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?)IS poiicy. For e,urm$e, there \\as an "un\~l:ingr.ess oi [SIC] - the part 

of somt institutiocs t c  accc$ res?Qnsibi!ity f o r  coo?e --ative or collaborative 

work being dcze outsifc the institctioa."'* They also reported that the 

"comqit tees  are not uniformly r-sking an effort to determine if the 

information being given to the subject is adequate and fair in the light cf 

the subjects'  probable intelligence, comnand of the English language, and 

&e rsture of zhc ?rSject.'li' h s t i k t i o n s  were also coniused by the "r i sks  

aEd bencfits" clause of the 3olicy. 
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Wnat was nxan t  by these terms and 

what t'j"t3e cf kalance h;rd to bc achieved? To many, it was "an entirely new 

.. (:- i strsnge concept, and'the PHS palicy providcd few guidelines for 

trirm. Finally, ucdcr tkc policy iicls:irl;tions were 2eerT;Litted to  te.c-icw 

proposals at any tim.2 pyior to their actual acceptace. Understandtbly, 

many institxtions follov.*2d tfie 9rac:tics of reviewhg only after t5e actual 

instituticn as weil as the investigator, it was a cause for concern among 

NIH officids. 

Uncertainty as to the institutional review status af applications 
has al*.vays t e e n  very ciistursing to  icitial review grou?s and to 
the National Adq.5sory Coux:is .  it z-s h e n  irr,?ossiole to tel l  
whether sov-c ?toposed procedcres represented the considered 
opigtion of the  instirKtion or whether they had been s:Srxitted in 
the abscnce of an:. Cegrec c.f careful consideration. ' I  
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I: ais0 ?lac22 r e ~ e w  cor-nktees in th t  men-riable pcsit ion of having to c \  

the FXS pclicy "a sizeahle num-5er cf clinical investigators took the 

rec;uirern?zt lightly. Some were frankly annoyed at what they considered 

a necdlcss imgosition, or, worse, an infringement of their rights as 

physicians . 8 1  58 .. 
These problems led Dr. Philip Lee, DHEW Assistant Secre ta ry  for 

Health and Scientific -AJfairs, t o  appoint a PHS-3Z.H Task F o x e  to rev iew 
c. - 

_._I. _. w.., 
.-y. 1 :.- 

and revise previous policy statennents vkth the iztention of creating greater  

consisteccy ifi thei t  interprctation and im7lementation. 

sornt reluctznce to e.upand "so m x h  effort.. .on behalf of so f e w  ?rejects, r r  

,i€izials r'o-~d it "necessary to face c? to the growing p b l i c  awareness and 

concern with questions of the ethical conduct sf medical research,  and with 

Wnile there w s  

- t 
the iwrasions cf privacy inhercnt in a lot of Our public data 

Eighteen r m x h s  after its ici531 meeting on Cctober 28,  1948, the findings 

of the Task F o r c e  were scmcnsrized by its chairman: "The review 

ccnEirr=lzc!'t'ne ztility of the pclicy, 5t;t reccmm-ended changes in the policy 

statem-2r.t tc i rovide better uiderstar-ding of the requiremints.  1160 

Cnce agzin the changes were m o r e  procedcral than substantive, and 

were consistent with grevious policy statements in em7hasizing that 

protecr izg t h e  Y i g h t s  and welfare of humm subjects w a s  the responsibility 


