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;:..:,i Y:'.: !. 11. plvl a d  Canduot ol popolad C L i W  Invati&a. 
A. purpmn and mlllLy need fw 01 vrguicy of prep084 &leal 

Intratlc.tbn. 
E. Appmlim.t. n u m b  ol mtrjnot, the& .la, mx, condition, snd 0 t h  

prtinent information relevant to the conditions of the invati#aMon. 
C. Number of nubjeata to be empbycd M contrul (it MY) and mme In- 

fmnution Y in B abow for such mutml. 
D. An outlinc of thc pkma of Ihe inrcstigntiou alrcady planned either in 

detail or by reference to detnik .Lrady on Ble in Army raoordr. "hh 
outline may include m-nablc dtemalees and vnriationn, and aill be 
iuppkmented or amended Men MY eignificant change in direction 01 
wpe of the investigation is undertaken. 

0 ' *  , ' * 

E. -ription or coplea of forma umd.to record &b. 

b. R& and cuduOiirm. The AIDRB will 
review und Fvnlnalc all proposnh rectiwd, 'riiter 
into MY indicated correspondence with the inves- 
tigator, aud, to &he extent t L ~ t  the proposal is 
rejected in whole or in part, will transmit same to 
the investigator. To &Le extcnt that the AIDRB 
approvea a proposal, it will trnnsmit its rewm- 
mendation to The Surgeon General, who will then 
O o n h  or diem5rm in whole or io part the Board's 
approval of the proposal iu question. 

c. Baa@ jot dkapprming p a p a &  jar i&& 
gational drug--studirs. Either the AIDRB or 
The Surgeon Generd may withhold approva~ to 
study m investigational drug clinically if it is 
determid- 

(1) That thereisaubstmtidevidencetouhow 
the drug to bo too dangerous for usc for 
the purpuses and in the mnuuer fur 
whichit in propad tor investigational we. 

(2) That the msnufachuhg methods are 
inadequate to mainbin appropriate stud-  
u d s  of quality needed to asnure safety 
~d give signifieanee to the CiinicaI 
investigation of the drug. ' 

(a) That the overall plln for dinid inveeti- 
gation dog not sppear -nablo or 
othsrssiss worthy of support. 

tion sfparata from the patient's clinical mrd. 
This record of cliniral invraligirtion will include, 
n+nimaIly, a list of patienla receiving the investi- 
gational drug; the name, lot number, date and 
quantity of invcstbgationd drug prpsm'bod; ease 
histories; the dctriils of clinical obscrvations, tests, 
and laboratory procedures Earried out on aeh 
subject bcfore, during, and after administration of 
the drug in question. 

b. By custodian. A'complete record of each 
investigational drug will be mainLsind by an 
offieid desipnted by the commanding ofliesr of 
the med id  unit or installation, normally tba 
pharmacy officer, if the investigational drug ie 
b&g uned in an Army facility, and by the in- 
vestigator him&, or s responsible individud 
designatd IJX Iliin for the purpose, when the drug 
is being wed uuder a Department of the Army 
contract or Fat. This record will include the 

' 

. .  following illformation: 
(1) Name of dmg.' * '. 

(2) hfanufaeturer, or other Source of drug. 

(4) Expirntiondatqifmy. , , , : .  

(5) Lot or control number. . .  4. 

(3) h O l U l t  M d  d8b 6 V d .  

(6) Datc of authority to uu. 
(7) Names of individuals authorized to pre- 

(8) Name of PrsScribiDp phypi0i.n or ktk 
(0) Date on w W  um d ffie dmg b W 

(10) Data on which use of the drug b rp 

&caciour drug, if during w r w ' d  

mibe the drug. 

nated, if appliubla 

PI'OVed for m d  US0 M 8 d e  rad 

inve8tigotion. 
e. RdnJionpdCiod. bureoordsrequLsdbytbi 

partgrcrph wiU be kept 3 y a ~ l  dtar cmnpleih 
of the project and them mtjred permandy. 
See AB 345-210, File NO. e03-38. 
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8. Reporting rquirementr pmsrasS reports 

J' rill k mbmitted to The Swgwn Oeoanl, 
ATTN: Chairman, AIDRB, by the reaponsibla 
i n v d p t o r  at lohat once annually. A 6 n d  
report d also. be aubmitted by the investigator 
to the Army Investigationnl Drug Review Board 
promptly on termination of the investigation. In  
ddition, unusual or important observationa will 
bs reported promptly to such Board, particularly 
if tbv involve any adverse effect that may be 
regaded as caueed by the new drug; if the adverse 
&ect is alarming, it will be reported to such 
Boud immediately. 

7. Spcetl conditions applicable to cllnical in- 
redigationr of new drugs. 0. The investigator 
d make certain that the investigational drug is 
dminisw to subjects only under his p n a l  
auperddon or under the s u p d i n  of other 
qu.lified personnel to whom he has delegated this 

b. The investigator will make certain that all 
mbjecta participating in the investigation or their 
represcntnti\:cs are fully informed nnd understand 
thab the new drug i9 being used for investigational 
nurnoscs. Hc n i l 1  ribtiiin ttic w r i t t m  cniisciit of 

authority. 

I '  
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&a subjects, or their repreaentutivea, except where 
this M not feasible, or, in the investigator'a pmfes 
siond judgment, is contrary to the best intarask 
of the subjeeta. When the purpose of adminiitar- 
ing an investigational drug is not to benefit the 
indindud to whom it is administcesd, bnd a p  
provd for the use of volunteer subjects will be 
obtained as provided in paragraph 6, AR 70-25. 
B e d t  b the individual is defined aa the admin- 
ktdon of a drug to an individual expected to 
d t  in thediagnosis, niitiption, treatment, cum, 
or pmvention of discnw or injury of the scme 
iodiaurl. 

&Inlornution to he hrniahed FDA. The 
Surgeon Gencrnl aill furniclh information copies 
d thd following b authorizai reprasaototiva of 

needed, M obt.ined: 
a Alarming and other'adv- reports to Tha 

Surgeon G m d  on the stiects of an investiga- 
6ond drug when received. 

6. Any existing Department of the Army report 
amcemhg ao investighond drug Spseificdy re- 
quat& by nn authorized rcprescntntire of FD.4. 
c In the case of und.asifi.d dinial studies of 

iuv&+!iod druga, Tbm S-n Q e n d  niu 
u w r n l  

m4 M # d i B  -3 if 
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tmnamit w p i a  of the "Investigator's Statement," 
signsd w p i a  d the AIDR&s and The Surgwa 
Gsdsnl'a evaluation nnd appmvsln to the Com- 
missioner of Food and he, Department of 
Health, Education, and Welfare, Washington, 
D.C., 20203. In  tha case of cl.ssiIied clinical 
investigations of new drugs, and in the m e  wbere 
the investigational drug to be studied is being 
s p o ~ m d  by the pharmaceutical industry, such 
rn+%ds need not be tnnsmitted to FDA, subject 
to the provisions of a and b abore, but Form 
FD 1571 (see 28 Federal Register 179), FDA's 
m u d  ddm for exemption, will be forwarded to 
The Surgeon General for transmittal to FDA after 
approval by The Surgeon General. 

d. Nothing herein should be conatrued as pro- 
eluding The Snrgeon General or his delegate from 
transmitt.ing my Department of the Army infor- 
mation pertaining to invcstigational drugs which, 
.in tL& dkretion,-.appears should be of interest 
to FDA. 
,3. Medical emergencies. In  crucinl situations 

The Surgeon Genera!, ATTN: hlEDPS-CN, may 
approve short tern use of nn investigational druc 
hcing apon~ored by n phnrninc.eittiea1 firm OII :HI 

individual patient,. without submisston of the 
Investigator" Statement prescribed in puagraph 
3, upon a hospital commander's request for m e .  
Such request will include the following information 
minimally: pntient's name,. dingnosis, nnme nnd 
quantity of the drug proposed for use., medical 
officer responsible for the patient, and nature of 
the medical emergency. In  ensee where. The Sur- 
geon Oenernl apprbves emergency use of invab 
ti&~nnl drug b&g sp~asored by a pha-u- 
tics1 !inn, the responsible investigator d l  fiun sh 
both a completed F D  1573 (Shtement of Inrcs- 
tigntor (sea 28 Fedorat Register 179)) to ths spn- 
soring pharmaceutical finn and a signed copy of 
snid Form FD 1573 to The S u m n  Gened as 
corpsdi*dy u circm- permi4. ~ . L  9 : .  i i . .. % ? l a . .  1 a . U  .d d b p t d u  a i  hrrmaskl.1 
h g m ,  Iavestjktional drugs in the custody of 
the Department of the Army wil l  be stored md * 

dispensed in accordance with the applicable pro- 
oisio~ d AR 40-2, subject b the p r o v i s i ~ ~  of 
paragraph 5 above. 

investigationd drugs M to be clinicdlp invcsti- 
gated d amtrin the following d a m  

8 

11. A m y  wnheta All contracts under which . 

.. 1 ^. - ._. 1. 
~ ~ , ~ + & ~ .  1 .  < ~ *  ~ 1 i r . t.: . 
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CLINICAL STUDY OF INVESTIQATIONAL DRU- . 
.': . .  0 a. The Contnctor . ~ a  (h.c Mors undert.llng b amduet dthar tha CIIIIIUI 

ooloe~ or clinlod trl- of UI invatlgatbnd drug under a & w e n t  of h h, O) 

kMt, it d oubmit for the m'ttcn appmvd of The Burgeon General, Dcputment of tb. 
.4rmy. a signed completrd application and lhme copics io The Surgcon General, ATFN: 
C b S i r m ~ ,  Anny Inveotiptional Drug Rcvkw Board, Deparhent of the Amy, Wd- 
ington, D.C., 20315, uring the fdlowing format: 

, 

Irauripolor'r rhkmntl 
I. Backgrounddata. ' 

A. Name ofinvdiptor .  
B. Date of mu&. 
C. N.mc or other clear identification of m. 
E. Q u J i l l ~ t i o n ~  of investigator in b w l  or by r d a w ~ c e  to d s w l  .ha9J 

F. %me and address of facility or facilities where inveEtigatioM will be 
mnduokd. 

G. All known relevant information about p& uea or pertinent rd- 
tbmto avulsbk to both the investigator and the drug on+, b 
eluding oil prnlinicnl data, and all other informnlion justifymi tb. 
clinical invmtiption (Le., the d c t y  and rationale of the pmpard. 
8tOdY): 

D. Name of ~ufacture.r  or other DU& d drus. - .. . 
.on fik In Army reaordo. 

. .  
11. Plan and Conduct of PmpoRd Clinical Ind&bm. 

A. Bpecific purpose and militmy wed for or urgemy of prDposed dimid 
invartigntion. 

U. Appmrirnatc number of oubjccla, their age, om, mndition and otbnr 
pertinent informaiion rebvmt to the oonditkn8 of the hWrtt.ua. 

C. Number of eubjceta to be cmploycd 36 controls (if any) and inme in- 
formation M in B above lor ouch mntmb. 

D. An outline of the ph.ar of the invatigatlon already pl8nze-d dtbr Q 
d a w I o r b j , n f w n o a t o d s w l s . I r a . d y o n d l s i n ~ y ~ ~  lW8 

.. . :. ' f outline may indude rsuonabk alternab. md v a t i a t h ,  and e b 
mppbnmtad or .mended when m y  dgniticant eh.n* in dlrecth ur 
scope of thc inrrsiipiion is undcrtnkcn. 

. 

l% Daatipthn m copies of forma w d  to record dab. 
b. The &tr+ar .qsa Ihu a c h  of it. i n ~ t i g t o n  who muduat either (hd dhbl. 

pb.rm.odogy ar alinlul trhh d an invmtlgtiolul drug dl Idntdn  a recold d otlda 
invacigtios -+A h ~ m  pumt'. dinimI &. T h b h  cd &Old in- 
will indude, m l w y ,  a li8t d ptlsnt. rrodvlng tbe InVesti~tiOMl drug; tb nrad, b) 
numbu, htd, 8nd purmtity d i d g t i o r d  drug pracribed; c u e  bktaia; (he d.c.p, d 
cljnjcd ObrenatiOM; tats, 8nd Lbontory @urn unkd ollt on w h  w b j a  bdm, 
during, and dtcr uJmWtntion d (he dmg in quedom. 

indivldd Qlrgnnied by t & n f a t h e ~ w i I l ~ t b i n  a mmpkiaraeord of enb bvmfi- 
@&n.l dmg wed uudera DA - h o t  far at I& 3 
p t l m d  drug &udy. Thi~  m o d  wm indude the fdkming id-: 

' 

e. The Centnetor agtea .b that dther it4 reqodbh invatiptor or a 
:' 

wmpleti~~ d tb- . 
1. Name d drug. 
2. M a n u h t u r a , m o ( b s m & m d d n U .  

I 
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*d~ I( UMJ involve any advem elfeet Uut IMJ ba regmkd u uued b~ the DCT 

drug; 11 (he 8dwm cdeot b .lumiru. It rill ba rqbortd to (he MDRB Imm&telyj 
L 8WLd C~rditk~~ AppIbb& to Wed InvallpUoD of Ner Dnrg: Ths colr 

h e t o r  to nmke ccrtsiu that tho inveatigatiod d r q  1. ulmhiakred to aubjeeV only 
u+r UIO peraod rupervidoa of the raponaiMa invaUgator or a qualified penon to whom 
UM raponaibk Investigator bu delegated thh authority. Tha Contractor rlao L- to 
make artdin that all subject. participting in the investigation or their repruentativca a n  
fuUylnrormed aod undmbcd that the new drug ir being wd for invcatigatiood purpora. 
Th. witten eonsent of the aubjectd, or their repmntrtivcd will be obtained except when 
tbir 1. not ferdbk or, in the respanslhk Inveatlgator'a professioMl judgtn.int, i. eontnrJ to 
UM but interest. of the abject. When the p~ of ldminlatering an invwtlgmUond drug 
j~ not to benefit tho individlul to whom it ia *dminiaterql, final appmvd lor the w of 
duntar Bubjecta will be obhlned an provided In paragraph 6, AR 70-25. Benefit to the 
iudlvidul is defined .I the admlnlstntion of a drug to an individrul expected to mUlt in the 
~~mitig.tinn,treatment,surr,orprrvcntlonddlaeusorhjuyof thesamaindlvldd 

12. Army grants. -411 Department of the Army gmob undor which invcstiptiond drugs am to 
be &dly  investigated will contain clauses RqUUing the grantee to comply with the requircmenta of 
p m p h 8  3, 5, 6, M d  7. 

[MEDJAl 
By Order of the Secretary of the Army: ' 

I 

HAROLD K. JOHNSON, 
f f M ,  united stuted Amy, 

OffiCi.1: Uhief of Staff. 
J. C. LAMBERT, . 
Major Cenmd, United Statca h i ! i y ,  
l h e  Adjutant Ocnatoh 

! 

Diskibution : 
Aciwr Army: To be distniuted in seeordsnca with DA Form 12-9 requirements for Medica 

SetVi-D. 
N@ None. 
USAR: Nom. 

http://judgtn.int

