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1. Purpose and scope. This regulation pre.
scribes the policies and procedures applicable to
all clinical use of investigational drugs under the
suspices of the Department of the Army.

2. Definitions. For the purpose of this regula-

_tiop, the following definitions apply:

a. Drug.

Any substance intended for use in the

‘diagnosis, cure, mitigation, treatment, or preven-

tion of disease in man; and any substance (other
than food) intended to affect the structure or any
function of the human body.

5. Investigaiional drug. A new drug, not yst
approved by the Commissioner of Food and Drugs,
Department of Health, Education, and Welfare
(hereinafter referred to as FDA) for general use by
the public as a safe and efficacious drug, and that is
proposed for clinical study under Depariment of

Insestigalor’s Stalement
I. Background data.

A. Name of investigator.
B. Date of request.
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the Army auspices after adequate preclinical
information has béen obtained.

¢. Clinical use. The administration of a drug
tp man. .

3. Procedure io. be followed. a. Approval.
The clinical use of an investigational drug may be
authorized only upon written approval of Tha
Surgeon General (see also par. 7b). Each investi-
gator who requests authority to conduct or is
officially requested to conduct either the clinical
pharmacology or clinical trials of an investigational
drug .will submit a signed completed application
and three copies, indorsed by the hospital or other
medical facility commander, to The Surgeon Gen-
eral, ATTN: Chairman, Army Investigalional
Drug Review Board (AIDRB), Department of the
Army, Washington, D.C., 20315, using the follow-
ing format:

C. Name or other clear identification ot drug,
D, Naow of manufasturer or other source of drug

ocanducted.

© TN T R Qualifiestions of nvestigator ia detail or by reforence 1o detalls already
h on fils in Army records,
¥, Name and address of facility or facilitiea where investigations will be

G. All known relevaat information about past use or periinent reference
tharsto available to both the investigator and the drug supplier, in-
cluding all preclinical data, and all other information justifying the

. - elinioal investigation (i.e., the nrety and rationale of the proposed u
’ study).

© *This regulation supersedes paragraph 795, AR 48-2, 4 Noevember 1960, . . e,
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1I. muudcandmonmpo-edcunieulnwum i gt O
A. Bpeolfic purposs and military need for or urgeney of proposed clinjosl ™~ *
investigation. :
B, Approximate number o! subjects, their age, s&x, condition, aod othee + ¢ ' -
» pertinent information relevant to the ecnditions of the investigation.
C. Number of subjects to be employcd as contruls (if any) and some in-
* formation as in B above for such controls,
D. An outline of the phuses of the investigation already planned either in
- detail or by reference to details already on file in Army records. This
-l outline may include reasonable alternates and variations, and will be
<t supplemented or amended When any significant change in direction or
R 1 . scape of the investigation is undertaken. .
. E. Deacrlption or copies of forml used-to record data.
3 b. Review and evaluation. The AIDRB will t.mn separate from the patient’s clinical record.
: review and evalnate all proposals reccived, enter  This record of clinicul investigution will include,
o into any indicated correspondence with the inves-  minimally, a list of patients receiving the jnvesti-
o tigator, and, to the extent that the proposal is  gational drug; the name, lot number, date and
<4 rejected in whole or in part, will transmit same to  quantity of investigational drug prescribed; case -
. ‘:;' the investigator. To the extent that the AIDRB  histories; the detsils of clinical observations, tests,
’ approves a proposal, it will transmit its recom- and laboratory procedures carried out on each
o l mendation to The Surgeon General, who will then  subject before, during, and after administration of
3 confirm or disaffirm in whole or in part the Board’s  the drug in question.
T approval of the proposal in question. . b. By custodian. A’ complete record of each
¢. Bases for disapproving proposals for investi-  investigational drug will be maintained by am
. gational drug—studies. Either the AIDRB or  official designated by the commanding officer of
' The Surgeon General may withhold approval to  the medical unit or installation, normally the
: study an investigational drug clinically if it 8  pharmacy officer, if the investigational drug is .
L determined— being used in an Army facility, and by the in- ) )
‘t (1) That there is substantial evidence to show vestigator himself, or a responsible individual 1
the drug to be too dangerous for use for designated by him for the purpose, when the drug
the purpuses and in the mauner fur g being used under a Depsrtment of the Asmy
L which it is proposed forinvestigational use.  contract or grant. This record will mclude the
(2) That the menufaciuring methods are following information:
inadequate to maintain appropriate stand- (1) Name of drug.’
ards of guality needed to assure safety (2) Manufacturer, or ot.her source of d.rug
and give significance to the clinical (3) Amount and date received.
investigation of the drug. - (4) Expiration date, ff any. = . '
(3) That the overall plan for clinical investi- {5) Lot or control number. .
gation does not appear reasonable or (6) Date of authority to use.
otherwise worthy of support. (7) Names of individuals suthorized to pre-
4. Composition of Board (AIDRB). The board seribe the drug. . .
will be composed of the Special Assistant to The (8) Name of prescribing physician or dentist.
: + Surgeos Genersl for Research and Development (8) Date on which use of the drug s térmi-
pated, if applicable.

or his personally selected designee as Chairman,
and at )east four other professionslly qualified
individuals designated by The Surgeon General,
all.of whom will serve at The Surgeon General’s
pleasure, and one of whom will be designated as
the Recorder.

5. Record-keeping requirements, 4. By in-
sestigator. Each investigator subject to this regu-
lation will maintain a record of clinical investiga-

(10) Date on which use of the drug is ap-
proved for general use as a safe and
efficacious drug, i during course of
investigation.

¢. Retention period. All records required by this
paragraph will be kept 3 years after complstion
of the project and then reiired permanently.
See AR 345-210, File No, 903-38,
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§. Reporting requirements. Progress reports
will be submitted to The Surgeon Genersl,
ATTN: Chairman, AIDRB, by the responsible
investigstor at least once annually. A final
report will also- be submitted by the investigator
to the Army Investigational Drug Review Board
promptly on termination of the investigation. In
addition, unusual or important observations will
be reported promptly to such Board, particularly
if they involve any adverse effect that may be
regarded as caused by the new drug; if the adverse

effect is alarming, it will be reported to such

Board immediately.

7. Special conditions applicable to climical in-
vestigations of new drugs. a. The investigator
will make certain that the investigational drug is
administered to subjects only under his personal
supervision or under the supervision of other
qualified personnel to whom he has delegated this
authority.

5. The investigator will make certain that all
subjects participating in the investigation or their
representatives ave fully informed and understand
that the new drug is being used for investigational
purposes. He will obtain the written consent of
the subjects, or their representatives, except where
this is not feasible, or, in the investigator's profes-
sional judgment, is contrary to the best interests
of the subjects. When the purpose of administer-
ing an investigational drug is not to benefit the
individual to whom it is administered, final ap-
provsl for the use of volunteer subjects will be
obtained as provided in parsgraph 6, AR 70-25.
Benefit to the individual is defined as the admin-
jstration of a drug to an individual expected to
result in the diagnosis, mitigation, treatment, cure,
or prevention of disease or injury of the same

8. Information to be furnished FDA. The
Surgeon General will furnish information copies
of the following to authorized representatives of
¥DA, provided personne security elenrmeu if
needed, are obtained:

a. Alarming and other adverse ropom to The
Surgeon General on the effects of an investiga-
tional drug when received.

b. Any existing Department of the Army report
concerning an investigational drug specifically re-
quested by an authorized representative of FDA.

¢, In the case of unclassified clinical studies of
investigational drugs, The Surgeon General will

®iao emri

AR #-7

tranamit copies of the “Investigator’s Statement,”
signed copies of the AIDRB’s and The Surgeon
General's evaluation and approvsls to the Com-
missioner of ¥ood and Drugs, Depariment of
Health, Education, and Wellare, Washington,
D.C., 20203. In the case of classified clinical
investigations of new drugs, and in the case whers
the investigational drug to be studied is being
sponsored by the pharmaceutical industry, such
materials need not be transmitted to FDA, subject
to the provisions of @ and ) above, but Form
FD 1571 (see 28 Federal Register 179}, FDA’s
usual claim for exemption, will be forwarded to
The Surgeon General for transmittal to FDA after
approval by The Surgeon General.

d. Nothing herein should be consirued as pre-
cluding The Surgeon General or his delegate from
transmitting any Department of the Army infor-
mation pertaining to investigational drugs which,

in their discretion,- appears should be of interest

to FDA,

9. Medical emergencies. In crucial situations
The Surgeon General, ATTN: MEDPS-CM, may
approve short term use of an investigational drug
being sponsored by n pharmaceutieal firm on an
individual patient,- without submission of the
Investigator’s Statement prescribed in paragraph
3, upon & hospital commander’s request {or same.
Such request will include the following information
minimally: patient’s name, diagnosis, name and
quantity of the drug proposed for use, medical
officer responsible for the patient, and nature of
the medical emergency. In cases where The Sur-
geon General approves emergency use of an inves-
tigational drug being sponsored by a pharmaceu-
tical firm, the responsible investizator will furn sh
both a completed FD 1573 (Statement of Inves-
tigator (see 28 Federal Register 179)) to the spon-
soring pharmaceutical firm and a signed copy of
said Form FD 1573 to The Surgeon General as

exp«hhmmly as circumstanices permit.

druge. Investigational drugs in the custody of
the Department of the Army will be stored and
dispensed in accordance with the spplicable pro-
visions of AR 40-2, subject to the provisions of
paragraph 5 above. )
11. Army contracts. Al contracts under which
investigational drugs are to be clinically investi-

. gated will contain the following clause:




CLINICAL STUDY OF INVESTIGATIONAL DRUGB . . ... . . - O

el 8. The Contractor agrees that before undertaking to conduet either the clinjeal pharma-
e, . ocology or slinical trials of an investigational drug under a Depariment of the Army mon- e
- ¢ tract, it will submit for the wrilten approval of The Burgeon General, Depariment of the ' ‘
_ Army, a signed completed applieation and three copics to The Surgeon General, ATTN:
Chairman, Army Investigational Drug Review Board, Depariment of the Army, Wash- :
ington, D.C., 20315, using the following format:
Investipaior’s siniement
1. Background data.
et A. Name of investigator.
B. Date of request.
C. Name or other ¢clear identification of drug. -
D. Name of manufacturer or other souros of drug. -
E. Quatifications of investigator in detail or by reference to details l.hud_y
.on file in Army records.
= ¥. Name and sddress of facility or facilitics where investigations will be
. conducted.
T G. All known relevant information about past use or pertinent reference
A thereto available to both the investigator and the drug supplier, fn-
. cluding all preclinical data, and all other information justifying the
clinical investigation (i.c,, the safety and rationale of the proposed*
study).
11. Plan and Conduet of Proposed Clinieal Investigation.
. Bpecific purpose and military need for or urgeney of proposed cliniﬂl
investigation.
. Approximate number of subjccia, their age, sex, condition and other
periinent informaation relevani to the conditions of the investigation.
. Number of subjects to be employed as eontrols (if any} and same En-
formstion as in B above [or such sontrols.
. An outline of the phases of the investigation already planned either in 1 .
detail or by reference to details already on file in Army records. This (’:)

g 0 &

' i; TR B outline may include reasonabls alternates and variations, and will be
-3 Jsupplemented or amended when any signifieant change in direction or
scope of the investigation ig undertaken,
E Deseription or copies of forme used o record dats.
- b. The Contractor agrees that each of its investigators who conduct either the dlinkcsl,
pharmacology or clinfcal trials of a0 investigational drug will maintain s record of clinjeal
investigation separate from the patient’s clinical zecord. Thiz record of clinical investigation
will include, minimally, a list of pailants receiving the Investigational drug; the name, lob
number, dst#, and quantity of investigational drug preseribed; case histories; the details of
clinical observations; tesis, and laborstory procedures carried out on cach uub;eet before,
during, and after adminjstration of the drug in question. R
¢. The Contractor agrees alsc that either its responsible investigator or a responaibla T
o individual designated by him for the purpose will maintain & complets record of each investl- 4.
<o .- gational drug used under a DA contract for at least 3 years afler completion of the Investl- - - ;
L gational drug study. Thia record will [nelude the following information: .
T 1. Name of drug.

TS 2. Manufacturer, or other source of drug. .
. 3. Amocunt and date motived. . I S R N !
4. Expiration date, if any. : sespidibid P
N 5. Lot or control number.
8. Date of authority to use. -
N . 7. Namnes of individuals authorised to prescribe the drug.
- . 8. Names of preseribing physician or dentist.
e . 9. Date on which use of the drug Is terminated, i applicable.
’ 10. Date on which use of the drug was approved for general use as a ssfe and efiea-
clous drug, if during course of investigation.
d. The Contracior agrees to submit progress reports to The Surgeon General, ATTN:
- Chairmsn, AIDRB, at least onc annually, and to submit a final report on termination of the
investigation, In addition Contractor agrees to prompily report to the AIDRBE any unosonl
or important obwervations octurring during the course of the investigational drug stedy,
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partieularly if they involve any adverse affect that may be regarded ss caused by t.ho new
drug; if the adverso effect is alarming, i will be reported to the AIDRB immediately.!

¢. Bpecial Conditions Applicsble to Clinical Investigation of New Drugs: The Con-
tractor agrees to make cortain that the investigational drug is administcred to aubjects oniy
under the personal supervision of the responsibls investigator or a qualified person to whom
the responsible investigator has delegated this suthority. The Contractor slso agrees to
make certain that all subjects participating in the investigation or their representatives sre
fully informed and understand that the new drug is being used for investigational purposes.
The written consent of the subjects, or their representatives will be obtained except where
this 1s not feasible or, in the responsible investigator's professional judgment, is contrary to
the best interests of the subject. When the purpose of administering an investigational drug
is not to benefit the individual to whom It {s sdmicistered, final approval for the use of
volunteer subjects will be obtained as provided in paragraph 8, AR 70-25. Benefit to the
. individual is defined as the administration of a drug to an individual expected to reault in the
M disgnoais, mitigation, treatment, cure, or prevention of disease or Injury of the same individusl,

- 12, Army grants. All Department of the Army grants under which investigational drugs are to
be clipically investigated will contain clauses reqmrmg the grantee to comply wu.h the requircments of
paragraphs 3, 5, 6, and 7. .
IMEDJA]
By Order of the Secretary of the Army:

-

HAROLD K. JOHNSON,
' : General, United States Army,
Official: : Ohief of Staf.
J. C. LAMBERT, '
Major General, United Statcs ‘1?‘1'! ¥ . .

: C T'he Adjutant General. ‘ . e

Distribution:
Actie Army: To be distributed in uoordanca with DA Form 12-9 requirements for Medical
Services—D.
N@: None.
USAR: None,
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