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DEPARTMENT OF T H E  ARMY 
OFFICE OF THE SECRETARY OF THE ARMY 

W A S H I N G T O N .  D.C. 20310 

MEMORANDUM FOR THE CIRECTOP. OF THE AR24Y STAFF 

SUBJECT: Request for Approval of Testing Involving Human 
Subjects and Chemical A, nents 1 

The decision memorandum, subject as above, is returned 
without action. That decision memorandum is marked with a 
red flag. The memorandum from the General Counsel, attached 
next under, should be  noted in your reassessment of this 
action. 

._. 

Prior to your resubmittal of this request the Army 
Staff, in coordination with the General Counsel and the 
ASA(I&L), should develop the supporting documentation in 
accordance with established procedures. Upon resubmittal 
the Secretary should be made aware of the monetary impact 
associated with the slip in approval of this request. 

Inclosure 
L .<+- 

COL, GS 
Executive to the 
Secretary of the Army 



CEPARTMENT OF THE ARMY 
OFFICE OF T H E  GENERAL COUNSEL 

WASHINGTON. D C. 20310 

bIEMOKANDUM FOR SECRETARY OF THE ARi’vIY 

StiEJECT: Request ior Approval of Testing Involvin?; Human Subjec ts  
and C h e m i c d  Agents 

Yoii have requested that I review the  a t tached  request and accompany- 
i n g  proposed Protocol for the  Use of Agent GB to  Evaluate the  Demilitariza- 
tion Protective Ensemble. 
dural reqdirements governing the review of proposals of this na ture ,  
including certain requirements mania ted  by s t a t u t e ,  have not been fully 
complied with. 
controversy and disagreement evefi within the Army medical community. 
For these reasons  I recommend that you no: approvz t h e  request a t  t h e  
present time, but rather return the  proposed Protacol to The Surgeon General 
with instructions that it  be re-reviewed in  accordance with appl icable  
requirements, 

Idy review of this matter ind ica tes  that proce- 

I a l s o  note that t h i s  proposal h a s  experienced subs tan t ia l  

T h e  rsquest  is for approval to conrisct t e s t i n g ,  using human volunteer 
sub jec t s ,  of a newly developed demilitarization protective ensemble i n  a n  
environment of nerve agent  GB. The ensemble is intended t o  be worn by 
chemical demilitarization workers,  s u c h  a s  those  a t  Rocky Mountain 
Arsenal. GB i s  a letl-.al nerve agent which has formed a part of the U.S. 
deterrent stockpile of chemical agents  and munitions. 
proposed t e s t  involves placing an individual,  wearing t h e  ensemble ,  
i n s ide  a GB-filled chamber for the purpose of determining the  protective 
capabili ty of the  ensemble.  AR 70-25 requires Secre ta r ia l  approval for 
use of human sub jec t s  in  the tes t ing  of chemical warfare agen t s .  

Simply s t a t e d ,  the  

The protocol w a s  developed by medical and chemical R&D personnel 
a t  Edgewood Arsenal, and has  been reviewed by the  Edgewood Arsenal 
Medical Review Board, the  Edgewood Arsenal Human Use Committee, 
and the Surgeon General’; Zuman Subjects .+search Review Board. The 
Surgeon General has  recommended approval of the tes t ing .  
r- 



.. 

... 

A review of the  fi le ind ica tes  that  st ibstantial  controversy has 
surrounded th is  proposal. In  f ac t ,  disagreements over t h e  sa fe ty  of the  
ensemble  and certain a spec t s  of the  tes t ing  procedure,  and d issa t i s iac-  
tion with ac t ions  taken i n  connection with review of the  protocol, resu l ted ,  
i n  December, 1 9 7 6 ,  in  the  resignation of t h e  bIedical Project Officer/' 
Medical Monitor, Major Carroll. Ir, addi t ion ,  a l lega t ions  that undue 
influence may have been exerted on t h e  review committees resulted i n  an 
inquiry by th.e ARMCOM Inspector General. 
a l s o  a t tached .  

A copy of tne I G  Report is 

T h e  IG discovered several  irregularit ies in  the  review process .  For 
example,  t he  "charter" of the Human Use Committee ind ica t e s  that its 
membership sha l l  cons i s t  of non-DoD personnel.  A t  t h e  relevant t imes ,  
however,  and apparently. t o  t h i s  d a t e ,  the  Committee c o n s i s t s  of three 
DoD personnel and two non-DoD members. T h i s  Committee is intended 
to review from t h e  l ay  person's standpoint,  the  moral and e t h c a l  issues  
a s s o c i a t e d  with s u c h  te;tiiig, and rhus  compler rmts  t h e  Medical Review 
Board which is composed entirely of medical personnel and focuses  upon 
the  technica l  and sc ien t i f ic  a s p e c t s  of t he  tes t ing .  
c o u r s e ,  are concerned wi th  safety.  
s h i p  on t h e  Human Use Committee i s  an important o n e ,  s i n c e  i t  affords 
the  Army the  judGments of a r o r ?  d i s in t c re s t sd  body of individuals.  
views of in-hotise perso-nel,  such  a s  compriss t he  Medical Revi2w Board, 
unavoidably are  colored by their a s soc ia t ion  w i t h  the  project.  

Both groups,  of 
The requirement for non-DoD member- 

The 

More significant than t h e  failure properly to cons t i tu te  the  Human 
Use Committee is  the  failure to charter it i n  accordance  with t h e  require- 
ments of the  Federal Advisory Committee Act, PLb. L. No. 92-463. 
Because of its non- governmental membership t h i s  Committee cons t i tu tes  
an "advisory committee" within the terms of t h e  Act. 
be formally chartered. In addition, the  Committee m u s i  comply witn t h e  
various requirements of the  Act including those  relating to public no t i ce ,  
open  meet ings ,  preparation of m i n u t e s ,  etc. Upon reviewing this f i le  a 
member of my staff contacted the  DA Committee Management Office and 
learned tha t  this Committee had not been chartered pursuant to the  Act. 
It is apparent a l s o  tha t  the  requirements of t h e  Act have not been complied 
wi th .  
ruary meeting of tne  Committee which ind ica te  tha t  a portion of the  meeting 
w a s  held in  c losed  execlutive s e s s i o n .  Furthermore, there  is no indication 
tha t  public notice of this nee t ing  was provided or tha t  public participation 
was so l ic i ted .  

Accordingly, it  m u s t  

Thus,  for example ,  the attached f i l e  i nc ludcs  minutes of a 9 Feb- 
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In view of the apparent controversy surroundina t h i s  proposal,  I 
believe it essent ia l  that the  requis i te  procedures and review p r o c e s s e s ,  
and  particularly those  concerning public input and participation, be 
s t r i c t ly  adhered to. 
approval,  I do not believe that you should act on th i s  reques t  until the  
proposal has been re-reviewed in  accordance with a l l  applicable require- 
men t s .  This would incli ide,  of course, formal chsrteriny of the  Human 
Use Committee, restructuring of its membership, anu operation pursuant 
to the  Federal Advisory Committee Act requiremsnts. 

Althoilgh The Surgeon General has  recommended 

J i b d i n e -  Volner 
General C,ounsel 
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