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REPRODUCED AT THE NATIONAL ARCHIVES 

, .  .,,,.: :: . 
< &  ... . .  , 

Ref: MEDDH-P I . .  , 

. .  , '-_ 
.dV 

..'?.: Colonel Donald L. Howie, MC . .  
. - ,  Chief. Program Planning Office 

. I '  Office of The,Surgeon Genera1 

Wqshington, D.C. 20315- 

.Dear Colonel Howier 

fQ, U.S.Army Medical Research and Development Connnand . I  

' ' I  D e p a r h n t  of the Army 

. .  
' 

its inclosures, namely: 
I am much obliged t o  you for  your let ter of 28 February 1964 and 

Revised p. 5 of the Minutes of the meeting of the Ad Hoc Advisory 
Committee t o  Tho Surgeon on use of volunteers a$ subjects of 

Memorandum -- Headquarters, Departaent of . the Amy, Office of 
7?m Surgeon General, Washington, D.C. 20315.(not yet  dated). 
Subjects Implementation of Army Regulation 70-25, 26 March 1962. 

"Use of Volunteers as  Subjects of Research". 

' research, 19 December 1963. 

I have read these inclosures careful ly  i n  comparison with the notes 
I made on the copies of the d r a f t s  you sen t  t o  me on 19 February 1964, 
and with notes of our t a l k  by telephone on 24 February. A s  I ra id then, 
the d r a f t s  seemed t o  me t o  be emel len t ,  accurate, and useful statements, 
which did not  require any major revisions. You have agreeably accepted a l l  
the minor changes tha t  I suggested. I have not found anything more tha t  
seem t o  me t o  need fur ther  revision, i n  e i the r  the minutes of the Conanittee 
meeting or  i n  the memorandum of implementation of AR 70-25. 

I have signed the minutes, inserted revised p.5 bearing our  signatures, 
and return the or ig ina l  t o  you herewith. 

I appreciated the privilege of serving a s  Chainman of the Ad Hoc Advis- 
ory C d t t e e ,  and thank General Elount and you for  harkng entrusted me witl)r 
some pa r t  of the respons ib i l i ty  i n  the formulation of pol ic ies  i n  regard t o  
these matters. Working with you he6 been a pleasure. 

Sincerely yours, r 

Brigadier General, U Retired 

Stanhope Sa*&&+ ynedgnes, M.D. 

Brigadier General, UsAe/ Retired 

Inci. 
Minutes of meeting. 
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20 December 1963 

I .  

&ES o j  M E ~ I N G  OF THE AD HOC ADVISORY COWTTEE TO THE SURGEON .GE& 
ON..USE OF VOLIRJTEERS AS SUBJECTS OF RESEARCH, 19 December 1963 

. .  
L 

i . .  .. 
I .  , 1. On 19 December 1963, the Ad Hoc Advisory Comaittee to the Surgeon .._ . .  

~ C ,  . .. .. , . . . . ~  +;:. *'.. . :~ ,. . ~ , , . . .  , , ~  
, ,... , ' . General on Use of Volunteers as Subjects of Research convened to discusr im- .. ,, 

,: . .  

plementing instructions for AB 70-25,entitled It Use of Volunteers 8s Sub- 

jects of Research!! and AB 40-37, entitled Wadiofsotope License Program 

(Human Use).ll The cormittee convened under authority of Letter, MEDDH, 

9 December. The conrmittee membership included: 

Stanhope Bayne-Jones, M.D., Chairman 

Colin MaacLeod. M.D. 

Theodore E. Woodward, M.D. 

GustawJ. Damin, M.D. Dan Crozier, Col, MC 

Henry K. Beecher, M.D. Jacques' L. Sherman, Lt Col, MC 

'Frederick J. Hughes, Col, MC 

Joseph H. Blair, Col, MC 

William D. Tigettt, Col, MC 

Donald L. Howie, Col, MC - Mil Liaison Off 
Maurice Levin, Col, JAGC Marion B. Sulrberger, M.C. - Tech Advisor 

! 2. A l l  members were present with the exception of Dr. Gustave J. Dammin. 

Other participants and observers present included: 

Robert E. Blount, Brig Gen, MC - Commanding, Med 869 Comand and 
Special Asst to TSG for R&D 

Carl Lamanna, MD, AROjCRD 

Claude M. Eberhart, Col, Mc, D/PS, OTSC 

Richard R. Taylor, Lt Col, MC - Deputy Comander, Medical 869 Comaand 
Glen K, Arney, Lt Col, Mc, DjPS, OTSG 

Henry J. Donnelly, Lt Col, MC, Medical R&D Coranand 

William Sawyer, Major, MC, MUFD 

3. Findings of the committee: 

a. That an Army Regulation covering the use of humans as volunteer* 
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subjects of research is useful and necessary. 
! I' b. That the regulation should give caoplete authority to the 

Surgeon General to decide on professional matters concerning use of volun- 

teers. 

C. That AR 70-25,as written,applies to Army supported contracts 

and grants as well as to In-house research programs. 

That AR 70-25, as written, I s  not clear, and proper impleraen- d. 

tation, while possible in some instances, may be impossible in others. 

4. Finding Number One: The Committee was called to order at 0900 hours, 

19 December 1963, by Dr. Bayne-Jones who opened discussion on the background 

of AR 70-25 and the requirement for the Medical Rb9 Command to develop im- 

plementing instructions. 

Armysand particulatly within AMEDS, was not clear to those present. 

origin of AR 40-37 and Its relationship to AR 70-25 was simultaneously reviewed. 

Colonel Tigertf noted that anyone coming under AR 40-37 automatically caoes 

under AR 70-25; thus leaving no exemption when isotope tracers are used. 

Dr. Sulzberger expressed the belief that lhuclear agents" as defined in para- 

graph 6 of AR 70-25, in reality means Itnuclear warfare agentsSt' and that the 

use of radioisotope tracers should not require approval at the level of the 

Secretary of the Army; though approval for use, as with other unusual agents, 

m y  be required. 

back to paragraph one where research in I'nuclear, biological and chemlcal war- 

fare - - - Is is specifically mentioned. 

was directed mainly at therapeutic use of radioisotopes, and was so written 

by the Preventive Medicine Division, GTSG. 

The exact staffing of the regulation within the 

The 

This opinion was upheld by Dr. Bayne-Jones, who referred 

Colonel Eberhart noted that AR 40-37 

It was generally conceded that 
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REPROWCED AT THE NATIONAL ARCHIVES 

... MEETING 0 B . m  HOC ADVISORY COEIMITTEE ON USE OF HUMAN VOLUNTEERS - 20 Dec 63 
r /  ..., j .  

.L ,.._ -. . .  .'._ ~ , .  , . , 

. .  
,' . ~,;. 1 1 ,  the'two'regulations should be made more compatible, but that a specific r e p  
' ., .; ' i !.,,:. , 

. 

.< .:.. ., i'l ::,, ul.ation covering the use of volunteers in research is needed. 

) .  I 5.. Finding Number Two: Colonel Levin (JACC, OTSG) opened further 
. ,  .i 

. !  

" discussions on the need for certain changes in AR 70-25 clarifying paragraphs 

1 and 3"on the definition of "volunteers11 and of Inunreasonable riak,ll but re- 

taining a degree of broadness throughout which allows The Surgeon General to 

make decisions as the final authority on professional medical matters. 

The relationship of other Army agencies to the regulation and to The Surgeon 

i .. 

, ,  

General was discussed by the camittee. 

search proposed by other agencies, when volunteer subjects are involved, 

should be undertaken by The Surgeon General and that the regulation should 

give The Surgeon General authority to maka final decisions on all profes- 

sional matters concerning research on humans and on certain non-professional 

matters which may place subjects at a risk in the conduct of research. 

' 6. Binding Number Three: There was considerable disagreement among 

members of the committee and other participants about interpretation of 

various parts of AR 70-25, but it was generally conceded that the regulation 

applies to A m y  supported contracts and grants through the controls already 

available to and applied by The Surgeon General and various Army echelons 

up to the Secretary of the A m y .  

It was agreed that a review of re- 

7. Finding Number Four: A discussion of specific portions of AR 70-25 

which seemed unclear followed. 

in the field" determines whether or not an experiment falls within the 

Ilaxceptions11 and if it does, he does not send in a protocol. 

stated that he felt that the regulation as written Itcould be lived with#' 

Colonel Levin (JAG) pointed out that the %an 

Col Tigertt 

3 
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REPROWCEO AT THE NATIMIAL ARCHIVES 

~~. .... ~ . , 

ETING OF AD HOC'AMTISORY COMMITTEE ON USE OF HUMAN VOLUNTEERS - 20 Dec 63 

as far as in-house research is concerned. Col Crozier was of the opinion 

if _ . '  ' that paragraph.6, if literally interpreted, could not be lived withi that 

submission of each small proposal would drastically slow research progrcas. 

He felt that proposed studies should go to The Surgeon General or an expert 

consultant group for approval, and not to Department of Army where expertise 

is questionable. 

1, 

There followed a point-by-point discussion of the regula- 

1: 1 

1 
tion. 

biological and chemical warfare agents, and that these are the specific 

agents referzed to in later paragraphs--not such things as tracer radioiso- 

topes, for example. 

deleted, since this implies that a number of things may be 1wnethical.fI 

Dr. Bayne-Jones was of the opinion that paragraph 1 mentions nuclear, 

He also suggested that the words flethical medical,' be 

This was agreed on by the canaittee. Dr. Beecher was of the opinion that 

"exemptions11 in paragraph 3 were inconsistent with 11definitions" in para- 

graph 2. 

tremendously depending upon the position held by an individual. 

It was pointed out that "beyond the normal call of duty" differs 

Dr. Woodward 

suggested that paragraph 3c m i t  1lethicallt and include "where the use of 

volunteers is required and available techniques do not provide data neces- 

sary for diagnostic or control measurea - - . ( I  

pieFalls in paragraph 4a, including the difficulties involved in obtaining 

a Dr. MacLeod mentioned the various aspects of 

Itguardian consent," and Dr. Bayne-Jones suggested that Itwhere consent is ob- 

tainabletl might be added. 

nmilitarily important results" in paragraph 4c. 

paragraph 4i is not clear, i.e., a volunteer cannot bithdrawlr if he has been 

exposed eo viruses which kantt be turned off." 

Dr. Beecher pointed out the 

true Woluntary consent.*# 

He was also concerned about the definition of 
r' 
Colonel Tigertt stated that 

The same applies to 4k. but 

4 
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..! ~' MEBPING OF AD HOC ADVISORY COMMITTEE ON USE OF HUMAN VOLUNTEERS - 20 Dec 63 
. .  2 :  

J , . . .  
I ,  . .  I 

n : , ,  

: . i, , !  D r .  Bayne-Jones f e l t  tha t  the l a t t e r ,  even i f  unworkable, should be l e f t  in. 

D r .  Lemanna remarked tha t  there comes a time i n  the m i d s t  of an experiment 
, ,., , , ?-. . ' , :? 'i' . ,  .. . .  

' I  
, ', 

. ,  

when the unexpected may occur. The word "anticipated11 i n  5d was f e l t  by 

Col Crozier and D r .  Bayne-Jones t o  be inadequate. They f e l t  i t  should be 

replaced by "which arise.11 

viously discussed, i t  was again agreed upon tha t  The Surgeon General should 

have the f i n a l  say i n  such research. 

a de l i ca t e  si tuation." 

proposals covering broad areas of research w i t h i n  which a number of s tud ies  

could be undertaken whenever possible to  take the administrative burden out 

of having t o  submit many small related proposals. 

the Secretary of the Army has the r igh t  t o  know whenever a hazardous ex- 

periment has been planned. It was agreed tha t  AR 70-25 is not c l ea r  and 

may be impossible t o  implement i n  some instances. 

In  regard t o  paragraph 6,which had been pre- 

O r .  Bayne-Jones conceded tha t  l l i t  is 

Dr. Lamanna stressed the importance of submitting 

Col Tiger t t  s ta ted tha t  

8. The meeting adjourned a t  1200 hours. 

D r .  Stanhope Bbyne-Jo -. . r .  .. - 
Donald L. Howie, Col, MC', Military Liaison Officer 

"/ '  I - 
.".C .' , . I I 'v . . -I  . (,' : , h: <...-,-*i 4.. 

5 .  
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1. Pumores To iaplanent the provirionr of Amy Ilrguletion~70-23 f o r  
taop1i.nee bl a11 O r g a n i U t ~ 0 1 1 8 ,  f a r t d l a t i o m  .nd individurlr d e r  tb r  
j u r id i c t ion  of The Surgeon Cenoral, paf t ic ipat ing i n  or rponroring M re- 
rurcb involvlag the U L I ~  of volunteer rubjacta, aad by e11 c o n t ~ a c t o r r  end 
grantee. conducting fwar t iga t ione  involving human exporimontrtion wpported 
i n  whola or i n  par t  bp the Department of the A m y  m0 aon1torf.d by The 
Surgeon Cmerat. 

2. MmDDn)) biligaogr 

4. The 8urg.a O.n.r.I i m  r ~ ~ r p c u & ~ l b l r  fo r  covin .sd roperv iafa  
of ecputrmt of tbr A- diu! r u u r r h  conductd on volunteer aubJocts 
by, or rpouorod by, o r y n i u t f o a r ,  ins ta l la t ions ,  o r  i s d i d d u d s  d e r  him 
jur idict ion.  Ila is alro re rpondble  for review of a l l  propormli uhich in- 
volve rererrch on h m n r  by, or rpbaaored by, Department of tho A m y  .gencieo 
not  Mder his  Jurisdiction) and will, where appropriate, recerrsnd action, 
aa required by AB 70-25, t o  the Chief of Research ud bewlqxmot.  

The Spacial Assistant to The Surgeon Genmr.1 fo r  Research and 
Dewloplaant (sATBo/llhD) is t a r p w i b l e  lor receipt  4 avaluation of a l l  pro- 
p o u l r ,  iaclwJing tboro receivod frm other agcaciar which involve the u.0 
of volunteers u eubfectr of research, ad fo r  forwardtog cammnU rad rac- 
anendat ioru  to The Surgeon Gemrat, as  approprimta. Coordination w i l l  be 
affected as naoded with the Office oE The Surgeon Qencr.1 and with duly ap- 
pointed advisory bullon. 

Ap 70-25 .ad chi. d i r e c t i w ,  u wall am for  i n i t l a t i a p  f u r t h r  puidmce m 
this subjut  to elmmtr with in  their  c d s .  
ba frvnirhod tho O f f i i u  o f  The Surgeon General, ATDPI 

b. 

E. Cauurnlers ate rerponaibls far impl.ment~tin8 the provlriour of 

Copy of much guidrncs vi11 
S A T S C f W .  

d. In-rorvlca lmresriptorr planning the ure of volunteers am sub- 
jects of rasocrrch will submit proporals (through Camand c h ~ ~ e 1 r  t o  Ippra- 
p r i a t e  carpmeadfag off lcors  for avaluatlon md foiwarding) t o  OTSG, ATTNr 
dATBO/dL6D. Iwar t iga to ro  conducting reseeEh using volunteer rubJecto on 
contrnct o r  g r m t  wffl rutolit proporals which canply with AB 70-25 t o  t h s  
C d i n g  &acral, U.S. Army Medical Research and Development C c Q ~ o d *  
QTSC, for review. 
v 



REPRODUCED AT THE NATIONAL ARCHIVES 
. , -  

, 
t. e r  

G r U w h  011 Volunteorsr PatbgmphB 1 usd 2 o f  A& 70-25 define 
% ‘ W e  OD W ~ ~ t o r n ~  A l l  proPislonr of AR 70-23 opply untosr e x a p t 4  

Bxeaptionrr P#agrrphs 3a and 3b of AR 70-215 are cons idard  
rdf-upluutorj. Pslrerrph Sc a p p l i a  t o  rerearch c o u d u ~ d  au ps t feu ts  
her* mad%c*r W d i n i u l  S n v o r t i g a t i a r  may be expected t o  be of d i r e c t  
benefit sad a160 t o  r u e a r c h  u t i l in ing  n o d  rubjects where benefit  to 
actual or potent ia l  pa t ien ts  nuy be reneonably axpected, providing no 
knu6u8l or potcnt ia t ly  hazardous conditions', as deffned in p a r u g r a p h s A  
and 2, AB 70-25, exist or a re  antfcipated. Exampler of auch invsstien- 
tiom include: 

. (1) t l u l t h  ru*vey$ requiring routine col l8ct ioa of urine, 
i-, blocd uqlu Q: sputun. 

(2) biagnwtic procedure6 accoptd  an corqiw s s r e a t i a l l y  
no rtsk. 

(3) Uso of vaccines, akin test antigens, biolog5uLa end drugs, 
wbm ou& studier  Cantom t o  t&e standards o ~ t a b l i r h e d  by the U8 Public Health 
8ervica Pivfrioa of Biologfcr I t d o n l r  (PIIS) or the Food .od Drug Mminirntra- 
t ion (FDA), in r u m y n  of prophylactic or d i a w o s t i c  efficacy 00 t o  determine 
tucideuer of dineornee. 

w i t i d  rtom&uds far npccific conditions of work A R ~  urviro=eatat otro81. 

monitor vi@ 

e0 m cct%v%tJ or h v o s t l y t i o n ,  create  a si tuat ion of r ink or unusual dis- 
d o r t  to the subjeer. 

ulr t ions i n  not Eonriderod unusual o r  harwdeusl a$ such. All imrrntigbtionr 
iawlvSng r d i o i s o t o p e  tracors must be i n  conformity wtth rx i r t i ug  AN and 
A- h-lrtiolu (Code of Federal Regulations, T i t l e  I@, paragraphs 20 and 

blr p u w r g h  3. 

br 

(4) Tasting of r a t i w  which arc formulated t o  meat s o d  nu- 

(S) Use 4f iwtNPsntn appliod to  the voluntearln body t o  

Orbee accrpte# medical ptocedurar which do not, when 4 d . d  (6) 

(7) The w e  of rwiloimotcpe tracars in rccordancsdth A% re@ 

30, anl AR 40-37). 

p . r w p h  ( f b )  &oq rqyucrrd an any $ndivi4ual with ouch freqeney, 0% 
Imder 0th.t ciramwtlPDcea, 18 t o  eonrtitute an unuslul or haaazdwa con- 
dition, mqain approval by the Surgaon General. 

c. km-ibrrmptt Xnvostigatiws, l i s t e d  undar the pwcrding rub- 

- 
2 



R E P R - ~ ~  AT in€ NATIONAL , v t ~ ~  
__I-- . t - -  #. A -  

d o  ' I l u f G  g * i n G i F h S t  With reBp6ct t Q  VOkUltteer 8t&tU6, WJbj8Ggo 
*- *ZI ~ c l r  P '  .gr at  a i  pima but aver tim age of 18 years arr c o a r ~ e r d  t o  

W e  th *le& E.paeity t o  Con*nnt.II Authorimd 
rprf Ltmrr pay, ir  BOC conridered A form of "force or durasa,u PArqmph 4c 
of Alt tOL25, #pacifier that the experiment should ba such a5 t o  contribute 
stgdficant ly  to  approved research. This detaminrrion is one which is 
bo& w the h a t  judgnent of tha iswentigator and of the reviewins authar- 
ities. There wi l l  k condttlcns which aria* whare neither the vduntrar 
nor tho tcientirt in charge will be able to  tsnninata an experiment a t  vil l ,  
as requirad by pareraphe 42 and 4k. When t h i s  iS the case, it will be 
clearly 6pecifi.d in the toqueat for approval and the scientlrt  in charge 
w i l l  cakr mexfmua precautions t o  prevent or treat aerioua sdverpe roactioaa. 

e. M d i t l o d  Safe,guardsr When a propoad for  UBQ of vofunteot 

4pptoval of a prop08A1 by The Surgaon Getxeral oonsfitutar the dosfgo 
If it f a  necenmry that another responsible 

pay, such A$ tbr- 

rllbfecti io b u h i t t e d ,  the rerponiible phyriciur wit be identified by 
name. 
nation of the mined pbyBiCh. 
phyrieian be & A t  sme tine duriw the coursa of tha axparintent, 
au thor i ra t ia  muit be obtained fraa The Eurgaan General. 

f. Approval to  Goduct Exparitmutt C h a r s  are encouraged to 
OUML, when possible, protocols vhlcb w e  broad in rcape and which will 
aL1w o umber of indfv.vtdwt studies eo he conducted within sn area of 
w11lcleftn.d conditionsr Approval of fn-service proposals or  of contracts 
ud grants by n e  Suraoon General constituted authority to  conduct rxpari- 
mncr, rime much prapoarlr will have bean processed in  accordance with tho 
requirements of AB 70-25. 
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