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Abstract
This article raises questions about the morality and value ofexperi~nJsconducted moinly on

psychiatric patient-subjects whose mental capacity andjudgment are often impairtd, making them
incapable of giving informed consenJ. Its focus is on aperi~ntal studies in which psychotic
symptoms in patientswith schh '''hrtnia have bun knowinglyexacerbaredbysuddenly withdrawing
medicationsthat they needed. al. nistering known psychosis-producing substancessuch as L-dopa
and apomorphine. and ignoring the trtat~nt nuds of those serving as experimental conJTOIs in
placebo studies. Concerns art raisedaboutthe draft "Statement ofPrinciplufor Ethical Conduct"
by the ~rican Co{{ege of NeuropsychopharmL1cology. Questions art also raised about the
adequacy Ofcumnt safeguards. including federal rtgulalions, peer rtview, and the trivialilation Of
"informed consent" by instill/tional rtview boards that operatt IIruler veils ofsecrtcy. Implications
fur mental health policy are discussed, and suggestions art made for improving safeguards and
reducing risks.

Unethical e~ments on mental patients have been taking place in the United States for a long
time. They should evoke questions about the scientists conducting them, the admlniSlr,ltors permit­
ting them, and the NalionallnstitUle of Mental Health (NIMH) funding many of them. But because
physician-researchers are regarded as bolding the keys to medical advance and ultimate cures, the
biomedical research community has been exempted from being held accountable lest such questions
interfere with important research. Dubious experiments, violating fundamental ethical and possibly
legal standards and causing human subjects paln and bann-oflen without their informed consent­
are not, however. what the public should expect from science.

Jay Katz· recently reminded the medical bioethics community that "the oft-invoked moral right
10 engage in human experimentation is itself in need ofa thoroughgoing examination, for that right,
which rmds its justification In the need to advance the frontiers of knowledge, can alItDO readily
obliterate 'the deepest matters of our morality' by the ways In which we use human beings for our
own purposes,"1

• Jay Katz, M.D., b lhe E1iubelh K. Dollard Profeuar EmuiII1l of Law. Medicine, and Paychlatry al Yale Univeraily
Medical School and Ih4 Harvey L Kup Prdeulona1L_1o Law al iu Law SdIool.lIe wu. me~ero(!he Nlliunal
AdvlJary CGmmillee 011 HUNII RadlaliOll Ezperimnu ud chalted aaubcommiltee 0( th.1Wkc,e. S)'\iIlIb SlUdy Ad Hoc
AdvlJary Puel.

Addr"J coneapondcnce 10 Vera t1uaner Sharav. M.tS.• Chi" and Cofounder. Cili~nJ for ROJponJible Care in
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APPENDIX

Codifications of the Ethics ofHuman Experimentation
The Nuremberg Code (/947)'

The Nuremberg Code, c:onsldeeed "the mrJlmlone ofmodem hUmaR eJlperimcnlal/oa elh/Q,'"
was part of!he coun decision that alllvided Nazi physic:lans atcrimes agaJnsl hllmanlly,~Anhur
Caplan, !he Director of the Cenlee for Bloethles of the Univenlly of""nnsYlvania MedlcaJ Cenler,
poinls OUI, "the Code did nOI as much articulate a new level ofethical ProlccUon for those involved
in medical research as il did rcalTum an old one," going back 10 IfJpPocralc.l and IlIedlcinc', anclcnlelhicaJ axiom, pni1Jl1ln nofillOCttr-r1rS1 do no hann.•

The Code, which became theinlemaUona! slandard andpWlolyPeofall laterCoder, dJlTeealllated
sharply belw... the righls and the welfare ofexperimehlal sUbJceu. To pWlecuub)ccu' ri&hlr, !he
finl and foremOSt requ/remenl of the Code is !hat subjects give "vO/unlazy, mmJlC/elll, Infonned
and comprehending consenl'" To PnJICCl!he subjecls' welfare, the Code mandates !he princlp/c.t
(orsuch experiments: thaI they be scienUfically valid with resulls "unProcurable byolhcrlllC1bods:'
!hat "anticipaled ,"sulls" and "humatUlarian importance" JusUfy the risb, and tllrl "adeqUate
preparaUon" Is laic.. to "ProlCCl the eXperimenla/ suhjCCl agalnsl even the remole poulbUitIcr of
injury, disabilily or death:' wi!h the tesean:hcr being "1"C/lOr<d 10 Icrminate !he eJlperimcnlif
'conUnuation Is likoly 10 resu/(' " In any of those conscqUCIICCS.'

(.) I.. "POI,nti.1 ben,nl<, hOUnlJ ODd diJccmfon .~ould be ""J,bed .,Ii.,t Ih. "'VIII..,.. o( Iha ,,"I
cumonl di',no,tic ODd Ihe"peutic melhodt... , In Illy medic.lltudy,.""'YP.u"l-/nelueUn,lhooco(
oconfrol,roup. i( .nY_ould be wured o{!he ,,"I proven di"llOItic ODd lherapaulic meIhad" (D. 2).

(b) 'The im,,,,,, of ..i,nco .nd SOCiety '~ould nev., Wee prec:ed...
e

over .....id.,.ti... rcJoted 10 !hewell·being of the SUbject" (JU. 4).

(c) II "'~ould bepr"'ded by....,ui u ....m..1ofpredi"'ob/, rilb In oomp.,;,on wil~ (....ecabl. benefits
10 'be ,ubj«, or 10 o'~",. Concern for thc in'"""" of Ihe 'ubjcct mwtolw'YI Iftvoil ov",1h.1n"""..of science and lociccy" (I, 5).

(d) "PhYlician, I~ould .blilin from, .. proj,cts involvinc hum.n .uhj«.. unl""lhey .....ti.fied Iho'ih.
h:mmb involvetl Me hcticVctllo he prcdiclOIhlc" (I, 7).

The VedaraUon otHclslnJd (/964)'

The 1964 Declaration ofHelsinki, adopled by thelnlernaUonal commUn/ly, including !he Unlled
Stales. amplified the Nuremberg Codein importanl ways. In lis Inl/OducUOll, !beDeclarauoa dcJlncs
IhtropeUlic and nonlhtrope"lic research and requires that "in !he field at b10rnccJjcal tesean:h a
fundamenla/ dlsUncuon mUSI belCCOgnizcd belween mediCa/tesean:h in which!healm iressenUally
diagnosUc or !herapculic (or a palienl and medical rescarctJ, !he eSSCIIlia/ objCCl o(which II PurcJy
scientific withoul implying din:c1the"'PCuUc va/ue 10 !he pmoo suhjeClcd 10 !he tesean:h.... This
medical c!hies model eSL1blishcs the (ollowing Stand...ds (or all biomedi",,1 rescarctJ InvO/vlnghuman sUbjeclS:

In(onunalely. the Nuremberg Code and U,e declarauons ... did nUl have much o(an impaa in !he
,iled Stales:' as Caplan poinled OUl' even !hough Americans a<'wneu lhal!hey did./n his 1966
.dmark Ne", England JOllrnal 0/ Medicine article, "Ethies and Clinical Research," /Ienry K.
'echer, the eminen, Harvard medical "".....cher aud ethici'l. dc,lCiih<i/ 50 American medical
Jerimen.. thaI viol.led ethical standard" "an experimenlls ethical or DO' 01 ilS Inception" andIds do notju''itify mcans."~
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The Bdmant Report (1979)'
Revela1lons In 1973 aboullbeTuskegeeSyphilis Sludy' outraged lbe Americon public. lIS OUlcry

led Congress III creatt In 1974lbe Nationnl Commissiun for lbe Prolecliun of Human SubjeclS of
BiomediCJll and Behavioral Research, wbose m:ommendations, embodied in lbe Belmonl Report,
laid lbe foundation (ot American eulii:ai standards in ",search wilb human subjects.' lIS =ommen·
dations led III (I) lIIe odopllon of a (ederal policy for lhe prolectioo of human SUbjects, (2) lbe
odoptlon o( (edmI resullllons III protect human subjeeu In federally sUpported n:search, (3) lbe
establishment of lIIe fedenll OPRR 10 ensu'" compliance wllb lbe policy, and (4) lbe establisbment
ofloCJlllRBs.

The Belmonl Report ldentlned especially vulnerable groups for whom il recommended special
(edmI protecllonl-dlsodvantaged Blacks, menially disabled patJenLs-especially lbe instilutlon­
a1lzed-pr1lO11C1S, and c11l1dren.'1be Report r=gnlzed lbal "owing III lbeir n:ady avaiJabilily In
setUngs wbae researdl Is COfIdUclOd," lbese glOOps may, for "administrative coovenience," be
sougbtusabjecls fotreaeardl (p. 8), /llhen:fo", sW<d lba~ "given theirdependenl SIlIU.l and lbeir
frequently compromised copaclly (or fn:e consen~ lhey should be prolecled."

The CodeorFedenl RecullUans (CFR, 1985, ,...bed 1991)'
llde 45 of the Code orFcdenl Regulations, Pan 46, selS forth federal policy for lbe proleCllon

of humon sabjecls and provides RguJIUons for implementing lh:lt policy. Allbough the CFR
n:cognlzes persona wllh mental dlsabUides u a vulnerable groop, IS well as children, prisoners,
pregnant women,'01 and economically ot educationally depriVed persons-all of whom need
addldonaJ sareSUards-none of lbese safegUard, has been adopled for their proleclion, even lbough
lbe olber vulneroblc JIOups have received lbem." That addillonallayer ofprotectlon, 10 compensate
for lbelrspedal vulneroblUty III aploltallon-Which thelrdcpendence and administrative avnil"bil­
lly make"'laIIveIyeuy4u been wllhheld u "the",sull In large panofopposltlon from researchcn
... menlll dlsUders. who cJaImed lhallbe populations in question were no mo", vulnerable lban
.mOil persona wilb ICVere medical disorders and lbat lbe ,uggesled limitations would seriou,ly
...trict resean:II on 1IICII1II dborders,"'"

The fedmlgovernmentthus has len policies and procedures governing experimenlal sludies
Invo!vlng people wllb menlallilness, and lbeir welf..., IS well, largely 10 locaIlRBs.' BUI members
of loCJlIlRBs an: mostly medical researchers, often from lbe same Instilutlon, representing lbe
InlereSIS or and being primarily concerned wUh ,dentlfic research rather than paUenl.,ubjCClS'
well'are. In Cloence, people with menial Illness have been len III be proleCll:d by those wilb the
,","lest1_ In aslng lhem u n:seardI subjeclS; lbls governmenl·approved prolOCOl lbm hIS
osslgned lhe (ox 10 JIIan1lhe chlcleens.
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