
OOCUMENT SOURCE 
Lawrrnc~ Eorkoly L8bwUay 
Archives M d  ROCOrdr OHkr 

I 7 13629 

clnI~cI:LLoRs 
VICE PRESIDENT -- AGRICULTURAL SCIENCES 
VICE PRCSIDCNT -- EXTENDED ACADDlIC AND PUBLIC SERVICE PROGRAMS 

Gentlemen: 

Pol icy on The P r o t e c t i o n  of Human Subjec ts  

Subsequcnt t o  t h e  i ssuance  o f  a U,.S. Public  Iiealth Serv ice  pol icy  t i t l e d  
"Pro tcc t ion  of t h e  Indiv idua l  as a Research Subject"  (Nay 1, 1%9),. 
----.- Pres ident  Hitch - issgeg-on - June 2 1 9 7 0 ,  . a  Univers i ty  p o l i g  concern- 
ing research  involv ing  human s u b j e c t s .  That Universi ty  pol icy  provided 
t h a t  t h e  USPHS p o l i c y  " . . . s h a l l  be appl icable  to  all i n v e s t i g a t i o n s  . 
involving human s u b j e c t s  f o r  which t h e  Universi ty  is respons ib le ,  n o t  j u s t  
those  funded by t h e  uSPBS . . ." 
On A p r i l  1 5 ,  1971, the USPHS p o l i c y  was superseded by a Department of Health, 
Education, and Welfare pol icy .  
a rev ised  p o l i c y  s ta tement ,  t o  supersede the Univers i ty ' s  June 25, 1970 
pol icy .  
t h e  office of t h e  P r e s i d e n t ,  and the Off ice  of t h e  General Counsel it 
became c l e a r  that  certain modi f ica t ions  of t h e  March 29.pol icy were needed. 
These have been incorpora ted  i n  the a t tached  p o l i 2 y w h i c h  is t o  be e f fec-  
t i v e  immediately. 
(1) t h e  extension of  t h e  a p p l i c a b i l i t y  of t h e  p o l i c y  as  required by DHEIi to  
a broader scope of a c t i v i t i e s  than j u s t  research ,  i.e., to  classroom a c t i v -  
i t i e s ,  demonstrat ions,  and o t h e r  act ivi t ies  i n  which human subjects may be 
a t  risk) and ( 2 )  t h e  p e r m i s s i b i l i t y  of  ob ta in ing  consent  a f t e r  the f a c t  
i n  unqsual circumstances. 

As was the c a s e  with t h e  USPHS pol icy ,  t h e  new DHEW p o l i c y  s h a l l  be appl i -  
c a b l e  t o  a l l  a c t i v i t i e s  involving human subjects (as def ined  i n  t h e  DHEW 
pol jcy)  f o r  which t h e  Univers i ty  is respons ib le  except  f o r  those  supported 
by ol;hcr grant ing  ngcncics  which have t h e i r  own regula t ions .  
of c o n f l i c t  between r e g u l a t i o n s  of  another  funding agency and DHEW, t h e  
more r e s t r i c t i v e  r e g u l a t i o n s  s h a l l  p r e v a i l .  

, 

Consequently, I i ssued  on March 29, 1972 

During subsequent d i scuss ions  wi th  r e p r e s e n t a t i v e s  of  t h e  campuses, 
. 

The p r i n c i p a l  changes i n  t h e  reviset l  s ta tement  a r e  

I n  t h e  case  

The Universit.). p o l i c y ' h a s  t h r e e  attachments*: 
Grants  Adminis t ra t ion Nanual Chapter 1-40 (dated Apr i l  15 ,  1971) which 

(1) a copy of  DIlEN 

*Tiicse attricluncnts a r e  not  bcing c i r c u l a t e d  with t h i s  rev ised  p o l i c y ,  s ince  
they a r e  i d e n t i c a l  t o  t h e  at tachments  s e n t  wi th  t h e  March 28 pol icy  with 
onc c o r r c c t i o n :  t h e  t i t l c  of a t t a c h m n t  ( 3 )  should be changed from 
"Supplcrnciit t o  The Pol icy  on Rcscarch Involving Humon Subjects"  t o  
"Supplement t o  The Pol icy  on The Protec t ion  of iluman Subjccto." 
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inc ludes  a b a s i c  s ta tement  o f  t h e  pol icy ,  i ts a p p l i c a b i l i t y ,  and implcment- 
ing  procedures; (2) a copy of The I n s t i t u t i o n a l  Guide t o  DIICW Policy on 
Pro tec t ion  of Human Subjec ts ,  DHLW Publ ica t ion  No. ( N I I I )  72-102, 
December 1, 1971, and ( 3 )  a "Supplement to  t h e  Pol icy  on The  Pro tec t ion  
of Human Subjec ts , "  c o n s i s t i n g  of a compilation of memoranda from t h e  
campuses, the O f f i c e  of t h e  Prcs idunt ,  and t h c  Off ice  of t h e  General 
Counsel on s e v e r a l  i s s u e s  r e l a t e d  t o  t h e  implementation of t h e  pol icy .  

The DHEN p o l i c y  is c l e a r l y  der ived  from t h e  o ld  PHS p o l i c y ,  with two 
d i f f e r e n c e s  which deserve  s p e c i a l  mention: 
f o r  two types  of assurances ,  a "general 8 S S U l d l l C C "  and a "spec ia l  
assurancc" (Grants Adminis t ra t ion Manual Chapter 1-40 , pages 5-6) -- 
t h e  Univers i ty  f a l l s  i n t o  t h e  genera l  assurance category,  and (2) minor 
changes have been made i n  t h e  "Informed Consent" provis ions  ( i b i d .  , 
pages 2, 1 6  and 17)  and t h e  appl icable  ones have been incorporated i n  
t h e  U n i v e r s i t y ' s  form "Consent t o  A c t  as.Huma~l Subject"  (a t tached  t o  
t h e  U n i v e r s i t y ' s  p o l i c y ) .  

(1) The DIIEN pol icy  provides  

As was mentioned i n  connection with t h e  issuance of t h e  earlier Univer- 
s i t y  p o l i c y ,  no p o l i c y  such as t h i s  can provide f o r  all possible circum- 
s tances .  Thus w e  recognize t h a t ,  i n  p r a c t i c e ,  t h i s  p o l i c y  w i l l  have to . 
be  i n t e r p r e t e d  with some f l e x i b i l i t y ,  although t h i s  must be done with 
s t r i c t  adherence to  i ts  spirit. For example, while  this p o l i c y  a p p l i e s  
t o  a l l  s u b j e c t s  "at r i s k , "  def ined as exposure ' I .  . . t o  t h e  p o s s i b i l i t y  
of  harm -- p h y s i c a l ,  psychological ,  soc io logica l ,  or o t h e r  -- as a con- 
sequence of any a c t i v i t y  which goes beyond the a p p l i c a t i o n  of those  
e s t a b l i s h e d  and accepted methods necessary t o  meet h i s  needs," t h e r e  w i l l  
be many i n s t a n c e s ,  p a r t i c u l a r l y  i n  t h e  social and behavioral  sc iences ,  
. for  which it w i l l  be  d i f f i c u l t  to  determine whether t h e  a p p l i c a b i l i t y  of 
t h i s  po l icy  i s  indica ted .  As t h e  p o l i c y  states, "The determinat ion of 
when an i n d i v i d u a l  is a t  r i s k  is a matter of t h e  a p p l i c a t i o n  of cornion 
sense  and sound p r o f e s s i o n a l  judgment to  t h e  circumstances o f  the 
a c t i v i t y  i n  quest ion.  Respons ib i l i ty  f o r  this determinat ion r e s i d e s  a t  
a l l  l,evels of i n s t i t u t i o n a l  and Departmental review. 
t i o n  w i l l  be made by the opera t ing  agency" (page 2 ) .  

, 

. 
D e f i n i t i v e  determina- 

Attachments 

cc: .Pres ident  Hitch 
. Othcr Vice P r e s i d e n t s  

Laboratory Directors 
Spec ia l  A s s i s t a n t  Powell . 
General Couiisel Cunningham 
A s s i s t a n t  Vice Pres ident  E v e r e t t  


