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We were asseed two tasks: to examine the past and ta exambe the present, Telling thc 
hll story of government sponsored Cold War human radiation wqxriments w e a  many important 
purposes--rtmembmGe, warning, heahg. ultimatdy, however; the value of knowkg the past 
resides in the lessons it can teach us for the prcsent and h e .  Thus, the central question is W: 
Do current regulations ofhuman experimentation adeqwtety protect patient-subjects? Here I 
have the most serious reservations about our Report- 

marry Citizen-patients continue to serve, as they did duridg the Cdd War psriod, as means for thhc 
sake of athers (2) The length to which phyddan-inves@ators must go to seek "informed 
consent'' r c m h  su&kntly ambiguous so that patient-subjects' understanding of the 
consequences of their participation in research is all too often cornpromiml. (3)  The resolution of 
the tensions inherent in the conduct of r e s d - i e . ,  respect for citizen-patients' r igha to, and 
interest in, self-detemhation on the one hand and the imperative to advance medical science, un 
the other-confronts government officials with pollcy choices that thcy wcrc unwilling to address 
jn any depth during the Cold War or for that matter h today's world (4) Our Reammendations 
ody touch on these problems and at times make too much of tk safcgrrards that have been 
htroduced since 1974. The present reguIatory proccsr is flawed. It invites in subtle, but real., 
ways repetitions of the dignitary insults which unconsenthg citizen-patients suffered during the 
Cold War. 

Medical research is a vital part of American E. The Federal government aUocates 
billions o€ doll- to Inman research, and the pharmaceutical industxy spends many more billions 
to develop new drugs and medical dcvices. And research is by and large conducted with patients. 
ShCe d of U6 at one time or anather WiIl be patients, we are readily ad&ble subjects for 
research. Thus, rhe protection of the rights and interests of citizen-research subjects in a 
democratic society is a major societal concern. 

regulatory scheme and the history of wnsem. The contemponvy regulatory scheme provides 
insufficient guidance for addressing one basic question; Whea ifevfx, &odd c o d o t s  between 
advancing medical knowledge fix OUT benefit and protecting the hviohbility of citizerrsubjects of 
research be resolved in favor of the h e r ?  Izviolabiliity, unless patient-subjccts agree to 
hVaS10nS of mind and body, requires prmctiliau~ attention to disdasure sad consent and, in turn, 
imposes considerable burdens on physician-bwestigacors-be it taking the nerm3ary time to 
converse with. patieat-subjects or, ifnecesaq, making discomfphg dl8dOSllreS. Moreovw, 

In summary, my conclusions we these: (1) the quest to advance mediGd science, too 

Let me introduct my Resedons by offering some preliminary remslIks about rhe current 
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taking informed consent seriously may slow b ratc ofmedical progrks with painful 
consequums to investigamrs' work and to sobcty. These dilemma must be resolved 
fbrthrightly, instead of allowing them to bc "resobed" by discretionary qbterfuge. 

coxnmunity  ere willing to respond to ths r d t y  that taking informed constat seriousiy ip this 
new age of !.c&rmed consent coafibnted them witb problems that required sustained and 
thougbtfbl exploration. hplementation would also turn out to be a mst f'ormidabls task because 
ofphysicians' low regard for patieut conseat throughout medid history. "he Codttee's 
d y s i r  of thc i n f a d  carvrent requirements in existence during the Cold War and earlier in the 
20th wmry acbwledges, but n o c  sufliciwily so, that the millt?ntliaAong history of ruedid 
custom cmte a dark shadow over what transpired during the Cdd War. 

mediche. As I o w  put it, the idea of 
msdicine. It is hporrant to be aware of this histosy; for it explains why our Ptndings on 
caemporary research practices, which time constraints prevented us from probing in d u e n t  
depth reveaIed deficimeier in the ~ o r m e d  ooasent p r o w  both at the lev& of phyrrioian- 
investigator htrmctions with their patient-subjects and af IRB review. This is not surprising; for 
not 0nIy does it take time to change historical practices, it also requims more thougbtfid mles aad 
pmcedurcs than currently exist. 

My reading of the Cold War record suggests that govcmmad 0 5 c i a l s  kx conart with 
their medical advisers at bait paid lip service to consent. Whenever they considered it, they 
mmed mostly about le@ liability and embarrassment. They were not worried or embanas& 
about their W i b g r m s  to CUnSCl'ipt unconseming patiant-subjeets to 6- as means in plutonium 
and whole body radiatian qerirnmts. All th is  is a &ghtening example of haw thou&lessly 
buman bein$s, bduding physicians, can treat human bejngs for ''nable" purposes. Most 
ref;wences to consent (with rare excxptions} that we uncovered in governmental documents or in 
exChlgCS between ofMals and th& mediad oadtants were meanhgIes.8 words, which 
coweytd no apprexiation of thc nature and quality of disdosure that must be provided ifpatient- 
subjects were uuly to-be @vcn a &ice to accept or decline participation in researdl Farm, not 
substance, punctuated most ofthe poliues on mnsent d u r i q  the Cold War period. The drafters 
oftht Federal Replations wodd everctuaily build their rules on this shaky historid fwW- 
d i m d i n g  in the process that the imprecision of their paljcies invited physician-iuvestiors mt 
to alter decisivdy ~uatontary Hippocratic p r d c w .  

story; for this tradition did not extend ta patients OK p&tient-subjccts, Put another way, the later 
were quarannne * d from disclosure and conscut. In our Finding io, shis was c l d y  stated: 
"Ip3ua the 194-4-1974 period, . . physicians e.nga@ in clinical nsearch g e n d y  did not 
obtain consent fiom patient-subjects for whom the research wag intended to o m  a prospect of 
medical bendt." Therefore, it should come iu no surprise, ils noted in our Report, that wbua a 
decision was nsched in 195 1 not to pursue lradiation research with prisoners or healthy s u \ t j a s  in 
cmect icm with an important defense projecf "the military immedhely 

Neither the drafters of the 1974 Federal Regulations mr tbs members ofthe research 

Patient consent, u d  mast ready ,  ha8 not been enshrined h the ethos of f ippodc  
autonomy k not to be fwad in tfw lexicon of 

1 

The long d h h e d  tradition of obtaining c o m t  &om healthy subjects is a separate 

t. 
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hospital to study pzdents being irradiated for cancer trcatma." Paticas have dwaylr been the 
rmst wlaerable group far purposes ofrasparch. 

From the perspective of histwry no significant conclwions a n  be drawn about ethtcd 
consent standards that "should" have existed for research withpriem by drawing aitmtion to 
consent r e q h m t s  that existed fm healthy volunteers. When pergom became patients, the 
d e S  of c0-t b g e d .  T b  observation aim h&s rekvancu for the impact of the Nuremberg 
Code on the candud of research. The Code emex@ h r n  contextrr not ~ r J y  of research with 
nowpatients but also of sadistic and biutal disregard for the s d t y  of human Ma unpafalleled in 
the annals ofwestern reaearch A.maican physi&n&wti#ptiq therefore, found it doubly easy 
to consider the pronouncemas ofthe Auied Military Tribunal i~ele\rant to their practices. 

Letme interject here a few b r i c f d  about risks: Taking risk..s is inevitable in 
research. M e r  aU, research is by ita nature B voyage into the &own. To pierce ua~ertainty, to 
&ah sUentSc knowledge rcqdres risk taking. And, as our Report makm clear, pbyaib- 
investigators and government officials as well have gemally been attentive, whenever physical 
rislra needed to be takcn, to minimize them. But such care notwithstanding research requires 
taking risks; for example, research with highly toxic agents a@&s t h ~  quality and exteat of 
remaining E. In ow review of cdntemporary research we identified many instances where 
pAent-m%& wwc unkn-y exposed to SU& risks, d c h  have both meal and emorional 

i 

. -3.' diIIStlSiOllS. 

SCientiAc studies in today's world often invohe patient-subjects whose pgnosis is dim- 
the most Mllnerable of all disadvantaged lyoups-and fbr whom no effective or curative 
treatments exist. In these situations hope can readily be exploited by intimating that rescaroh 
kwrventions may a b  benefit patient-subjects, evm thou@ the experiments objectha are in the 
service of gaining scientific knowledge. 'Embarkkg ofl this slippery slope begins With 
investigators' rationaLzations which justify experimental intervemions on grounds of "possible" 
therapeutic benefits; it continues with apprising patient-subjects hdcicdy of the d i n s  and 
arrows of the expeximentaI component; and it ends with feeding into patiat-subjects' own 
dispositions to deny the truth. In sum, by obliterating vital ~ C t i O I u  between t h w  and 
rem&, mvestigators invite subjects to collude with them in the hsty promise of therapeutic 
baldits. Put aaother way, the "therapeutic iilusion," as one commentator fdidtoudy caUd it, 
can lead physioian-investigators to emphasize the possible (though unproven) therapaiic beaefits 
of the intervention and, in turn, to minimize its risks, p a r t i h l y  to the quality of (rumbit& E&. 
Such considerations played a role in the total body radiation experiments discussed in our Report. 

In my Reservations I w ~ n t  to emphasize, bowever, the e of dim, not physid, 
iyuries in any appraisai ofthe ethics of reseau&. This ie the uncohrpramisin% message of tho 
Nuremberg Code's fkst prircGiplc on voluntary consent, a message which the Cold War 
period physician.iovestigators found impossible t o  accept. But the problem goes doepa than that. 
The Code, withcut extensive exegesis, could not s e m  as a Viable guide fir the ~oduct of 
medical research This madt its M a r d  e s ~ y  and in the pfaces5, the amrd message which the 
jradges tried to convey in their majestic first principle was also last, Thus too much can be made, 
as our Report does, of Secretsry of D&nsc Wilson's mwusrandum endorsing the Nur- 
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Code. TO hald him culpable for not mpZementing the Code d e s  little sense. If he is culpable 
of mytbing, it is firprumt@ring it without fist having sought tbou&tfU advice about what 
ndeded to be explmted to make it a viable statemwt for research practices. Merely embracing 
the Code invited, indeed neglect. 

the importance of consent given greater attention Among the social fotoes that wdbuted to 
this developmen1 two stand out: Judges' promulgation of a new lad dactrine of hfbnned 
con~en&, based on thc Angio--Ameiicau p r d  of "thoroug&going d&ercaimtion." And tbe 
explorations by a new breed of bioethicists, reauited b m  philosophy and theology, of the 
redavance of such principles as autonomy, self-detexmm& 'on, benebme, andjustice to rnsdical 
decision-rddq. Their novel add powefil arguments, SO alien to the medical mind, disiurbed the 
sleep of the medical community. Physicians had a particularly hard time in coming to ttzms with 
the idea of patient autonomy To this day, I believe, this principle ha9 only gaiued a foothold in 
tke ethos ofmedical practice and resear& 

In o w  Report we emphasize the primacy of patient-subjeot autonomy in fcsesuch. It Icd 
us to conclude io our I a t h  Report that "[a) comerstone of modem research ethics [is) informed 
consent-" I agree with this ststement of principle. From thu 1963 begknzinss of my work in 
human experimenfation, I have championed the idea of respect for autonomy and sa- 
detetmination in all interactions between physician-investigators and patient-subjects, But I 
htmduced om major qual5don when I wrote that onIy when the Nuruabeq Code's fGst 
principle an voluntary consent 

FidqUy, &om the perspective of history 1 want to mte that ody since the early 1960's was 

1 

is  M y  put into practice am one adtires the claims of science and society to 
M t  from science. Only then can one avoid the dangers that accampsny a 
balancing of one principle against the other that assigns equal weight to both: for 
only ifone gives primacy to consent can one exercise the requisite caution in 
situations where one may wish to &e an exception to th io  principle far dew CIIld 
s@cient rcasons. 

I memion this here becauae the finat and mast fgr-reachbg remmendation for change 
that I shall soon propose is b a d  on two premises: (1) thst any exception to the principle of 
indivldual autonomy, S ~ G C  it tampers with fundamental demoCiatiG values, must be rigorouSly 
j ~ ~ l i f ~ e d  by dear and d c i e n t  r e m ;  and (2) that such exception CaMOt be made by 
investigatOrs or IRBs but ouly by an authoritative and bighly uisile body, 

I now turn to our Reoearch Proposal Review Pmject. The Committee's revim of 
contemporary research feve41~ that of the gmter-than-mioimal-risk studies (which are the ones 
that raise Oomplex informed c6nsertt issues) 23% were ethically uMLcceptable and 23% raise 
ethiceJ concerns. My own indepedem rewiew tells a grimmer story: 50% raise sesiouJ ethicat 
coacems and an additionat 24% raise &d concern8 that cannot be taken Qldy. Since I 
tbcused excIusively on the bfbmcd consmi process, the di$Wnces in QUT Finding3 can p d p s  

I 
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part be axplaincd OR that basis. My dats Iikc the Committee's, were the protocols submitted to 
IIRBs and the informed consent forms sigoed by patient-subjects. I apprechte that the evidence 
available to u8 does not d m  what patient-subjects might have been told d&g oral 
~anxnunicatiaas. But if the prmxole and pati-subject coment forms are Bawd in sigdcant 
ways, it is W y  that the 4 interactions are similarly flawed. Molreovcr, sibce lRBs are charged 
to pay particular attention to the i&md consent proceaa, I contend that IRBs should not have 
approved the p r o b h t i o  consent bms in the form they were submitted. The fom often seem 
to ''d" research rather than to m e y  a sense of caution that izn4tes rdaCCive thou@t 

I had expected to discover problems. but I was stunried by their extent. Consider what we 
observed in Chapter 15 aad what is desoaied there h grWw d d :  'The o b m o n  of veatmc~ 
and research, illustrated most strikingly in Phase I studies, but by no means limited to them, the 
lack of&sclosure in randomized clinical trials about the &&rent consequences to paticnt- 
subjucts' well being if assigned to one rescarcb am or the otheq the a d s o n  of hi* toxic 
agmrts, in the "sUenMoM beliefthas onty the knowledge gained 
mmtziczZ& lead to cutes, but without disclosure of the impact of such radical interventions on 
quafity of Ii6e or longevity. I do not wish to nrkzimize tbe impact of making: total dimhure on 
patient-subjects' and physician-investigators' hopes and ears. Yet, ~ g g i a e  questiotts re&: 
what are "clear and sufRdent reasons" which p e e  ramp- with discioswe and comemt: and, 
if permbible, who decides? 

Our Recoprmendations do not go fhr cnougb in remedying the flrrwed nature of our 
mmt regulations which appear to rely so heavily on iafcwmed consen$ but which in p d c e  I 
contend, bypass bue informed masent, Here I can only make afhcomments about the changes 
required if we Wish to protect adequately the rights and hterasts of subjects of mearc&; 

(I) Iifaometi w m m  is centnd to such pmteotians. The d r a f k s  of the Federal 
replatiom have acknowledged tbat fw. They have failed, however, to  take responsibility ftir 
making these requiremas mclaningfui o w .  Thus, pauerrtmbjects now all too often give a 
spuriaus wnsent; a "c~li lsent' '  that can rendiiy mislead physician-investigators into believing that 
thv bave received the a~th~ri ty  to proceed when in Bid they have not. 

(a) Thc Federal regulations imply that the principle of respect for patient-subjects' 
autonomy is  central to the regulatory scheme. Leaving it at that is not enou& for the principle 
rsquircs wmrntntory 90 that physician-investigators will have a m e  thoroughgoing apprecia~on 
of the moral issue3 at stake whenever they ask human beings to seme as mcms fix the end8 of 
O ~ S .  Ody then will they iearn, for example, that to take idbmed wnsent seriously tequires 
them to epend c o d d l e  tirne with prospective patient-subjects and to enpge them in 
wlvchh8 cenversations. h them conversations t h q  must disclase (a) that their subjects arc not 
p a t i e  or, to the extent they are patients that their lhaapeutio interests Wll be subordinated in 
specified ways to sCi& interests; (b) that it is problematic (a& in what ways) whether their 
vd.&re be better served by p1ad.q their medical fatein the hands of a pradioner rarher than 
a p h y d c i a n - h d m ~  (c) that in ophg fbr the care of a phys&ian they m y  bt b&er or worse 
off and fbr such and such reasons; (d) that research is governed by a rea& protow1 and a 
research question and therefore patht-subjects' inrerests and n d s  haye to yhld (d to what 

"total therapy" will 
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oxteat) to the clsims of science; etc. 
Such.dkIosure obligations aro fbrmideble ones. They need to be fUUectin B manncr that 

wilf @e patieat-subjects a clear appreciation of the diffaenGe bttwoea re88arJI and therapy, and 
in the spirit that disabux;~ them of the b$ief, so GdeJy held--as our 'Wjm hteiyicw Study 
demonstrates- that everything the investigator propom s m  their best therapeutic interests. 

The Cold WartxpiumsfBpchusthat rispla~edtrustcan deceive; thattnzatmust be 
eLDned by prior disclosures of what research participation entdiln I agree as our 
Rsmmmdetion 9 propoperr, that scientists should be educated "to -re the c d t y  o f  ethics 
in [their] conducL" To accomplish that tducational task, however, requires policies that marc 
c k l y  delineate the ambit of discretion which investigators can c x k i s e  in the conduct of 
research 

(b) Current criteria for-iufomed consent encowage, pkrhap~ even mandate, ovemhe~Imirtg 
p9tiem-wrbjccts with inforrnation on eveq mneivable risk and b e t  as.we4.l is on the aoienrifzc 
purpose of the study. AcWreuw to thesc mandates has led, a d  justifiably so, to c o w  about 
the inc;ompr&nsibiIity of the ;nfarmed cansent firms that patient-subjeots must sign Much 
thmght and then guidance, has to be given to IRBs and investigators as to the essential 
inf'omtion they most provide; e.g. , alternatives, uncertainties, essential riske, reahtic bendits as 
W$U as the impm bfpartidpaiiorr-knawn a d  conjectured--on the quality of f i w e  (or 
d r r ; n g )  lives. Marry ofthe infbmed consent forms I havt exambed fd to emphasiu. the risks 
garnape to the rescar& protocol; instead they go into numbing detail 011 risks that can he 
mumwind. To put it bluntly: hfbmed consent aieria in today's world, at least in the ways 
they arc w&&ed to patient-subjects, often serve purposes of obscuring rather than 
chifying what participation iu research entaijs. 

Virtu? of Composition and lack of time, either to m o w  consent standards (iucluding fhe ones I 
have just proposed) or, m e  generally, to makc! any other decisions that could d e c t  the 

have the authodty to decide how to balance competing pridples in tituatians where the 
compefmce of subjects' comeat is in questi04 or when consent m o t  be obtained because 
patknt-subjects s&r &om a life-threatening condition, or where other cornpiex issales need to be 
nsolved, as illustrated in our Chapter on the total body radiation experiments. Swh Eat& 
decisions are beyond their competence. 

Moreovera IRBs work in a climate of low visiiy, another +es ofsecrccy abaut 

I 

(2) Though IJZl3.s serve important Gnctions, they do not ham the capacity, if only by 

fund~elltd COIK&Uhd I ightS and petsdnd afsubjWtS OfreSearCh. m S  &d not 

. 

, which we expressed 80 much c o r n  in Chapter 13. These and other cdmplws ethical problem, 
should only be reaoived by an accountable and highly ViJible national Body. That Body tb cau 
provide IRB, with piddnes that will better idom their deliberations. X would ) i i  to note h w  
but only in passing, that the Body I envisiop wiU lighten IRBd tasks; fbr exampIe, by fgshioning 
policies for w q  review of the many rninii&/no risk studies, 'or by bciq available far advisory 
aphions w W e t  lRBs are wnhntcd with new ethical problems. @Bs now sgend.an 
inordinate mount of time on such problems which they should not resolve b the h t  p b . )  The 
fmti~nal Body should not rMicw individual research projects except when hwstigators and lRBS 

1 
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dWpee. Finally, a national Body is needed for another reason as d: Tbe coneiderable pressure 
for approval of protocols to which D3Bs are subjected by the scidsts at their iastitutionS. 

(3) Atrcrrdy in 1973, when I served on HEW'S Tuskeegee Syphilis Study Ad HOG 
A e q  Pdnel we proposed in our Final Report that Congress eatablkh a pamanat body-we 
Caned it theNu%iondHumanImstigaLic;ut Bcwd--with the authority to regulate at least dl 
F e d d y  suppoittd research invdving buman subjects. We recommQlded that this Board should 
not anlyprmrlgata researcb policies but also adinintsticr and review the human expcxime~uation 
process. Constant interpre&tuon and xwiew by a Body whose deckions count by virtue of the 
wthody invested in them can protect both the claims of science and society's c o d m e a t  to ttie 
inviolability of subjects ofresearch 

A most hportmt task which such a Board would h e  in fodating research policies is 
to delineate exceptioos to the informed consent requirement when GO- principles require it. 
For example, when might it be permissible for IXBs to "defer oonstnt" (or more correctly, to 
alIaw ph~&k&av&gatora to proceed withbut consent) with patient-eubjects mffhhg f h t t  
acute head trauma? Conscripting citizen-patients to aqthing they have not consented to is  deeply 
ofhsive to demonatic values and, ifnecessary, quires public apprwal. Greatm public 
pdipation in the farmutatian of research polides is vital, and the Board must thertfore establish 
pracedures fix the publication of all its majur policy and advisory decisions, padcularZy those 
where CQmpromtaes seem warranted bctw-ccn the advancement of Science and the protedon of 
subjects of research. PublicatioB of such decisions would not only.pesmit their inten~ve study 
both i d  and outside the medial profession but wauld also be an important step toward tk 
case-by-cam dwelopmcPt of polioiee g o v w  human exp&mentation, Ewe are tidy 
concerned about the baneful ef€eots of secrecy on public trust, whd I propose here auld restore 
trust. 

however, that I haw said enough to suggest that the prblems inherent h researoh with human 
mbjats-advancing science and protecting subjects ofremch--are comple~ Socisty can DO 
long- afford to leave the baIancing of individual rights against scientific propss to the low- 
visibility decision-mating of DRBs with regulations that are porous and invite ab=. The 
important work that our Committee! has d m  in its evaluation of the radiation acperimwlts 
conducted by govenunental agencies aad the mediad poffkdon during the Cold War onw @ 
collfionts us with the human and societal costs of too relentless a pursuit of knowledge. Etbie i6 
s price worth paying, society should be f o d  to maka these diBcult moral choices in bright 
sunlight and thmgh a regulatory process that constantly strives to articulatt, &ant, and 
delimit those costs. 

UCI lessons for the present and fittwe. Yet, we did not judge the present witb gufscient care- Tf 
the problem was time, I wanted to take the time to offir my judgumts. I also took the time and 
"took [the mad] less traveled by" because mu& is at stnke in the quest f i r  advancing medid 
science that speaks not onIy to progress in thc conquest of disdebut to other mod 
W e l l  

I 
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Thcrc is, of cowse, much more to consider, and T have wriirm abwt it elsewbere. I hope, 

We have judged the past and judgments o€the past become most relevant when t h y  teach 

I 
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