
9 -""11" 
' RCC2.950224.005 

DEPAR'INENT OF TI1E ALq 
OFFICE OF THE SURGEON GENERAL 

Washington, DC 20310 

OTSG Regulation 
110. 15-2 

Rt?g 15-2 I : 
# 
I 

a. 

1 March 1976 

Boards, Comissions and Cornittee's 
HUMAN SUBJECTS RESEARCH REVIEW BOARD 

. .  
1 0 REFEKE?lCES 

a. IX)D Instruction 5030.29, 12 May 1964, "Investigational Use of Drug8 
by the Department of Defense." 

b. DOD Instruction 6000.4, 7 April 1971, "Clinical Investigation Program." 

C: Army Regu:.ation 70-25, 31 July 1974, "Use of Voiunteera 8s Subjects 
of Reeeerch. 

d, 
8 October 1975, "Uoe of Human Subjects in Research, Development, Teat and 
Evaluation. 

e. Amy Regulation 40-7, 4 April 1975, "Use of fnvestigationrl Drugs 
L 

US Amy Medical Zesearch and Development Commend Regulation 70-25, 

in Humans and the Use of Schedule I Controlled Substances." 

* f. Army Regulation 40-38, 23 February 1973, "Clinical.1nvestigation 
. .  

Pr06r8lD. I' 

go 
I 

&. 

DA MeOsage, 1515302 July 1975, "Interim Change to AR 40-38." 

DA Message, 1220442 Septeuiber 1975, "Interim Change to AR 40-38." 

2.  . PURPOSE. This regulation establishes the Humzn Subjects Research Review 
Board (herein called the "Bosrd") as required by paragraph 7, AR 40-38 
(reference le) and esteblishes procedures to be followed upon receipt of 
requests for approval of The Surgeon General for the participation of human 
subjects in biomedical and behavioral research, development, test or evalu- 
ation activities, including hospital clinical investigation projects, 
conducted within or funded by the Department of the Amy. 

- 
. *Thie regulation euperse4ee O l S G  Regulation 70-4,  7 December-1972, end 

OTSC Memorandum 15-4, 2 April 1974. ' 

*r . .  
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3. BOARD RESPONSIBILITIES. 
of The Surgeon General (OTSG) f o r  assessment of p r a c t i c e s  and procedures by 
which t h e  US Army employs huaan s u b j e c t s  i n  research ,  development, test and 
eva lua t ion  a c t i v i t i e s ,  inc luding  but n o t  l i m i t e d  t o  c l in ica l  i n v e s t i g a t i o n  
activit ies.  
Genera: t o  maintain, t h e  q u a l i t y  of p r a c t i c e s  c o n s i s t e n t  wi th  contemporary 
moral, e t h i c a l  and l e g a l  standards.  
types of research  pro tocols  involving huinan s u b j e c t s  and make recommendztions 
on them fo r  approval/disapproval t o  The Surgeon General. 

The Board i s  the  p r i n c i p a l  body of t he  Of f i ce  

The Board w i l l  consider and recommend po l i cy  t o  The Surgeon 

The Board w i l l  cons ider  t h e  folloij ing 

. 

a. The Board w i l l  act as the  Army ' Inves t iga t iona l  Drug Review Board on 
i n v e s t i g a t i o n a l  drcg proposals submitted under p rov i s ions  of AR 40-7 and 
DOD I n s t r u c t i o n  5030.29 ( re ference  l a  and le) .  

be The Board w i l l  review h o s p i t a l  c l i n i c a l  i n v e s t i g a t i o n  p ro toco l s  
r equ i r ing  Board review-under provis ions  of AR 40-38. 

e 

c .  The Board w i l l  review pro toco l s  submitted under provis ions  of AR 70- 
25 ( r e fe rence  IC) a t  t h e  r eques t  of t h e  Ass i s t an t  Surgeon General f o r  Research 
and Development. 

h e '  BOARD MEMBERSHIP. 
appointed by The Surgeon General: 

j 

i" 
The EDard w i l l  c o n s i s t  of t he  following members . .  

-- 
a. Voting Members. 

(1) The Ass i s t an t  Surgeon General f o r  Research and Development (ASG/R&D) 
or hi8  designee as Chaftman. 

(2) Chief, Human Use Rev iew Of f i ce ,  Off ice  of The Surgeon General. 

(3) A t  least t h r e e  o t h e r  members who are phys ic ians  and q u a l i f i e d  t o  
eva lua te  research  proposals. A t  least one of these  members should be  x 
Board c e r t i f i e d  s p e c i a l i s t  i n  surgery and another i n  internal medicine. 

(4) The Pharmacy Consultant, D i r e c t o r a t e  of  Health Care Operations. 

( 5 )  Two members p ro fes s iona l ly  q u a l i f i e d  i n  t h e  behaviora l  o r  a l l i e d  
medical sciences. 

( 6 )  

(7) 

A Chaplain o r  o t h e r  member of t he  Clezgy. 

Judge Advocate, US Army Medical Research and Development Command. 
I 

(8) Another member q u a l i f i e d  t o  eva lua te  t h e  a c c e p t a b i l i t y  of r e sea rch  

r\, proposals i n  terms of cornunity a t t i t u d e s .  

., 

2 4  
I x I 

I 
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'b. Non-voting Members. 

(1) I n v e s t i g a t i o n a l  Drug Review O f f i c e r ,  Army InvestiEationaL Drug 
Review Board o r  another o f f i c e r  of t h e  Human Use Review Of f i ce  who a c t s  as 
recorder .  

1 

(2) P r i n c i p a l  I n v e s t i g a t o r ( s )  may be i n v i t e d  t o  a t t e n d  meetings of  t h e  
Board a t  t h e  d i s c r e t i o n  of t he  Chairman. 

C.  Alternates. Two alternates w i l l  be designated f o r  each member t o  ' 

i n s u r e  adequate r ep resen ta t ion  -at Board meetings i f  t he  vo t ing  members are 
unable t o  a t t e n d .  
by t h e  Board Chairman. 
along with  the  permanent members t o  ga in  f a m i l i a r i t y  with Board p o l i c i e s  and 
procedures 

Voting members w i l l  nominate t h e i r  alternates f o r  approval 
A l t e rna te s  w i l l  be encouraged t o  a t t e n d  Board meetings 

d. Consultants.  The Chairman or t h e  Chief of t h e  Human Use Review 
Of f i ce  may r eques t  v e r b a l  o r  w r i t t e n  consu l t a t ion  on med ica l - sc i en t i f i c  or 
e t h i c a l - l e g a l  matters from q u a l i f i e d  m i l i t a r y  o r  c i v i l i m  spec ia l . i s t s .  

e. Ad Hoc Subcommittees. The Chairman may appoint subcommittees of 
t he  Board to  cons ider  s p e c i a l  i s s u e s  o r  s p e c i a l  types of research  p ro toco l s  
and make recommendations t o  t h e  e n t i r e  Board. Subcommittees may c o n s i s t  of 
permanent o r  alternate members bu t  a t  least one member of each subcommittee 
must be a permanent vo t ing  Board member. 

5. PROCEDURES. 

a. I n i t i a l  Pro tocol  Review. Upon r e c e i p t  of an a p p l i c a t i o n  for approval 
of The Surgeon General t o  use  humans a s  research  subjects;  whether o r  no t  
u se  of an i n v e s t i g a t i o n a l  drug is proposed, t he  a p p l i c a t i o n  w i l l  be  s e n t  t o  
HQDA (3ASG-RD-HR) WASH DC 20314. Applications for use of i n v e s t i g a t i o n a l  
drugs submitted under p rov i s ions  of AR 40-7 w i l l  be reviewed by t h e  
I n v e s t i g a t i o n a l  Drug Review Of f i ce r ,  Army I n v e s t i g a t i o n a l  Drug Review Board. 
Other proposals w i l l  be appropr i a t e ly  processed by o t h e r  Human Use Rev iew 
Of f i ce  personnel. P ro toco l s  w i l l  be s e n t  t o  consu l t an t s  f o r  review i f  t h i s  
seems appropr i a t e  t o  t h e  Chief,  Human Use Review Off ice  or t he  Hoard Chairman. 
The Human Use Review Of f i ce  w i l l  r eques t  c l a r i f i c a t i o n  o r  comments from 
pro tocol  au thors  when they are requi red  f o r  f u r t h e r  processing. 

b. Board Meetings. When Board review of a pro tocol  is  r equ i r ed  by Army 
' r egula t ion ,  t h e  Human Use Review Off ice  w i l l  forward copies t o  Board members 
f o r  review p r i o r  t o  t h e  meeting). 
meeting, and t h e  Hman Use R e v i e w  Of f i ce  w i l l  make necessary arrangements 
f o r  them. 

The Chairman w i l l  set t h s  t i m e  o f  t h s  
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Voting on Board Recommendations. c. A Board dec i s ion  w i l l  b e  based on 
a simple major i ty  vo te  of members present .  
vo t ing  members o r  alternates of which a t  l ess t  t h r e e  must be pcrmanent vo t ing  
members. An opinion from t h e  Judge Advocate o r  h i s  r ep resen ta t ive  w i l l  be 
rcqui red  before a formal Board dec is ion  can be made. 
submitted t o  the Board i n  w r i t i n g  i f  t he  l e g a l  r e p r e s e n t a t i v e  is  unable t o  
a t t end .  
which w i l l  be incorporated i n t o  minutes of  t h e  meeting f o r  p re sen ta t ion  t o  The 
Surgeon General. 

Quorum w i l l  c o n s i s t  of n ine  

This  opinion may be 

Dissenting opin ions  w i l l  be presented  a long  wi th  Board recome.ndations 

d. Approval of Board Recommendations. The Surgeon General o r  h i s  designee 
w i l l  i n d i c a t e ,  i n  w r i t i n g ,  h i s  approval, i n  whole or i n  p a r t ,  o r  h i s  d i sapproval  
of  t he  recommendations o f  t h e  Board as s t a t e d  i n  t h e  minutes. 

e. OTSG Approval of Low Risk C l i n i c a l  I n v e s t i g a t i o n  Pro tocols  Previous ly  
C l i n i c a l  Approved by Medical Center Committees Under Provis ions  of AR 40-38. 

I n v e s t i g a t i o n  Pro tocols  involv ing  human s u b j e c t s  i n  low r i s k  s t u d i e s ,  which 
n e i t h e r  involve i n v e s t i g a t i o n a l  drugs nor otbervtise r e q u i r e  formal Board 
approval'under provis ions  of  AR 40-38, may o r d i n a r i l y  be approved by t h e  Chief ,  
Human Use R e v i e w  Of f i ce  under t h e  d i r e c t i o n  of t h e  A s s i s t a n t  Surgeon General 
f o r  Research and Development. 
i n g  the  following procedures: 

Examples of low r i s k  s t u l i e s  are those  invcrlv- 

(1) Analysis of h a i r  and n a i l  c l i p p i n g s  c o l l e c t e d  i n  a nondis f igur ing  
manner and the  a n a l y s i s  of deciduous t e e t h .  

(2) Col lec t ion  and a n a l y s i s  of e x c r e t a  and e x t e r n a l  s e c r e t i o n s  inc lud ing  
feces ,  u r ine ,  sweat, saliva, cerumen and tears o r  swab culture-specimens of  
body o r i f i c e s .  

(3) 
pr a t  a d i s t ance  and which do no t  involve  s i g n i f i c a n t  i npu t  of energy i n t o  
the  sub jec t .  
weighing, e lec t rocard iography,  electroencephalography, echocardiography, 
electromyography and d e t e c t i o n  of n a t u r a l l y  occur r ing  r a d i o a c t i v i t y .  

Recording 'of d a t a  by phys ica l  s enso r s  app l i ed  e i t h e r  s u p e r f i c i a l l y  

Such procedures include, b u t  are n o t  n e c e s s a r i l y  l i m i t e d  t o  

(4) Col lec t ion  f o r  a n a l y s i s  of blood samples by venipuncture,  i n  amounts 
n o t  exceeding 450 d i n  a s i x  week per iod ,  from s u b j e c t s  18 years  of age and 
over  who are not anemic.. 

( 5 )  * Studies  involving gene ra l ly  accepted ,  medica l ly  ind ica t ed  d i a g n o s t i c  
or t he rapeu t i c  procedures or comparisons of two or more genera l ly  accepted 
a l t e r n a t e  procedures. 

Such s t u d i e s  may be approved only a f t e r  i t  h a s  been determined t h a t  t h e  proto- 
c o l  conta ins  adequate provis ions  f o r  o b t a i n i n g  t h e  f r e e .  informed, voluntai-y 
consent of the  s u b j e c t s  and t h a t  t he  p ro toco l  has  been approved by a proper ly  
c o n s t i t u t e d  h o s p i t a l  Cl in ica l  I n v e s t i g a t i o n  Committee and Human Use Cormittee. 
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Protocols  which appear no t  to conply wi th  Army regu la t ions  o r  which involve 
subs t an t ive  i s s u e s  r e l a t e d  t o  OTSG policy on use of human s u b j e c t s  w i l l  be 
p r a e n t e d  t o  the  Board f o r  a c t i o n .  
H w n  Use Review Office,  w i l l  provide t h e  Board with information about 
pro tocols  approved under p rov i s ions  of t h i s  s e c t i o n .  

A t  each rieetlng of t h e  Board, t he  Chief ,  

f .  Records Retention. The Human Use Review Off ice  w i l l  maintain 
o f f i c i a l  f i l e s  of t h e  a c t i o n s  of  t he  Board and The Surgeon General on 
proposals  f o r  t h r e e  y e a r s  after the  completion of  t h e  p r o j e c t ,  o r  r e j e c t i o n  
of t h e  app l i ca t ion .  Records w i l l  be  permanently r e t i r e d  a f t e r  t h i s  t h r e e  
year perfod t o  the  Washington Nat ional  Records Center IAW AR 340-18-1. 
The I n v e s t i g a t i o n a l  Drug Review Of f i ce r ,  Army I n v e s t i g a t i o n a l  Drug Review 
Board, will maintain t h e  o f f i c i a l  f i l e s  on i n v e s t i g a t i o n a l  drug p r o j e c t s .  

g. Processing Reports. The Human Use Review Off ice  w i l l  review 
q i n i c a l  i n v e s t i g a t i o n  r e p o r t s  submit ted under p rov i s ions  of AR 40-38 and 
r e p o r t s  on i n v e s t i g a t i o n a l  drugs submitted under provis ions  of  AR 40-76 
"he Human Use Review Of f i ce  w i l l  a r r ange  f o r  appropr i a t e  expe r t  p r o f e s s i o n a l  
review of such r e p o r t s  and w i l l  t ake  appropr i a t e  a c t i o n  t o  have a u t h o r s  
c o r r e c t  d e f i c i e n c i e s .  The Human Use Review O f f i c e  w i l l  p r e s e n t  i n v e s t i -  
g a t i o n a l  drug r e p o r t s  t o  t h e  Board a long  w i t h  research  proposa ls  i f  t he  
i n v e s t i g a t o r  p lans  t o  change the  p ro toco l  in t h e  coming year .  The Hunan 
Use Beview O f f i c e  w i l l  a l s o  b r i n g  t o  the Board's a t t e n t i o n  any r e p o r t s  which 
disclose untlsual o r  untoward r e a c t i o n s  o r  any o t h e r  r e p o r t s  a t  t he  d i s -  
c r e t i o n  of t h e  Board Chairman. Annual r e p o r t s  o r  o t h e r  in format ion  r equ i r ed  
by the Food and Drug Adminfstratiot, on Department of t h e  Army I n v e s t i g a t i o n a l  
New Drug Appl ica t ions  (IND's) may be r e l eased  t o  t h e  Food and Drug Admini- 
s t r a t i o n  on behalf  of The Surgeon General by t h e  Board Chairman a c t i n g  as 
t h e  Chairman, Army I n v e s t i g a t i o n a l  Drug Review Board. 

6. Effective date f o r  iap lementa t ion  of t h i s  board is 1 April 1976. 

DASG-RD-HR a7 Feb 76) 

I 

JOHN W. LOWE 
Lieutenant  Colonel,  MSC 
Assistant Executive O f f i c e r  

Ass i s t an t  Executive Of f i ce r  
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