND EVALUATION
DIRECTOR, COST ASSESSMENT AND PROGRAM EVALUATION
INSPECTOR GENERAL OF THE DEPARTMENT OF DEFENSE
ASSISTANTS TO THE SECRETARY OF DEFENSE
DIRECTOR, ADMINISTRATION AND MANAGEMENT
DIRECTOR, NET ASSESSMENT
DIRECTORS OF THE DEFENSE AGENCIES
DIRECTORS OF THE DOD FIELD ACTIVITIES

SUBJECT: Release from “Secrecy Oaths™ Under Chemical and Biological Weapons Human
Subject Research Programs

In the 1990s, several reviews of military human subject research programs from the
World War II and Cold War eras noted the common practice of research volunteers signing
“secrecy oaths™ to preclude disclosure of research information. Such caths or other non-
disclosure requirements have reportedly inhibited veterans from discussing health concerns with
their doctors or seeking compensation from the Department of Veterans Affairs for potential
service-related disabilities.

Pursuant to section 709 of the Bob Stump National Defense Authorization Act for
FY 2003 (Public Law 107-314), the Department of Defense continues to work with the
Department of Veterans Affairs to identify veterans who may have been exposed to chemical and
biological agents in connection with research projects and to provide information potentially
relevant to current health concerns.

To assist veterans seeking care for health concerns related to their military service,
chemical or biological agent research volunteers are hereby released from non-disclosure
restrictions, including secrecy oaths, which may have been placed on them. This release pertains
to addressing health concerns and to seeking benefits from the Department of Veterans Affairs.
Veterans may discuss their involvement in chemical and biological agent research programs for
these purposes. This release does not affect the sharing of any technical reports or operational
information concerning research results, which should appropriately remain classified.

The Under Secretary of Defense for Acquisition, Technology and Logistics shall support
implementation of this memorandum in the ongoing review of records of chemical and
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biological research programs. The Under Secretary of Defense for Personnel and Readiness
shall continue to facilitate coordination with the Department of Veterans Affairs on behalf of
veterans who were research volunteers in these programs.

This memorandum, which is effective immediately, does not affect classification or

control of information, consistent with applicable authority, relating to other requirements
pertainingz to chemical or biological weapons,

VET021-000002
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‘MEETING AFTER THE MEETING:
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3S: jsalvatore x6948 02/05/05 212B___ 212 210 21
h/cap-21/212/ChemBio/DOD Mtg Summary 01_14_05.doc

Paragraph for USB Weekly Report

On March 30, 2006, Mike McClendon, and Joe Salvatore of VA’s Office of Policy,
Planning, and Preparedness, (Glen Wallick and David Abbot from C&P Service, met with
staff members of DoD’s Deployment Health Support Directorate (DHSD) to discuss the
Chem-Bio, Radiological, Nuclear, Explosive database, DoD handed out draft copies of
Edgewood Arsenal Chemical Agent Exposure Studies: 1955-1975. This document
explains basic information needed to write a notification letter to those service members
exposed to various agents at Edgewood Arsenal. DHSD said that they anticipate adding
between 3500 and 5000 names to the current database of 1012 test participants by the end
of May 2006.

Compensation and Pension Service (212) 4
April 1, 2006

DVADO3 007674
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From: Lionel West [Lionel.West.CTR@deploymentheaith.osd.mil]
Sent: Thursday, June 02, 2005 10:37:34 AM

To: joe.salvatorelvba.va.gov; blackbua@BATTELLE.ORG

CC: Dee Morris; Roy S. Finno

Subject: RE: Today's Meeting

Attachments: June lst meeting notes.ppt

Lionel West

Chemical Biological Investigative Analyst
Deployment Health Support Directorate

703 575-2682

CONFIDENTIAL - PRODUCED SUBJECT TO A PROTECTIVE ORDER VET140-002110
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Meeting Agreements

We use SHAD coordination,database and communication model
Battelle passes information to DHSD on CD
Battelle liaison maintains information pipeline between DHSD & ATL

DoD provides VA with list of test excluded from being counted and standard
denial criteria

DoD and VA will setup regular IPR (in progress reviews)
DoD will give a timeline to VA for next data push

DHSD will consolidate documentation on verification and record information
related to denials.

CONFIDENTIAL - PRODUCED SUBJECT TO A PROTECTIVE ORDER . e VET140-002111
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Simple Process Map

Battelle provides:
 Names, SSN, SN etc
* Tests ,
» Supporting Documentation

To DHSD

DHSD

* Validates names and tests

* CMATS supporting
documentation

* Builds files with approvals and

disapprovals

*Develop fact sheets

Claims and inquires not on list Names and associated data to VA

VA

+ Notifies veterans

CONFIDENTIAL - PRODUCED SURJECTY TO A PROTECTIVE DRDER VET140-002112
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DECLASSIFICATION OF CHEMICAL AND
BIOLOGICAL TESTS
JUNE 3, 2005

On June 1, 2005, the Department of Defense (DoD) briefed the Department of Veterans
Affairs’ (VA’s) Compensation and Pension (C&P) Service and Office of Policy,
Programs, and Preparedness (008) on its project 10 release information on chemical and
biological tests.

This meeting, the third on this issue between both agencies, was the result of Government
Accountability Office (GAO) report 04-410, Chemical and Biological Defense: Dol
Needs to Continue to Collect and Provide Information on Tests and Potentially Exposed
Personnel. The May 2004 report recommended that DoD completely declassify and
disclose its chemical and biological testing records involving service members.

PARTICIPANTS

The meeting included the {ollowing participants:

» DoD’s Deployment Health Support Directorate (DHSD): Dee Morris (Iead),
Roxana Baylor, Roy Finno, and Lionel West.

* Department ol the Army’s Office of Acquisitions, Technology and Logistics
(AT&L): Colonel Debra Thedford, Director of Chemical and Biological Delense
Programs.

* Battelle Corporation’s Chemical and Biological Defense Information
Analysis Center (CBIAC): Andrew Blackburn, and an assistant

«  C&P Service: Joe Salvatore and David Abbott
o (08: Mike McLendon and Dat Tran

PRESENTATION OVERVIEW

The primary presenters were Mr, Blackburn of Battelle and Lionel Wesi of DHSD.

On a high-level, Mr. Blackburn discussed project objectives, progress updates, primary
research needs, prototype layoul designs, and fiture activities. Mr. West outlined

procedural needs and dala exchanges between AT&L/Bat(elle, DHSD, and VA.

Please reference the left~hand side of the folder for each presenter’s handout.

Compensation and Pension Service (212)
June 3, 2005

DVAQ03 006754
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PROJECT MANAGEMENT

Upon Mr. McLendon’s direct questioning, DHSD, Battelle, and AT &L were unable to
provide actual or anticipated projéct timelines and rescarch data (e.g. number of tests and
participantsy. Mr. McLendon requested thal Ms. Mortis provide a systematic plan for
research, repository searches, data pushes and deliverables,

RESEARCH SOURCES

a. Electronic Databases

Mr. Blackburn and staff intend to data-mine government and corporate chemical and
biclogical test release databases for veteran data from 1942 to present. Additionally, data
gathered from Battelle’s past research will be incorporated into the current effort.

b. Repositories

The primary focus of their upcoming physical searches would be limited to Aberdeen
Proving Ground -Bdgewood Arsenal, Fort Detrick, Dahigren Naval Surface Warfare
Center, and Dugway Proving Ground, However, Mr. Blackburn mentioned that these
“low-hanging fruit” sites are a sub-set of a master list, which contains 15 locations.

¢. Literature

Mr. Blackbura informed VA that Baltelle has completed a review of bibliographic
databases such as the Edgewood Chemical Biological Center Technical Library.

d. National Archives

Mr. Blackburn stated that Battelle has not completed research efforts with the National
Archives Records Administration.

¢. CD-ROMs
Bdgewood Arsenal provided Battelle with CD-ROM copies of records entitled,

“Bdgewood Arsenal Medical Volunteers 1955-1975,” and “Bdgewood Toxic Exposure
Aid Statjon Cascs.”

Compensation and Pension Service (212) 2
June 3, 2005

DVADO03 006755
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M. Salvalore and Mr. McLendon noted that VA recently received such documents from
Edgewood Arsenal. Additionally, Mr. McLendon informed DHSD of VA’s posscssion
of Fort Detrick databases.

DATA ISSUES

a, Certification

DoD has sole authorily to verify participation in chemical and biological tests. DHSD
must physically retain the source document for every veteran record. This process is
called certification. Therefore, VA cannot ulilize any of its Edgewood Arsenal or Fort
Detrick records until the data is certified by DHSD.

Ms. Morris informed VA to submit any received electronic and textual records to DHSD.
Mr. McLendon tasked Mr. Salvatore to e-mail the Fort Detrick records to DHSD.

b. Non-Recognized Tests
Mr. West and Ms. Morris informed VA that the following types of chemical and
biological exposure tests do not count as exposures. Ms. Morris explained that these

“confidence tests” were utilized in basic training as late as 1975.

*+  Gas mask or chamber exercises involving chlorine
*  Sniff tests
+ Three-drop test on forearms

¢. Procedures
Using a flowchart, Mr, West outlined the transfer of data from Battelle {0 VA,
d. Operating Procedures

Mr. McLendon requested that Ms. Morris create standard operating procedures for VA’s
review.

e. System of Records

Both agencies stated that their system of records were sufficient to address the ncw
chemical and biological exposure records. -

Campensation and Pension Service (212} 3
June 3, 2005

DVAO003 006756
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f. Data Pushes

Mr. McLendon requested that Ms. Mortis provide a schedule of anticipated data pushes
wilhin one week’s time.

g. Declassifications

Mr. McLendon asked whether DoD’s declassification schedule would be impacted by
DHSD’s chemical and biological exposure test release project. Ms. Morris mentioned
that both efforts are separate.

h. Hallncinogenic Tests

VA informed Mr. Blackburn that records invelving any hallucinogenic tests should be
researched.

i. Photographs
Battelle and DHISD will present VA with photographs and movies that clearly identify

individual velerans by name and service number. Photographs and movies containing
non-identifiable records will be catalogued

PRIMARY RECORDS SEARCHES

Mr. Blackburn outlined the primary information being retrieved from records searches at
repositories. Privately, Mr, Salvatore informed Ms. Motris that VA retains a different list
based vpon a VA/Batielle/DHSD exercise in November 2004.

Compensation and Pension Service (212) 4
June 3, 2005

DVAQ03 006757
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¢, Data Pass

Mr. Abbot provided Ms. Baylor with a copy of VA’s Project 112/SHAD database for
record upkeep and mainienance.

MUSTARD AGENTS AND LEWISITE
a. DHSD Research

Currently, DHSD is reviewing all electronic and printed records, including 13 boxes of
program records, retrieved from the Defense Manpower Data Center (DMDC) in
Arlington, VA. Until recently, DMDC retained jurisdiction over DoD’s mustard gas
records. '

b. DMDC Database

Ms. Morris informed V A that veteran records identified in DMDC’s electronic mustard
gas database are questionable. Upon VA’s request for an explanation, Ms. Morris
explained that DHSD cannot locate source documents, which support every veteran’s
verification of participation. Without these records, DHSD stated that DMDC’s mustard
gas database cannot be certified.

Mr. Salvatore informed the group that VA erred on the side of caution when issuing the
initial batch of mustard gas letters on March 9, 2005. In order for letter to be released,
Mr. Salvatore stated the veteran’s database record must have shown the following:

* Jssuance of DoD’s chemical exposure commendation certificate

¢ Identification of exposed agent (c.g. Lewisite, sulfur mustard, nitrogen mustard)
* Record of type of exposure {¢.g. full-body or pariial-body)

» Current address

Ms. Morris concured that Mr. Salvatore’s approach was correct. Mr. Salvalore
requested that DoD netify VA if there was a change to any record selection requirements.

¢. Data Pass

Mr. Salvatore provided Ms. Baylor with a copy of VA’s Mustard Gas database for DHSD
research purposes. Additionally, Mr. Salvatore noted that VA had organized the DMDC
database for DHSD.

Compensation and Pension Service (212) 6
June 3, 2005

DVA003 006759
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BATTELLE’S LIASION AT DHSD

In the coming months, Battelle will have a physical presence at DHSD. This liaison will
assist DHSD in research efforts.

MEETINGS

Mr. McLendon requested that VA-DHSD meetings be held on a regular basis.
Additionally, Mr, McLendon informed Ms. Moiris that she would be inviied to present
before VA’s “Project 112/SHAD, Mustard Gas, and Other Chemical and Biclogical
Exposure Test” Task Force.

POINTS OF AGREEMENT

¢ VA is the ultimate customer

» DBattelle/AT&L finds information, images and catalogues documents, creates a
database, and sends it to DHSD

»  DHSD declassifies data if possible

» DHSD imports the database, creates fact sheets on chunks of tests, and updates its
website as appropriate

+ DHSD replicates Project 112/SHAD process for new tests

* DHSD provides VA with timeline of next data push

RECOMMENDATIONS

* Ensure that DHSD provides a comprehensive veleran database with specific test
information for claims processing purposes

* Brief VA leadership on DoD’s project, VA’s role, and expected deliverables

*  Document all DoD/V A interactions to address internal and external stakeholder
reviews

+ Consider creating or contracting a specialized office to handle all chemical and
biclogical test activities

Joe Salvatore (212)

Compensation and Pension Service (212) 7
June 3, 2005
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ATTACHMENT A
SECONDARY LIST OF VARIABLES

Upon a thorough DoD search for all primary dala needs, VA would also appreciate the
following variables:

* Type of exposure:

Disposal/destraction of substance

Manufacturing of substance

Production: Manufacturing and handling of substance

Research and development of substance (includes volunteer participants)
Testing (CONUS, Alaska and Hawaii (pre and post-statehood)

Testing (forcign soil)

Training exercises

Transportation of substance (i.e. air, rail, ship, truck)

Warfare I (battlefield conditions)

Warfare 11 (Bari, Italy)

TRE@E e o6 o

¢ Type of test aclivily

Almospheric (e.g., aerial drop, aerial spray)

Body part exposure [e.g., body location (arm) with type of test (patch,
drops, or injection)|

Inhalation, non-sealed chamber (e.g., open room)

Ingestion

Full body exposure (e.g., sealed gas chamber)

Surface-level (e.g., disposal, deslruction, wind tunnel)
Oceanographic (e.g., above or below water)

Space

Underground

IS

TR e RO

+  Autopsy reports
¢ Death certificates

IS: jsalvatore x6948 06/03/05 212B_ 212 210 21
h/cap-21/212/ChemBio/DOD Mtg Summmary 06_03_05.doc

Compensation and Pension Service (212) 8
June 3, 2005
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.From: Lionel West [Llicnel.West.CTR@deplcocymentheallth.osd.mil]
Sent: Friday, May 27, 2005 11:36:21 AM

To: joe.salvalore@vba.va.gov; blackbua@BATTELLE.ORG; Dee Morrls; Roy S.

Subject: Sample issues golng to be discussed for meetling
Attachments: June lst meeting.ppt

ALCON,
Here are the agenda slides with rough sketch process diagrams.

Licnel West

Chemical Biological Investigative Analyst
Deployment Health Support Directorate

703 575-2682

CONFIDENTIAL - PRODUCED SUBJECT TO A PROTECTIVE ORDER

Page2 of 7

Finno;

Roxana Baylor

VET140-802114
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Objective

e To work out process and procedure
associated with CB Test Repository Effort

e Resolve any outstanding issues
e Provide critical input

o Define liaison role

1111111111111
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Data Pushes

Battelle provides: Have we agreed on a format
g .
« Names, SSN, SN etc e for passing data?
* Tests
« Supporting Documentation ———» How will documentation be
provided? CD? On the web?
To DHSD
DHSD needs to; DHSD
1. uniguely identify name * Validates names and tests
with Push * CMATS supporting
2. merge pushes documentation
3. document denials * Builds hard copy file linking
name w/supporting documentation
«Develop fact sheets

Names and associated data to VA

VA

* Notifies veterans

CORFIDENTIAL - PIIGDUCED SUBJECT T0 A PROTECTIVE ONDER VETI4B-002118
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Out of Cycle Inputs

o Calls/letters to DHSD
— Investigate claims — Battelle, DHSD
— Adjudicate - DHSD
— Document
— Include approvals in next Data Push to VA

e VA inputs
— Investigate claims — Battelle, DHSD
— Adjudicate - DHSD
— Document
— Notify VA of results - DHSD
— Include approvals in next Data Push to VA

CONFIDENT!AL - PRODUCED SUBJECT TO A PROTECTIVE ORDER " VET140-002117
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Outstanding Issues/Problems

e Procedures for moving documents from Battelle to
DHSD for CMATing. SIPRNET; CD etc?

e QOut of cycle inputs
— Procedures for handling
— Tracking

What information will be passed to VA

— Essential - Name, SSN, SN, location, test name, date,
agent

— Nice to have — DOB, POB, address

— IT requirements for data

SHAD/112 procedures
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Outstanding Issues/Problems — con’t

e Liaison person
— Procedures/SOP

 What we are not including
— CS chamber exercises
— Three drop tests
— Anything else?
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UNITED STATES DISTRICT COURT
NORTHERN DISTRICT OF CALIFORNIA
OAKLAND DIVISION
VIETNAM VETERANS OF )

AMERICA, et al., )

Plaintiffs, ) Civil Action Number
vs. ) CV 09-0037-CW
CENTRAL INTELLIGENCE )
AGENCY, et al., )
Defendants. )

Videotaped Deposition of PAUL BLACK,
taken at Friday, 2000 Pennsylvania Avenue NW,
7th Floor, Washington, DC, November 4, 2011,
at 8:54 a.m., before CARMEN SMITH, a Notary
Public within and for the District of

Columbia.
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to one of your answers also, to another question.
You said approximately 2800 Social
Security numbers were the universe of identifiable

test participants that you used to generate the

statistics in Exhibit 5467? 10:54:49
A That's correct.
Q Do you know how many lettexrs you've sent

to chem-bio test participants?
A It's probably somewhere in that ballpark,
but I don't know that number right off. 10:55:009
MS. SPRENKEL: Let's take a quick look.
Bear with me.
This is a new one, so 580 we gaid?
MS. FAREL: Sure.
(Exhibit 580 identified.) 10:55:49
BY MS. SPRENKEL:
Q Are you familiar with this document?
A I probably have seen this or something
like it before.
Q Do you know what it is? 10:56:03
A It says "Letters Mailed Letters Returned."
It looks like it's a listing of letters that were
mailed and the dates they were mailed.
Q And the sheet on the first -- on the first

page here, the total -- total to date of 3291, is 10:56:18

Page 75

Veritext National Deposition & Litigation Services
’ 866299-5127
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that consistent with your understanding of how many

letters have been sent?

A Yeah, I would -- that number seems okay to
me. I would just have to get somebody that knows
more about this than I do to answer that, if you 10:56:42

need a specific --
Q Yeah, I would like to know how many
letters you sent.
A Okay.
Q Because I think this might predate your 10:56:52
August efforts, this number.
A Yeah, I think there was another 2- or 300
sent in August.
Q What I was wondering is why, if you are
able to identify approximately 3300 people in order 10:57:09
to send letters, you were only able to run
approximately 2800 through the database to generate

these statistics in Exhibit 546.

A Because we use Social Security numbers
when we generated those statistics. 10:57:27
Q Okay. 8o there are veterans who you've

been able to send notification letters to that --
for whom you don't have a Social Security number in
the database?

A That's what it seems to me. I mean, if we 10:57:40

Page 76

Veritext National Deposition & Litigation Services
866 299-5127




Case4:09-cv-00037-CW Document359-38 Filed02/28/12 Page5 of 7

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

A And you asked for the number of letters.
I didn't get an exact number, but they said that the
estimate was about 3500 letters.

Q 3500.

A Yeah. That had been sent. And that 13:19:28
included the ones from August, the latest that we
sent.

And you asked what the diagnostic code

6100 was for and I told you hearing, but I wasn't
sure. It is for hearing loss. It's at 38 CFR 4.85. 13:19:46
It's in -- it is in this new one, but it's just --
the only place that it's listed is in the table,
because hearing loss has a table that you go into,
and based on the discrimination and that, that's how
they evaluate it. That‘s where the 6100 is listed. 13:20:03

It wasn't listed in the appendix where I was

looking.
Q Okay.
A And then you asked if we keep the rating
decisions from the training letter that's supposed 13:20:14

to be mailed into that mailbox.

Q Uh-huh.

A And from prior to February of '08, those
were printed and kept. And after February of '08,

they're kept electronically. But yes, we do keep 13:20:27

Page 132
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I declare under penalty of perjury
under the laws that the foregoing is

true and correct.

Executed on , 20 ,

at ’

PAUL BLACK
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CERTIFICATE OF NOTARY PUBLIC & REPORTER

I, CARMEN SMITH, the officer before whom the
foregoing deposition was taken, do hereby certify
that the witness whose testimony appears in the
foregoing deposition was duly sworn; that the
testimony of said witness was taken in shorthand and
thereafter reduced to typewriting by me or under my
direction; that said deposition is a true record of
the testimony given by said witness; that I am
neither counsel for, related to, nor employed by any
of the parties to the action in which this
deposition was taken; and, further, that I am not a
relative or employee of any attorney or counsel
employed by the parties hereto, nor financially or

otherwise interested in the outcome of this action.

Notary Public in and for the

District of Columbia

Commission Expires: MARCH 14, 2013
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Outreach Efforts of Project 112/SHAD, Mustard Gas and Chemical
Biological Programs as of January 31, 2010

Prepared by
Procedures Staff
Compensation and Pension Service
February 5, 2010

Background: Project 112/SHAD was part of the joint service chemical and biological
warfare test program conducted during the 1960s and early 1970s. Project SHAD
encompassed tests designed to identify U.S. warships' vulnerabilities to attacks with
chemical or biological warfare agents and to develop procedures to respond to such
attacks while maintaining a war-fighting capability.

On June 30, 2003, the Department of Defense (IDoD) completed its investigation of the
Project 112/SHAD operational tests, DoD planned 134 tests but conducted only 50. As
of July 2008, DoD has provided VA with the names of 6,442 Veterans who participated
in Project 112/SHAD tests.

Most Recent Updates: In June 2008, it was noted that VBA had received 752 claims
initially identified as Project 112/SHAD claims. We adjusted this number by 111 claims
found not to be Project 1 12/SHAD claims. The number of actual Project 112/SHAD
claims received from Veterans claiming disabilities related to exposure to
chemical/biological agents/substances used in testing, since the adjustment is 641,

The table below shows the number of claims pending and the number VBA has decided
as of January 31, 2010. The total number of Project 112/SHAD cases granted is 39 out of
753 cases that have been decided.

Monthly Pending | Decided Total
January 2010 16 | 753 769

There are three requirements to service connect a disability: (1) evidence of a disease,
injury, or event that occurred during active duty service, (2) evidence of a cuirent
disability, and (3) medical evidence establishing a nexus or link between the in-service
disease, injury, or event, and the current disability. VA affords the Veteran reasonable
doubt in any decision where the evidence weighs equally in favor of grant or denial of the
claim. VA assists the Veteran in obtaining the requived evidence.

Project 112/SHAD calls to the Helpline are below.

Number of Interviews Period
969 FY 2003
475 FY 2004

HACAP-21\2 16\ChemBio\CBNREW utreach

DVAGOH 014448
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180 FY 2005
324 FY 2006
407 FY 2007
143 FY 2008
411 FY 2009
29 FYTD 2010 (January 2010)

Mustard Agents and Lewisiie (Mustard Gas)

Since January 2006, there have been no additions to the 4,495 Veterans who had been
exposed to Mustard Gas or Lewisite. From matches against BIRLS, VHA. and NCA, we
found that 2,120 test participants were deceased. Of the remaining presumed living

Veterans, only 371 addresses were found. The following is a breakdown of identified
master records by exposure and status:

Exposure Unique Veterans | Living Veterans | Deceased Veterans
Full-Body 330 167 163

Partial-Body |41 25 16

Total 371 192 179

Of the 179 deceased Veteran records:
o 68 surviving spouses are recejving DIC
o 50 surviving spouses are receiving non-service connected death pension
o 55 known spouses with Social Security numbers are not in receipt of DIC nor
death pension
o Grecords did not have a spouse identified on the award

The RMC inn St. Louis reviewed a list of 168 retived folders in May 2006 and found only
15 social security nwmbers, which were forwarded to C&P Service in June 2006;
however, addresses for these Veterans were not found.

To date, VBA has received 1,578 claims from Veterans alicging disabilities related to
exposure to Mustard Gas. The table below shows the number of these claims currently
pending and the number VBA has decided.

Mustard Gas Claims/ FYTD 2010

Decided
1478

Total
1578

Month Pending
January 2010 100

Mustard Gas calls to the Helpline are helow.

Number of Interviews Period
31t FY 2005

[

HACAP-2IZ2 1 0\ Chem BIo\CBNRE\Qutreach

DVALUS 014440
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118 FY 2006
270 FY 2007
61 FY 2008
04 FY 2009
03 FYTD 2010 (January 2010)

Chem ~ Bic Exposures

In December 2003, Veterans Benefits Administration (VBA) received a list of names
of 1,012 participants used in tests conducted at Edgewood Arsenal. The tests
consisted of 140 known agents at the time. This was the beginning of the Chemical,
Biological, Radiological, Nuclear and Explosives (CBRNE) database. The
Department of Defense (DoD) met with VBA staff in February 2006, to share a draft
copy of a DoD fact sheet entitled “Edgewood Arsenal Chemical Agent Exposure
Studies; 1955-1975." In April 2006, VBA’s Compensation and Pension Service
{(C&P) staff received an updated CBRNE database with an additional 3,434 names for
a total of 4,446 names.

In an effort to obtain addresses for the test participants, C&P Service contacted Office
of Performance Analysis & Integrity (OPA&I) in May 2006, for them to conduct 2
data match between the CBRNE database with BIRLS and the C&P master record.
This match provided social security numbers for a limited number of test participants,
1.818 were a match. For those participants where an address was not found, C&P
Service contacted Choice Point, an agency used to obtain current mailing addresses.

[nn June 2006, C&P Service began mailing notification letters to Veterans from the
CBRNE database. In early July 2006, C&P Service sent a list of names of CBRNE
test participants to Veterans Health Administration’s (VHA) Eligibility Center, in
order to help them determine which Veterans were eligible for medical treatment. By
the end of July 2006, C&P Service mailed out 1,818 notification letters to test
participants.

In early September 2006, C&P Service received an additional 2,261 names from DoD
to add to the CBRNE database. This updated information brought the amount of
names in the CBRNE database to 6,707. Additional notification letters were mailed to
758 test participants in March 2007 and 338 were mailed in mid September 2007.
C&P Service has sent out another 15 individual notification letters since mid
September 2007,

Ia June 2008, C&P Service received 3.821 new names to be added to the CBRNE
database. bringing the total to 10,528 names. C&P Service was able to identify and
obtain current addresses for 304 of the 3.821 newly referred test participants.

In March 2009, C&P Service sent out 304 notification letters with DoD’s updated fact
sheet to those Veterans. fir August 2009, Dol brought 2,239 new names in the
UBRNE database 10 VA (bringing totad in database to 12.767). VA requested a data

HACAP-2IN210\ChemBio\CBNREAQutreach 3

DVADNY B14450
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match from PA&I against the list, which returned incomplete information needed to
accurately contact Veterans involved in this database. DoD was notified in September
2009 at a joint meeting for VA and DoD of the incomplete data that was furnished to
VA. Dol also sent a list of all chemical agents and non-agents that were used for
CBRNE testing for a total of 427 agents.

During September 2006, VBA provided the field with Training Letter 06-04,
Department of Defense (DoD) Identifies Additional Service Members Who
Participated in the Testing of Chemical and Biological Warfare Agents During Service,
with special procedures for processing and controlling claims related to these tests.

VBA has received 87 claims from Veterans alleging disabilities related to exposure to
chemical/biological agents/substances. The table below shows the number of these
claims pending and the number VBA has decided.

Chem-Bio Claims for FYTD 2010

Month Pending Decided Total
January 2010 1 86 g7

To date, two of the 86 decisions listed above include a grant of scrvice conncction.

Notification Efforts (SHAD, MG, and CBRNE): As of March 31, 2009, VBA has
mailed a total of 8,053 outreach letters to Veterans who were participants in Project
112/Shipboard Hazard and Defense (SHAD), Mustard Gas (MG), and Chemical
Biclogical Radiological Nuclear Explosives (CBRNE) tests. VBA enclosed a DoD Fact
Sheet with each notification letier depending on the tests in which the Veteran
participated. VBA has completed outreach efforts to Project 112/SHAD and MG
participants. Outreach efforts will continue to Chem-Bio test participants because of the
additional listing of names anticipated from DoD.

i Returned | New Previously j Total
Data Base Mail SSNs Mailed Letters
Mailed
SHAD 459 0 4,439 4,441
Mustard Gas | 22 164 318 321
CBRNE 313 775 2,649 3,291
Totals 794 039 7,406 8,053
HACAP-21\216\ChemBio\CBNRE\Qutreach 4
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VA Outreach Efforts Made Since October 1, 2009

DoD informed VA that Project 112/SHAD and Mustard Gas programs have been
officially closed as of June 2008. Chemical Biological (also known as Edgewood
Arsenal) remains open at this time, as DoD continues to identify Veterans who were “test
participants” in the program. There have been no outreach letters mailed since March 31,
2009. VA is currently locating accurate addresses of Veterans whose notification letters
were returned from the last outreach effort in March 2009,

Prepared by: Procedures Staff/ Compensation and Pension Service
February 5, 2010

HACAP-21\216\ChemBio\CBNREWutreach
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