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investigation i8 such that mentally competent adults would not be competent
subjects.’ On the other hand, the Declaration of Helsinki states, and the AMA
guidelines do not, that ‘(a)t any time during the course of clinical research
the subject or his guardian should be free to withdraw permission for research
to be continued’ No explanation is provided for the differences nor is any
mechanism available to guide physician-investigntors in adopting or rejecting
part or u}l of either document, based on its disagreement with the other or
for any additional reasons.’ :

In retrospect, the promulgation of so many varying codes of ethics can be
viewed as a tacit recognition within the professivns that self-regulation by
investigators could not be relied on to control resenrch practices. When it was
also realized that the codes themselves had serious shortcomings, new and
quite different proposals for ordering the research process began to emerge.
Procedur.s were gradually developed to apply the general principles contained
in codes of research ethics in the formal evaluation of individual research
projects by institutional review committees. ,

The National Institutes of Health (NIH) first developed such procedures
in order to regulate clinicnl research performed at its Clinical Center in
Bethesda, Maryland. Since 1958, human research has not been conducted there
without prior approval of a review committee responsible for the protection
of subjects.’® In 1968, Surgeon Generzl William H. Stewart extended the re-
quirement of prior review by “a committee of (the investigator's) institutional
associates” to all “extramural” research supported by United States Publie
Health Service (PHS) grants and awards® This review was to assure an
independent determination: (1) of the rights and welfare of the individual or
individunls involved, (2) of the appropriateness of the methods used to secure
informed consent, and (8) of the risks and potential medical benefits of the
investigation.®

Prior committee review waos also instituted, in 1967, for all “intramural”
resenrch programs of the Public Henlth Service.”” The Tuskegee Syphilis Study,
conducted by PHS investigators, was an intramural activity.

In 1971, the Denartment of Health, Education, and Welfare formulated its
policy for the protection of human subjects® which superseded the Publie
Henlth Service extramural program. guidelines. Institutional committee review
was retained as the central feature of the new DHEW policy. The DHEW
regulations apply to all research supported by Departmental grants or contracts,
regardless of whether the research is medical in nature. However, the new
regulations do not apply to intramural! PHS activities, which are still governed
by senarate and sometimes divergent PHS guidelines. Also in 1971, the Food
and Drug Administration promulgated additional regulations,® patterned on
the DHEW framework. to govern the testing of “investigational new drugs”
And recently, in response to the Tuskegee Syphilis Study revelations, Senator
Jacoh Javits introduced a hi'l which would enact most of the current DHEW
requirements intn law.® Senator Hubert Humphrey also responding to the
Tuskegee Studv, introduced another bill, quite different in conception.® It
would create within the executive branch an independent board to establish
guldetines for human experimentation, to review research practices and to
enfoin the condnet of certnin investigations.

Due to the Federnl Government's prominent role in funding biomedical
research. the PHS.-DHEW rezulntirns have had a naticeable impact on the
eonduet of human resenrch in this eountry. Over 700 American research insti-
tutirng have established review committees in order to satisfy DHEW or PHS

B Rtz and Capron, Snoinl Faotora Affecting the Modern Treatment of Catastrophic
Dtseasen . (Unpubliched Mnannsepipt, 1073) (hereinafter, Katz and Capron).

10 Seusoms, “Guiding Principlex in Modieal Resenrch Involving Humans, National In.
stitutes of Henlth,” 32 Hoapttala, Journal of Ameérican Hoapital Asanclation 44 (1958).

2 Memorindum of Sitrenn Genernl Witliam t} %tewnrt to the Heads of Institutions
Cog«l,n;’(;:'mn Resenrch with Public Health Grants. (February 8, 1066).

2 DHEW-—~Public Henith Service, Profection of the Imdividiial aa a Research Subjeot—
tntrnmural Progeams (May 1, 1909) (hereinaftet Intermural Guidelines),

BDPHRW Grants Adminfetention Mannal Chapter 1-40 (1971) (hereinnfter Grants
Admintatration Manual), he Depnrtment mihliches The Imatitutional Guide to mm}v
Potlen on Protection of Human Subjecta (1971) (herelnnfter Instéitutional Quide) to help
fnatitntinng aponcoring researeh to implement DHEW poliey.
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requirements.’’ Although these comimittees are required to review only Federal-
ly-funded research, they often have extended their review to all research on
hmnan subjects conducted at their institutions*

B, Desoription of DHEW Policy ™

At present DHEW policies vest primary respousibility for the protection of
research subjects in institutional review committees, 'These committees are
charged with the initial review of all project proposals and are also expected
to subject research activities to “continuing review.” Once a committee has
approved a research protocol, its decision is reviewed again by the DHEW
study section which considers the protocol for funding When either group
disapproves a protocol, that decision cannot be appealed ti the Department,
and the protocol cannot be Federally funded. In contrast to the DHEW re-
quirements, PHS intramural policy does not require continuing review, Instead,
the burden is on the investigator to bring “significant proposed changes in
protocol and emergent problems of investigation to the attention of the review
group involved"* Nor does PHS intramural policy specify distinct stages of
protocol review.

DHEW requires institutional committees to review all aspects of “any
activity” which might expose a subject to the possibility of harm if the
activity “goes beyond the application of those established and accepted methods .
necessary to meet his needs."® Recognizing that this jurisdictional standard
leaves much to the discretion of committees and investigators the Department
concedes that “(a)cceptance is a matter of professional response, and deter-
aination as to when a method passes from the experimental stage and becomes
‘astablished and accepted' is a matter of judgment.” ®

Before the committee can approve an activity under review, it must “deter-
mine that the rights and welfare of the subjects involved are adequately
protected, that the risks to an individual are outweighed by the potential
benefits to him or by the importance of the knowledge to be granted, and
that informed consent is to be obtained by methods that are adequate and
approprinte” ® Like the jurisdictional standard, these review standards are
phrased in general terms, although the “basic element” of “informed consent”
are set forth in greater detail® DHEW policy also requires each institution
to provide written assurance that it will abide by DHEW policy. The assurance
must include “a statement of complinnce with DHEW requirements for initial
and continuing committee review of the supported activities; a set of imple-
menting guidelines, including identification of the committee, and a description
of its review procedures.”® As part of the “implementing gutdelines,” each
institution is asked to adopt a “statement of principles that will assist the
institution in the aischarge of its responsibilities for protecting the rights
and welfare of suh'rets.” ¥ These statements are typicallv derived from exist
ing codes of ethics ot much more explicit than the DHEW review standards
themse'ves.”

Unlike DHEW pollev. the intramural guidelines of the PHS make specifie,
albeit limited, refererce to “(s)tudies involving children, the mentally ill or
the mentally defective.” ® Such studies “shall be carried out only when there
is no significant risk of physieal or mental harm to the subject or when direct

Mhor a deseription of the spread of institutionnl review eommitteen following the
promulgation of the PHS guidelines, see Barber et al, supra, footnote 3. nt 145-148,

2 Barber ef al, estimate that 869 of the institntional review committes they s
veyed review “all clinfeal resenrch’ conducted at their Institutions, regardless of funding,
Barber et al.,, auvra, footnote 3, at 149

20 'phig deseription s based on the Intramural Guidelines, aupra, tootnote 23, and the
Inatitutional Guide, supra, footnote 23, Herelnnfter, the Dolley of the Manual and the
Gutde will be referted to as '"DHBEW! policy, white the polley of the Intramural} Guide-
fines will be referred to as "PHS {ntramurnl” policy.

» Iutramural Guidelines, aupra, footnote 22, at b,

:; (I?rn;‘t'ta‘.;idm{néz‘t{:tton Mnmfuﬂ autpfg.a fontt%ntc 28, § 1-40-10,

natitutiona e, altprg, footnote 23, nt 3,

8 Grants Administration R?&nunl. atipra, footnote 23, §1-40-20(A). The PHS Intra.
mtuznl's Guldelines, supra, tootnote 22, contain essentinlly equivalent standards for review,
at 4-5,

M Qoo ifra., pp. 31-32,

Y Grrmtf: Aﬁﬁm)nlnfmunn Manual, supra, footnote 23, § 1-40-40 (A),

o Granta Administration Manual, supre, footnote 23, § 1-40-40 (C) (2) (n).

o Ihid, See alen Iatituttonal Guide, supra, footnote 28, at b, footnote 2, and at 23,

2 tdramural Guidelines, supra, footnote 22, at 10,
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benefit to the subject is anticipated.”® The intramural guidelines also ex-
plicitly provide that “ts)tudies of individuals with limited civil freedom shall
also be subject to group consideration and approval” * Although the refer-
ences to minors, incompetents, and prisoners do not impose additional sub-
stantive restrictions on research, they may alert review committees and investi-
gators to the special problems presented by research with such subjects.®

Since institutional review comnmittees are entrusted with such difficult
decision-making responsibilities, their composition is a matter of Departmental
concern. The committee must be composed of sufficient members with varying
backgrounds to assure complete and adequate review of projects and activities
commonty conducted by the institution, T'he committee's membership, maturity,
experience, and expertise should be such as to justify respect for its advice
and counsel. No member of an ingtitutionai committee shall be involved in
either the initinl or continuing review of an activity in which he has a
professional responsibility, except to provide information requested by the
committee, In addition to possessing the professional competence to review
specific activities, the committee should be able to determine acceptability of
the proposal in terms of institutional commitinents and regulations, applicable
1aw, standards of professional conduct and practice, and community attitudes.
The committee may therefore need to include persons whose primary concerns
lie in these areas rather than in the conduct of research, development, and
gervice programs of the types supported by the DHEW

Beyond this, the Department does not specify any particular size or member-
ship requirements, believing instead that disparity in institutional situations
demands flexibility, For the same reason the Department does not provide any
directions for the conduct of initial or contihuing‘review. Instead, as already
noted, institutions are required to submit for Departmental approval a de-
seription of the procedures their committees will follow to implement review.

When DHEW funding is sought, a research proposal approved by an insti.
tutional committee is reviewed again within the Department.”® A study section,
composed of scientists not connected with the proposal or its sponsoring insti-
tution, examines the proposal and transmits its recommendation to the par-
ticular National Advisory Council guthorized to grant the regquested research
funds. T'his Departmental review is not restricted to a reconsideration of the
»othical soundness” of the proposed research. Instead, it encompasses all other
factors which enter into any research funding decision, such ay the scientific
rigor of the proposal, the scientific significance of the proposed project, and
the relationship of budgetary estimates to the proposed study. As a result, the
review of ethical issues at this stnge cannot be as therough as it is intended
to he at the institutional level.

The adoption of this institutional review committee approach promised to
be a signifiecant advance toward the goal of ethical human research. For the
first time, codes of research ethics were to be applied in concrete situations
by means of a definite procedure providing for independent scrutiny of indi-
vidual research proposals, Moreover, a decentralized, pluralistic approach, em-
phasizing decision-making at the institutional level, seemed to offer other
advantages. The exploration of problems ‘rom different points of view could
nitimately lead to a fuller appreciation of the fssues requiring resolution,
Concern for the rights and welfare of subjects cowld be more easily ccmmuni.
cated to individunl investigntors. The review of research protocols could be
nnndled in depth and yet with dispatch,

Despite these hopes, the present DHEW regu'atory framework can only be
vonsidered a qualified guccess. The enntinued existence of two varying sets of
guidelines to govern intramural and extramura! human research activities
respectively servex no purpose and generates confusion. Ag to the content of
the guidelines, although from a historienl perspective institutional committee
review was a major improvement over prinr practices, many deficlencies, to
which we now turn, have precluded snecessful supervision of human experi-
mentation for the protection of human subjects,

-

2 rhid,
40 Ihid,
it PHS mtramural poltey does impose strleter congent requirements for expeviments
with steh subjects, ‘'hese consent requirements are discussed {nfra, at pp. s
Sdrants ddmintatration Manual, supre, footnote 23, & 1-40-40 (C)(2)(6).
b Grants Admintatration Manual, siipra, tootnote 23, $§ 1-40-20 (B‘I ind 1-40-80 (B).
See nlto NIH Manual § 4107 "Grants Involving Human Stibjects,” § 4107 (G) (1972
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1v. CRITIQUE OF DHEW POLICY

4A. Vagueness of Standards

At bottom, the difficulties which face review committees derive from the
generality of the standards which ave to guide their determinations in specific
cnses under either the intramural or extramural policies. To illustrate, it a
review committee had evaluated the Tnuskegee Syphilis Study under current
guidelines, questions calling for searching examination would have surfaced.

(1) 12 the tequirement of informe:. consent “ i3 to be taken seriously, should
tmpoverished and uneducated Blacks from rural Alabama have been selected

as subjects in the first place? Or should a concerted effort have been made to

find subjects from among the most educated within the population at large,
.or at least to select from the given subgroup those subjects most capable of
giving “informed consent”? Put more generally, what general principles should
guide the selection of subjects? ‘The philosopher Hans Jonas has given one
answer to this question: *(O)ne should look for (subjects) among the most
highly motivated; the most highly educated, and the least ‘captive’ members
of the community." *

(2) If “(t)he .welfare of the individual is paramount (and) the subject
must have available to him the facilities and professional attention necessary
for the protection of his health and safety,” 1 what special efforts should
have been made by investigators to provide medical treatment beyond the
economic reach of the subjects befove enlisting them in the Tuskegee Study?
Or should the institutional review committee have turned down the Tuskegee
Syphilis Study because no adequate treatment facilities were available in
Macon County? )

(3) How should “continuing review"” operate? Foi example, at what point in
time, after penicillin treatment for syphilis became available, should the sub-
jects of the Tuskegee Syphills Study have been apprised of this new develop-
mment? ‘Since it generally takes time before- medical consensus is reached -on
the value of a new medication, and is veported in the medical literature, when
should the subjects have been told that drug was available which at least
some competent physieians considered effective treatment?

(4) Hew should the risks inherent in this study have been weighed against
the predicted advancement of medical knowledge? The rule that “the risks
to an individual . . . (must be) outweighed by the potential benefits to him
or by the importance of the knowledge to be gained,” ¥ is perhaps the most
difficult guideline for review committees to implement. The seeming simplicity
of this command belies its complexity, How are such tangibles as “risks,”
“penefits,’ and “importance of knowledge” to be measured and weighed? Can
serious harm to research subjects ever be outweighed solely by additions to
the sum of human knowledge?® If so, what kind of knowledge, in what
circumstances, would outweigh what risks to subjects? The difficulties inherent
in evaluating the scientific merits of a pariicular study are demonstrated by

the ongoing differences of opinion among scientists of the PHS ns to whether

continuation of the Tuskegee Syphilis Study can still be defended on the
_ ground of scientific merit. It is necessary for review committees to scrutinize
carefully the research design of every proposed study if the requirement that
risks be balanced against benefits is to be taken seriously, for the acquisition
of knowledge depends so much on the soundness of the research protocol.”®
Does the informed willingness of the subject to necept certain risks have any
bearing on the committee’s balancing of risks against benefits? Finally, since
the desigh of the Tuskegee Study could not completely exclude the possibility

sphe requirement of informed consent I8 analyzed in greater detall {nfra, at pp.

4 Jonng, ""Philosophical Reflections on Bxperimenting with Human Subjects,” 08

D%(;?ll“gtﬁril?&l%g‘d(el? o) ra, footnote 22, nt 1

tram idelines, sy ootnote 22, nt 1.

G ministration Mantal, supra, -footnote 23, §1-40-20 (A); see alto Intra-
mural CGiidetines, atpra, tootnote 22, at 2, 4-5.

18 Although PHE poliey does nrosctibe soriniaty pleky experimentation which canfiot
honefit the subject, Intramural Guidelines, supra footnote 22 at 2, 3W policy for
extramuenl resonreh doet not eatugoriemiy pmh'lbls cliely toxenvel, The Institufional
Gatide, aupra, footnote 28 wtated nt 6: “1f the potentinl benefits are {nsubgtantial, or are
otwelghed by tixks, the committee may be justified i1 permitting the subjects to necept
these riekys i the interests of humanity,

o Intramural Guidelines, supra, footiote 22, at 1.
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that non-subjects might contract syphilis from untreated subjects, how should
a4 review committee have balanced risks to nonsubjects agninst benefits to
soctety ? %

(5) Review committees are also required to “determine that the rights and
welfare of the subjects involved are adequately protected.” ™ What rights did
the "Muskegee Study subjects possess? 'Lhe tremendous confusion which exists
in the nren of patient subjects’ rights is in part the result of the traditional
but largely unexamined prerogutive of professionals to intervene in their pa-
tionts' best interests.” The doctrine of “informed consent” has had little impact
on this longstanding professional practice. Since much medical resenrch is
carried out in the context of “patient care” the right to make decisions for
patients has more often than not unwittingly bheen carried over into the
research domain, The confusion about patient-subjects’ rights is bolstered by
the scientist’s felt obligation to advance knowledge for the good of society,
although society has inadequately defined the extent of this obligation.

To illastsate the confusion about subject’s rights: Can the subject claim the
right to be indemnified for any harmn he suffers as n result of the resenrch,
regardless of the investigntor's fault and in spite of consent? If so, who is
responsible for informing him that an injury has occurred which is not the
result of the natural progression of his illness? Do Tuskegee Study subjects
have n cause of action because they did not receive suitable medical treat.
ment? If so, who may be lable—the individual investigators, the PHS, the
Milbank Memorinl Fund, the Tuskegee Institute? The intramural guidelines
of the PHS and The Institutional Guide to DHEW Policy on Protection of
Human Subjects nalso identify confidentinlity as a right which must be pro-
tected™ Does confidentinlity extend only to the subject involved in the study
or does it nlso include the group of which he is n part? If the latter, what
.are the limits of group confidentiality? The Tuskegee Syphilis Study, in
common with many other studies, singled out one particular group and- revenled
much that was intimate and private about all its members. Where ean review
colnmittees seek guidance in devising procedures which safeguard subjects’
rights in general, and thelr rights to confidentinlity, privacy and respect, in
particular?® : -

(6) The jurisdiction of institutionnl review committees encompagses “any
activity which goes beyond the application of those established and accepted
methods necessary to meet (the subject’s) needs.””*® How are “agtablished and
gccepted” methods to be ascertnined? Among “established” treatments should
Qistinctions be made between those of “proven” and those of “dublous” value?
What are the criterin for n “necessary” intervention? Since there is so much
professional disngreement as to when a procedure becomes “therapeutic,” the
uestion must be posed: “accepted” by whom? Wus the withholding of arsenic
and heavy metnl trentments at the beginning of the Tuskegee Study a “thera-
peutic” intervention since the effectiveness of such treatments was in doubt,
partieularly for late syphilis? When did penicillin treatment become an “egtab-
lished and nccepted method”? What degree of, certainty is required of investi-
gntors and review committees? Certainly no clear line ean be drawn between
experimentnl and routine treatinent since, as has so frequently been asserted,
“the therapy of disense is, and always will be, an experimental aspect of
inedicine.” ® '

The vagueness and generality of the governing standards have disndvantaged
aft participants in the research decision-making process. For consciettious
review comtnittees, they have meant hard work and, insofar as the committees

s

sorphe Dittramural Guidelines, supre, footnote 22, at 1, state: The health and snfety
of persons other than the mubject, if endangered by the research procedures, must he
protected, DHEW Policy neglects this problem, :

0 Girants Adminiatration Mantal, aupra, footnote 22, §1-40-20 (A), see also Intra-
miurat Guidelines, stipra, footnote 22

fn ~{5,
2'!52 r:u:"umumz ulidelines, stprd, footnote 29, at 03 Institutional Guide, supra, foothote
o, i1 4

3 e Inatituttonal Guide, 1did., doos make nn effort to suggest procedures for safe:

uarding confidentiality,
BUN nm‘f;ts Admintatration M‘nmml,, aupra, footnote 28, § 1.40-10 (B) | see alyo Intramural
Guidetines, supra, footnote 22 ¢ at 2-3,7-8, :

65 Loy, “'he History and Fthics of the Use of Human Subjocts in Medienl Bxperiments'
108 Solence (July, 1948), Tarbet et al, have recently docuniented the prevalance of pros
ﬁeustimln% uheertainty over the definition of "reseurch.” See Barber ¢t dl, supra, footnote
4 at 150,
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are overwhelined by the enovmity of thely task, superfieinl examination of
protoeois, For subjects, the inevituble vesuit hns been to deprive them in some
measnre of the protection which review connuittees were siipposed to provide.
For investigiators, the pervasive uncertainty about what kind of human studies
are now permissible has impeded their resenveh, And for soclety, fenys nbout
the protection of its cltizens in the resenreh enterprise have not been stilled,
Especinlly becaunse review committees work in isolation from one another and
no mechanisms have been provided for disseminating the knowiedge gained
froin thelr individual experiences, eaci: committee is condemned to vepeat the
proeess of flnding their own auswers to ail the questions we lhave raised.
This 1s an overwhelming, vunccesary and unproductive task for which they
are not prepared nnd wiideh we doubt they ave willing to assume,

What is needed, is an overail ofiicial body authorized to formulate more
detalied policies with respeet to resenrch on human beingg, The need for such
a policy making body has in point of fuct already been pereeived, and other
bodies, official and non-officinl, have partinlly and on an ad hoo basis attetmpted
to fill the gap, IPor example, the FDA has promulgated cotprehensive rulesg
for the couduet of drug rvesearch,® atthough on many crucinl issues of subject
proteetion it has simply copied DHEW policy™ Similarly, in the wake of
ovgan transpiantation, an Ad Hoe Committee of the Harvard Medieni School
redefined the criteria of “death” in order to fucilitute the removanl of needed
orguns,” Moreover, the Division of Research Grants of NIH,” which at present
supervises the implementation of DHIIW policy, has ocensionally {(ransmitted
memornnda to review committees “concerning the interpretation and imple-
mentation of (its) poliey.” ™ Recent memorandn focused on potential hazards
of sereening programs for sickie cell trait, the definition of “human subject,”
and gildelines for fetal studies, These poliey making nctivities need to be -
econsolidnted, under the nuspices of a brondly repregentative body, about which
wa shall have more to suy below, Such a body would not only provide guidance
to review committees but would also enable them to obtain ndvice whenever
difficult problems nrise, :

B, Invisibility ,

The ereation of institutional review committees could have led to increased
visibility of decisions regnrding the protection of subjeets, But since peither
publieation nor free necess to their findings was specifieally planned for,
incrensed vigibility has not been reaiized. A low level of visibiiity hampers
‘offorts to evaluate and learn fromn attempts to rvesolve the complex problems
of human resenrch, Tigpecinily so tong as guidelines for human research remain
80 fndeflnite, high-visibility deelsion-making is an essentinl fentuve of a well-
functioning regulatory frameswork. Moreover, since committee disapprovals ean
Dlock research, with no recourse to higher level review, invisibility may impede
the nenquisition of valuaiine knowledge,

The 1909 committee review of the I'uskegee Syphills Study fllustrates the
problems which o low level of visibility creates, Our knowledge of that pro-
ceeding comes from an unofficial summary which constitutes the only available
report on that committee’s deliberations, From this summary it is impossible
to determine the factors which the committee considered or tlte grounds on
which the conunittec based its decision to approve a continuation of the study.
Thig state of affuirs is nat atypienl, Beenusge institutionnl committee decisions
are not published, committee decision-making operates it n primitive level,
uninformed by pertinent prior decisions of other cominittees or by seholarly
ontside criticism, A mechuanism for self-improvement over time iy lucking,
Professor Guido Cnlabrest has obgerved !

“, ., he best way of broadening the inputs to the committee—tes in
finother device: publication of the cases decided by the committees. Such
eases could well be anonymous (at least at first). ‘Chey cotld be collected and
published in much the same way that decistons of courts snire collected, ‘f'he

66 8o 21 C.FVR, §8 130.3, 130,37,

8t Ihid. : gee nlso 30 Fed, Reg, 5037 (19712.
cr»s (’l’ %ao ’cxng}n‘l\tt%?mor( f;}'&’g)m"”“ Madieal Sehool, “A Definition of Irreversibie

mat 205 J,AMA, , .

% Grants Admintstration Manual augm. foothote 28, § 1-40-50 (A),

o Memorpndum of Janunry 24, 107 , from Stephen P, Hatehett, Director, Divigion of
Renenreh Granty, NI, DHIW, to Offlcers Reaponsible for Inatitutional Implementation
of DHEW Yolicy on Protection of Human Subjects,
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reports on any cise could Include, first a factual part deseribing, among other
things, the experience of the experlmenter, the intecedent tests in non-human
subjects, the mujor visks percelved, the scientifie galus percelved possible,
the availability of subsequent controls to limit the risks, the orlgin and life
expectancy of the subjects, and the nature of the consent and the manner in
whieh it was obtalned: and, second, n jurisprudential section contalning the
declston of the committee (whether favorable or unfuvorable), together with
the principal arguments made for and agalnst the declsion reached.

“Such publlshed cases would soon becowe the subject of intense study hoth
inside and outside the medical profession, Aualyses in learned journals by
lawyers, doctors, and historians of selence would inevitably follow, These
would undoubtedly re-argue the morve important or pathbreaking cases, If
Inw eases are any gulde, the analyses would sometimes conclude that the
cuses were wrongly decided, but frequently that they were rightly decided,
and perhaps more frequently that they were rightly declded but for the
wrong reasons, Mo the extent that Law Reviews conslder themsclves courts of
last appeal beyond the highest courts in the land, so would the lenrned journals
in which thls giurisprudense would be dlssected. From all this, a sense of
what soclety at large deems proper in medical experiments might well arvise.
"hig sense would, in turn, guide the commlittees and mnake thelr decislons more
sophisticated, 'he result wounld not only be better thought out decisions, but
also 1 more complex system of controls, whieh, in effect, took into necount
much bronder sources of information as to societnl values, ., " ®

In the Recommmendation sectlon of our report we incorporate Calabresi's sug.
gemtmtl? in a comprehensive framework for the vegulation of human experi-
mentation, -

C. Subject Consgent

1. The Definition of “Informcd Conscent".—Institutional review commlttees
are expected to agcertain “that informed consent is . . . obtained by methods
that are adequate and approprinte”® The DHEW Grants Administration
Munual, in contrast to its treatment of other important matters, defines “in.
formed consent” in some detail: Informed consent is the agreement obtained
from a subject, or from his authorized representative, to the subject's partiei-
pation in an netivity,

The busic elements of informed consent are: 1. A fair explanation of the
procedutes to be followed, including an identification of those which are
experimental; 2. A description of the attendant discomforts and risks; 3. A
description of the benefits to be expected; 4. A disclosure of appropriate
alternative procedures that would be advantageous for the subjectt B An of* ¢
to angwer any inguiries concerning the procedures; and 6. An instruction that
the subject s free to withdraw his consent and to discontinue participation
in the project or nctivity at any.time®

The PHS Intramural Guidelines nlso explicate informed consent in some.
detail : The individual must be free to choose whether or not to be a subject
in resenrch, His participation shall be aceepted only after he has received n
falr explanation of the procedures to be followed, benefits, and attendant
hazards and discomforts, and, suited to his comprehension, the veasons for
pursuing the study nnd its general objectives, He must be informed of his
right to withdraw from the study at any time™ ‘

Tor no apparent reason, two “basic elements” of informed congent {dentified
tn DHEW policy are ignored by the PHS intramural poliey. Nothing is said
in the Intramural polcy statement about digelosure of alternative procedured
(“busic element” number four) ot response to inquiries (“basic element"
number five),

Despite the commendably greater detail .-ith which DHEW poliey on obtain.
ing Informed consent is set forth, major gaps do remain. For instance, the
DHIEW divectives permit consent to be obtained from the subject’s “nuthorized
representative” in Heu of the subject himself, But the citcumstances in which
third party consent may properly be substituted for the consent of subjects

A Cnlibrost, “ftoflectlons on Medleal Fsperimentation in Humans 08 Daedalus 887,

400401 (1640),
¥ efrants ddminiateatton Sanuat, suprt, foothote 23, § 1-40-20 (A),
o irantn Admidateation Manaat, sipra, fostnote 24, § 1-40-10 (C).
of Pptvamurat Guldelines, supra, foothote 22, at 1,
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are undeflned. Committees arve not advised ng to who can validly conseut in
pluce of the subject or whether consent can be obtained from another person
besides the subject only for certnin iuvestigations, such ns those specifienlly
designed to beueflt the subjects themselves, Thus, committees are left to their
own devices in fashioning rules about the participation in research of such |
subjects as the very young or the very old, the mentally incompetent or the
emotionally disturbed, the imprisoned or those otheriwise under duress, or,
as in the Puskegee Study, those who are ill-prepared as a consequence or cul-
tural deprivation or iuadequate eduention.

In contrast to the DHEW extramural guidelines, the PHS intramural
resenrch rules do address the problems of substitute consent for specinl
subjects in more detail: Studies involving children, the mentally il or the
mentally defective should be carried out only when there ig no signiflieant risk
of physienl or mental harm to the subject or when direct benefit to the subject
is anticipnted. .. . In general, written informed consent of the parent or
guardinn shall be required for all medicenl or dental studies with such subjects,
except in studies of an observational nature or in those conducted during the
ndwministration of nccepted henlth care procedires that do not require specific
informed congent in ordinary practlce. Any exception shall be carefully con.
sidered and fully documented. Written informed consent of parent or guardinn
may be desirable in certnin other studies with these groups and shall be
required of conditions warrant. , . . Studies of individuals with limited civil
freedom shall also be subject to group consideration and approval. Informed
congent of the responsible institutionnl authority shall be required in all
chges, Writlen informed consent of the individunal shall also be required except
for studies of an observationnl nature conducted during the administration
of accepted henlth care procedures that do not require specific infortned
consent in ordinary practice.’

The major difffulties with these provisions result from the exceptions to
the general requirement of substitute consent. “Studies of an observational
nature” and “nccepted henlth care procedures that do not require specific
informed consent in ordinary practice” are phrases too vague to be menningful,
For exnmple, wans the Tuskegee Syphilis. Study “of an observational nature”?
In what “other” kinds of studies may investigators dispense with the consgent
of parent or guardian unless unspecified “conditions warrant” it? Moreover,
the PHS instructions ignore the issue of the capacity of third parties to
represent the Interests of special subjects adequately, and the subtle induce-
ments which inay persunde prisoners to consent.

Prisoners in pnrticulnr are a group whose participation in resenrch has
long been controversinl® Recause prisoners are a captive group, the danger is
grent that their consent to participate in research will be obtained by dursss.
Teggicn Mitford has recently documented some of the abuses to which prisoner
participants in ew:perimentation have been subjected, and she comments:

“fhe (Institutional) Guide expregses n ‘particular concern’ for ‘subjecty in
groups with lmited eivil freedom, These include prisoners. ., ' Having uttered
thig praiseworthy sentinent, HEW has apparently let the matter drop. Dr.
D. I Chalkley, chief of the Institutional Relations Branch, Division of Re-
senrch Grants, and signer of the Guide, tells me that HBEW does not even
maintain a list of persons in which HEW-financed research programs are in
progress and has ‘no central source of information' on the scope of medical
experiments on prisoners by drug companies, . .,

“What efforts have been made by HEW to enforce its gnidelineq in HEW.
financed medical research behind 1)rison walls? ‘We do give some grants that
involve prisoners, But there's no convenient way of recovering the information
as to whether our guidetines are being followed, snid Dr. Chalkley., ‘T'hat
respongibility les with the principal investigator, . , ! Has HEW ever brought
t}n:,gwﬂtm to enforce its regulations in any prisons anywhere? ‘None, to
dnte :

Most new drug testing iy initinlly conducted on prisonets, and is subject to -
I'DA regulations, but the FDA also has no list of persons in which such
resenteh 18 earried out®

8 Pntramural rmmmm. at ru, foothote 92, at 10-13 !

% Koo, o, Lnsagha, ‘Spno ul Subieots in Homan Iu».porimpnmt!on.“ 08 Duaeddtua 440
(HHam + Kats, aupra, note 12, ph. 1018-1052 ¢ Mitford, “Bxporiments Behind Bars," The
Attuntip Mnnfhm 64 (January, 1973),

2 Mitford, “Hxpertitonts Bahind Hnpsr supra, footnote 8%, nt 070K,

o Qoo Mitford, "fxperiments Behind Bars," stpre, footnote 67, at 08,

RN

.cn}f

survivingstraightinc.com




121

We regard the fallure of the DHIW policles to include comprehensive
guidelines for safeguarding prisoners, children, mental incompetents, and other
specinl subjects in research, as a major shorte mning which must be rectified.
Detailed policy must be formulated specifying the kinds of research which may
be carried out with special subjects of different types, the inducements which
are permissible, the circumstances in which third-party consent is necessary,
the iden*ity of those who can validly consent for the subject, additional
precauth n) which must be taken for such subjects, and other matters.

2, Hreeptions to the Consent Requirement~In its Institutional Guide (o
DHEW Polioy on the Protecctlon of Human Subjects, the Department sets
forth tthe following additional exceptions to the requirement of informed
consent:

“Phe review committee will determine if the consent required, whether to be
secured before the fact, in writing or orally, or after the fact foliowing
debriefing, or whether implicit in voluntary participation in an adequately
ndvertised activity, is approprinte in the lght of the risks to the subject,
and the circumstances of the project.

“Where an activity involves therapy, dlagnosis, or management and a pro-
fessional/patient relationship exists, it is necessary ‘to recognize that ench
patient’s mental and emotional condition is important . . . and that in dis-
cussing the element of risk, a certain amount of discretion must be employed
consistent with full disclosure of fact necessary to any informed consent’.” bl

Phe first exception which permits obtaining consent “after the fact,” is so
general in scope and so extensive in the discretion it accords review com-
mittees that it nlmost staggers the imagination, What are “the circumstances
of the project” which could ever permit such an invasion of subjects’ rights to
gelf-deternination and privacy? Is this exemption lmited to investigntions
with normal subjects employing placebos or to deception studies so fraquently
employed by psychologists? In one sentence the_requirement of prior ™ informed
congent is serlously undermined. )

Furthermore, another exeception provides for a departure from informed
consent In situntions in which “a professional/patient relationships exists.”
Since most medicnl research s carried out in such settings, it can apply to
almost nll medienl interventions. It is particularly in clinical settings that
overrenching in obtnining consent, however unwitting, is a constant danger,™
Thus the unqualified provision that *a certain amount of discretion must be
employed consistent with full disclosure of fact” is particularly unsatisfactery,”

PHS intramural policy also contning loopholes in its consent provisions.
First, the guidelines state that an explanation so detailed ns to biag his
response or otherwise to invalidat. findings is not necessary in those procedutes
that involve no rigk of physical harm to the subject™

This . qualification is apparently designed to minimize interference with
pelviornl and otlier studies common to the soclal sciences, These guideliney

lsewhere state that “a major class of procedures in the soclal and behavioratl’

selences does no more than observe or elicit information about the subject’'s
status by menns of tests, inventories, questionnaires or sutrveys of personality
or backmround, In such instances, the ethical considerations of voluntary

o tustitutional Guide, supra, f?nmntp 21, nt S,

11t te implett that consont i normally to he obtained prior to the subject's partlets
pation in resenreh, nlthogh DHEW policy nowhere so stntes,

 Spa tifre, pp. 404,

7 Compare the mote sntigfnetory provisions on informed vnnsnnthndnptod hy the FDA,
21 CPR § 180,87, which tequire that cohsent be obtnined “if all b !
Thid t¢ defined g follotws ! :

(d) BxcepHonn! entes, as used in paragraph (b), of this section, whish exceptions
are to be steietly applied. ave coses wWhere it 18 hot feasible to obtain the patient’s eotis
gont or the nnm-‘m}t of his representutive, or where, as n matter of Im)fenslnnm judgment
exerclend In the best fnterest of o particular prtlent under the investigntor's care, it
\\'omg he contmr,\'.to thut pntiegt’s wetfnre tg obtain hig nrnsent. . .

(f) “Not fensible” 18 imited to enses whete the investigntor iy not eapable of obtatning
eongent hecatite of ihnbility to communients with the patient or Iy representative ! fo
exnmple, whete the Pnﬂnnt i« in n comn opr is otherwise Ineapable of slving informed
mmnn:. '1“? representative eninot be renched, and it {3 tmperntive to adminlster the drug
without doelay,

() “Contrary to the best Intereats of suel human belned" npplies swhett the communi-
entlon of information to obtain consent wonld serlonsty affopt the pntlent's disense statuy
and the physielan hag exerelsed o professiona] judepmont that tnder the partioniny cles
mtmstnu{m?tnf thie patient's ense, the patient's best interests would sufter if consent
were ottgtht,

w pubramiral Guidetines, supre, footnote 22, nt 1-2.
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participation, confidentinlity, and propriety in use of the findings are the
most genervally relevant ones. The procedures may in many instances not
require the fully informed consent of the subject or even his knowledgeable
participation,” ™

The luck of concern in the quoted passages for psychological—as opposed
to physical—harm to subjects is striking, Despite ncknowledged ethical prob--
lems, the gnidelines suggest that in “many instances” the “knowledgeable par-
ticipntion” of the subject may be unneecssurvy. Here ngain, the regulations
fail to provide meaningful guidance to review committees.

3. The Quality of “Informed Consent”.—Another difficnlty which serionzty
undermines the implementation of informed consent has not been dealt with
at all in the DIIBW polictes. It has long been recognized that consent is far
too often obtuined in form ntone, and not in substance. As the Department
itselt admits in its Institutional Guide (¢ *ing Doctor Henry K. Beecher of
Harvard Medieal School) @ “The informed ient of the subject, while often
a legal necessiiy is a goal toward whie + must strive, but hardly ever
nchieve except in the simplest cases.” ™ :

For as Doctor Beecher has written elsewhere, “Lay subjects, sick or well,
are not likely to understand the full fmplieations of complicated procedures,
even after caveful explanation,” ™

Even with the best of intentions, investigators may fail to “get through" to
their subjeets for an varviety of reasons. The subjects themselves may have
great difficulty in understanding or little interest in knowing the nuances of
whnt thie investigntor tries to explain {o them. As Senator Hubert Humphrey
recently fnmeuvted in response to the I'nskegee Syphilis Study !

“Who are the people who have been the subjects of medical experiment?
‘The clear and shocking implications of the most recently revenled experiments
indicate that the nowerless, the poor, the lenst educated, and members of
minority groups are the likeliost human guinea pigs. .

“It is those wio cannot understand_what is being done to thetn that con:
stitute by far the largest numbers among humman experimentation subjects.” ™

Moreover, the circumstaunces ih which consent is sought may foster or hinder
an informed and voluntury decision. 'I'he subject may be under stress or dis-
tracted by other pressing concerns. For example, he may be a patient, desper-
ately hoping for successful trentment of his condition, whose judgment {s
distorted by the naturnl tendency to grasp at any straw in reach. The likeli-
hood of this resuit iy magnified by the profound dependence which many
patients develop on their attending physicians, who are often responsible for
obtaining congent. Indeed, however wrongly, the patient mey well fear that his
refusal to consent to experitmental trentment will anger his physician and
depitve him of adequite medical cnre. : -

Lagtly, the investigator himself way fail to describe his own research obe.
Jeetively, or unwittingly create subtle pressures on a subject to consent. Mo
suggest this is not to deny the integrity of the regenrcher, but only to ncknowl-
edge the reality of investigntors' hing toward their work, 'helr scientifie
ceirjosity and excitement make it difficult for them to take a detached viesw
of the vesearch they wish to-conduet with their subjects.

D, Conttniing Neview

Although extramural resenrch projects supported by DHEW grants or
eontracts must be reviewed on a continuing basls, intramural research activities
of the ublic Henlth Service need not he reviewed again after Initinl eom.
mittee approval, his omission for intramural programs of what the Depart-

Shiteamneat Ginddelines, aupr, footnote 22, ut D,

S fuxtitntional Gutde, siupred, fontnote 23, ot 7,

4 Boechor, Besearehqand the Tndividual (Tdttle, Brown and Co. (1070),

118 Cotge, Hoo, B 14041 (Sept. B, 1072), Senntor Humphrey's assortion ¢ covroho.
pited by the rocent stidy of tesenreh practices conducted e Biurbor et al. T the two
fhetitntions they nnnlyzed, they foind that studlog in which the rlsky wore retatively
hieh In proportion to therapoutie henofits to the subjbets wore “almost twite ag Hkely
ne aiote facornble studios to he done uging «ithjoots more than three-fourths of swhom
fwvarn) ward and/op elinienl patients,” ng oppoged to pprivate ahd/or gemd-private pattents,
Movrsaver, this troportion {8 not steniflenhtly attored when studlos tn which the la'-lsk
seende il pogaible henefits, to the gubieete op to medie, - genernlly arve eximined: “the
et fovopnblet etndiog (whore) still altmost twico ng HRely ng the move favorable tn ho
done nxing throoforths or more ward or eliplea! pationts,” Barber et al., stiprd, foothote
4ot G4, b,
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ment-itself ealis “an essential purt of the review process” ™ explains the long
neglect of the Tuskegee Study. Begun long before committee review becume a
reality, the Study was not reviewed by any committee until 1969, three years
after Surgeon General Stewart had inaugurated the poiicy of committee review,
Moreover, the 1969 review was undertaken at the behest of the principal
investigators themselves, and not as the result of the Public Health Service
review policy. The Tuskegee Study was not reviewed ngnin until this Panel
was appointed. We have been unable to ascertain why intramural research
programs are exempt from the continuing review rejuirement.

Although DHEW extramural policy does require “continuing review,”- a
better definition of the nature and extent of this obligntion s needed. "The
present indefinite regulations invite n perfunctory performance of the con.
tinuing review tfunction. Essentinlly the Depurtment expects that the com-
mittees“will . . . adopt a variety of continuing review mechanisms, They
may involve systematic review of projects at fixed intervals set hy the com-
mittee commensurate with the projeet’s viek, Thus, a project involving an un-
tried procedure may inltially reqiire reconsideration as each subject completes
his involvement., A highly routine pn ject may need no more than annual
review. Routine dingnostic =ervice prccedures, such as blopsy and auntopsy,
which contribute to research and demonstration activities gencrally require
no more than annual review. Spot checks may be used to supplement scheduled
roviews. Actunl review may involve interviews with the responsible staff, or
review of written reports and supporting documents and forms, ., "

Institutional review committees, already overintrdened by the task of exam-
ining all new research projects, are thus also responsible for re-examining from
time to time all ongoing research, If something has to give first, it tends to
be this assignment. Pressed for time, the ‘eview committees assume that the
initial review has satisfactorily vesolved all existing problems and that a
cursory review is snfficient.

2. Strncture and Composition of Institutional Committees

Institutionnl review eomniittees nre charged with earrying out a number of
distinet functiong, They are rvequired to formnulute policies and regulations to
auide the conduet of resenrch at their institutions,® often under the rubric

- of protocol review ; to communicate these policies to investigators; to administer
the polleles they have promulgated through the prior appraial of resentreh
proposals, the supervision of the attempt to obtaln consent and the continning
review of approved rvesearch activities: to review the consequences of their
decisions: and to keep intormed of DHEW poliey changes and suggestions In
order to reformulate institutional policies and rules when necessary.

In recognition of the variety of tasks which have heen delegnted to com-
mittees, DHEW polley stresses the composition of committee membership. . ..
In addition to possessing the professional competence to review specific aetivi
ties, the eommittee should be able to determine accoptability of the proposal
in terms of institntional commitments and vegulations, applicable laae, stand.
ards of professional conduet and practice, and eommunity attitudes. The com-
mittee may therefore need to include persons whose primary concerns lie in
these nreas rather than in the conduet of research, development, and service
programs of the types supported hy DILW (emphasis supplied)

In earrying out their functions, the inctitutional review committees ave
thus also askod:! “to dotermine aceeptability of the proposal in terms of . . .
applienbte law, standards of professional conduet and praetice, and commuuity
attitude.” By assigning these tasks to a broadened committee membership,
DHBEW recognizes that declsion-making in the human experimentation nrocess
eannot be lot, solelv to professionnls, but requires the na'vtieipation of informed
and concerned non-setentists, who may be laymen, lawyets, cletgymen, thd
approprinte others, However, the functions of thege non-professional pavtiels
pants ave not spelled out. And the assumption that they can make thelr most

JOUSINDURUVCIPRRE Y

a4 tyattiuttonal tiulde, aupra, footnote 284, ot 8,

™ tiatttutlonal Gutde, supre, footnote 23, nt 8.0,

s Afthongh the parent Institntions are charged hy DHEW with the respongibitity of
formulnting polieles to pulde ingtitutional vovlow committees, Grants Administrdton
Aannnal, sieprd, foottiote 28, § 1-40-40, to our knowledge thix tnek e generally detegated
to thoge onmmitteed, Ag we have previousty deserihed, the burden of formiuiating pptiey
welgths henvlly on foent ingtitutiong hoennge the DHEW tolley g vagne and incomplete,

ol Grants Administration Aannal, supra, footnote 28, § 1-40-40 (C) (2) (h),
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effective contribution at the administrative stage, when individual protocols
are reviewed, rather than at other stages of the process remains unexamined.
The DHEW policies attempt to consolidate all phases of research regulation—
formulation of detailed policies, andministration of researclh, and review of
decisions and consequences—in one committee structure, Asking each review
conmnittee to determine far-renching policies by itself overburdens the review
committee structure, The policy issues which must be resolved with the assist-
ance of lay members are so complex that to require each committee to work
them out by itself is ut best inefficient and at worst self-defeating,

It would be more functionnl and efficient to lenve the administration of
research, like the adininistration of therapeutic internctions between physicians
and patients, primarily in the hands of the professionals, If review committees
were guided by comprehensive policies formulated by a broadly represeniutive
body, the review of individual protocols could focus on technical matters, such
us degree of risk, likely benefits, research design, competence of investigators,
safety precoutions, und the Hke, Ihis allocation of authority would help to

reduce the widespread concern among physician-nvestigators about “meddle-
some outsiders.”

F, Enforcenent

| The DHEW guidelines on enforcement are written in perissive and general .
anguage

© “Phe Division of Research Grants (DRG), NIH, will follow up reports by
reviewers, evaluators, consultants, and staff of the DHEW indicating concern
for the welfare of subjeets involved in approved and funded grants. or con-
tracts, nnd of subjeets potentinlly involved in nctivities approved but not
funded, and in disapproved proposals, On the basis of these reports and of
other sources of information, the DRG, NIH, may, in collaborntion with the
operating agency concerned, correspond with or visit institutions to discuss
correction of any apparent defleiencies in its implementation of the procedures .
described in ity institutional assurance, ’

“If, in the judgment of the Secretary, an institution has failed in & materinl
manner to comply with the terms of this policy with respect to a particular
DHIW grant or contract, he may require that it be terminated in the manner
brovided for in applicable grant or procurement regulations, The situation
shall be promptly notified of such finding and of the renson therefor,

“If, In the judgmoent of the Secretary, an institution fails to discharge its
responsibilities for the protection of the rights and welfnre of the individunls
in its eare, whether or not DHEW funds are involved, he may question whether
the institution and the individuals coricerned should remain eligible to receive
future DHEW funds for activities involving human subjects. The institution
and individuals concerned ghall be promptly notified of.this finding anad of the -
rensons therefor.” ¥ .

These enforcement guidelines delegnte sole responsibility for the detection
of failures to comply to the Division of Research Grants. But staff members
of the DGt are probably the Iast persons to hear of any infractions once they
have oceurred, and then only when, as in the Tuskegee Study, they are of
minjor proportions. Indeed, ito procedures have been established to require
institutional review committees to report to DHEW any evidence on noticon-
plinnece, Moreover, DHEW has made no efforts to define entegories of non.
complinnce ® which should lead to the imposition of sanctions or to specify
different kinds of sanctions which would be imposed in particular easer. Pinally,
institutional review committees and DHEW are not authorized to take dQiscl-
inary action, except for the Secretary’s prerogative to terminate granty or
mnke the ihvestigator or his institution ineligible to recelve future funds.

G, Contpensation. of Subjeets

Lixisting DHEW polley provides no mechanism for the compensation of
stbjects harmed as o consequence of thetr partieipation in research, in apite of
the growing recopgnitton that no matter how careful investigntors may be,

rtrante Adminiabeation Manunl, supra, fantnote 28, § 1-40-50 (13),
M Poennen the peiitement of “vontimting teview' hag hot heen elnbotated, coms
mittees themgelvay only haphazardly come nevoss evidence of honcomplinnce,
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harm still will befall some subjects.* Unavoldable injury to n few lIs the
ngost” of engaging in resenrch which ultimately benefits the many. But unless
the injured individuals can prove carelessness, failure to obtain informed
consent, or actunl malice, their participation barg recovery for the harm done
to them. Those subjects whose injury does result from negligence nre faced
with the usual difficulties and uncertninties inherent in a law suit. Ior his
part, any investigntor who is sued n¢ a result of his research may fird that
his ordinary malpractice insurance does not cover medical reseaveh® If it
does not—and the question is as yet unsettied—the personal lability of the
investigntor can be substantinl. In addition, the cconomic vulnerability of
subject and investigntor adds to society’s unensiness ahout human experimen-
tation, and may deter some persons from engaging in research activities.

H. Applicability of DHEW Policies

fhe DHEW %uidelines quite appropriately were formulated for resenrch
grants and contrncts to be funded by the Department, While mueh vesearch
in this country is supported by DHEW funds, a grent denl of research is also
funded or conducted by other Federnl agencles, such as the Department of
Defense.® Additionally, many tesearch activities receive no Federal support,
Is there any justification for perinitting less stringent protective controls for
human experimenation supported by other governmental agencles, private foun-
dationsg, or other private sources than for wesearch conducted or supported by
DHEW?* Since a major restructuring in existing policies. is necessary, we
believe that serious consideration should be given to developing, through Con-
gressional action, rules and procedures which apply to the entire human
research enternrise without reference to the source of funding. A tentntive
step in this direction has already been taken by DHEW., Its enforcement section
provides for the discontinuation of funds to any institution which has failed
#to discharge its responsibilities for the protection of the rights and welfare of
the individuals in its cave, whether or not DEEW funds are involeed.” ® 1f
it is concluded, however, that such broad covernge Is beyond the power of
Congress, then Congress should at leagt act to bring all federally funded re-
search within a comprehensive regulatory framework. .

When this is done, the existing anomaly in the applicability of DHEW
policies should be corrected. We refer to the different pohielrs described earlier
which govern intrmmural and extramural research, We can find no justifiention
for differential protection of subjects on this basis. Moveover. the conduct of
human resenreh by DHEW employees and under the Department’s negis lends
additionnl support to our call for an independent Government hody to oversee
all research. For to expect DHEW to scrutinize and judge its own nctivities
as critieally and strictly as it supervises outside resenrch projects is argunbly
unrenlistic and unnecessarily strains internal Departmental relationships,

. V. RECOMMENDATIONS
A, Prefuce

Before turning to our specific recommendations we wonld like to anticipate
three possible eriticisms of our proposals. First, the argnment may he advanced
tuat any regulation of huntan resenarch is an unwatrranted infringement of the
sfpeedom of inguivy.” But freedom of inquiry is only one fucet of freedom in

-

M 8o Tndimer, “proteetion and Compengntion for Injure in Flumnn Qtudiex,” I'n
Renerimentation With Mumun Subjects (Paunl A, Freund, ed) 247, (George Braziller,
1970 (lheretnnfter Ladimer).

» &pp Ledimer, snpra, footnote 84 at 2510

s Tor docmmentntion of the human resenreh conducted hy the nrmed serviees, wee the
Lewlclntive Roferonee Serviee's vepoprt “Medienl Bxperimentation on Human Relngs, March
10077 placed In the Congpegstonnl Record by Senntor Taech Tnvits, 118 Cong. Ree. S,
14780, 1a708-08 (August 17, 1072). 'The report states! Whepe 1w very lttle Informa-
Hon nvailnble on the number nid types of milltary persons who serve ng subiects in
rexenreht. Intuitively appralsed, however, the number of toples and of hitman subjects
mnst be large,” 118 Cong, Ree, 8. 12704,

8 Barher ef nl, found that In 15?0 of the Institutions they surveyed some elinienl
roseirel wng not reviewed by nn insfitutional eommittee, Moreover, 25% of these instl.
tittons were metdleal gehools, “the type of institittionnl wotting most prodietive of bio:
medieal tnvestigntions using hinman subjeotst They conelitded thnt “n perhaps signifiennt
volume of o regearelt 1s still not sabject to review by peer review cu “nittees,”
Barber et al., aipra, footnote &, ot 149,

8 rants Adminiatration Mtanual, sauprd, tootnote 28, §1 -40-40 (13).
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general. When scientists use other human beings as subjects of experimenta-
tion and in so doing jeopnrdize their rights and welfare, the scientists’ free-
dom of inquiry clashes headon with the rigist of every individual in our society
to personal autonomy, Therefore, soclety must retain the right to define and
limit the haman costs it is willing to bear in order to benefit from advances
of knowledge,

Second, whenever it ix suggested that representatives of society at large
participate in decision-making of siguificnnce to both sclence and society,
concerns about the intrusion of “outsiders” in the domain of professionals are
voiced, This position was forcefully expressed by Dr. Owen W, Wangensteen
in a letter to Seuntor Walter F. Moudale prior,to congressional hearings in
1968 on a proposed Commission to study the social and ethical problems raised
by biomedicnl advances,

“Senator, I would urge you with all the strength I can muster to leave this
subject to the conscionable people in the profession who are struggling valiantly
to advance medicine, We are living through an era in which the innovator is
often under suspicion, being second-guessed by self-appointed arbiters more
versed in the art of criticism than in the subject under serutiny, We need to
take great care lest the wells of creativity and the spring of the mind of
those who brenk with tradition are not manacled by well-intentioned but -
meddlesome intruders,

“I would urge you to leave these matters in the hand of their proponents,
the persons who are actually doing the work, They know wore about all this
than any of us possibly could. They have wrestled with the problem dny and
night, almost invarinbly over many years. Theirs are not overnight judgments
or convictions, In the ncademic community in which I have worked and spent
my entire professional life of almost 50 yenrs, you will find as warm, sympa-
thetic lmunan beings as are to he found on this enrth, . . .

“It Is important that we look back ag well as forward, T'o have no concern
for history is tantamount to having a physician swith total amnesin, If we
leave this matter alone, it will simmner down, Discussion should not be
restrained, but legislative action, never.” *

We appreeiate Dr. Wangensteen’s fears, which have been echoed by others.
But not all intrusions by “outsiders” into medical decision-making are viewed
by the profession ns unwarranted interferences with the practice of medicine,
Authorized representatives of society have the right to circumscribe somne
activities of professionals and this has been ficcepted; for example, the dis-
cretion of physicians to commit patients against their will or to preseribe
addictive drugs is lmited. Thus, the pertinent questions are: under swhat
circamstances, to what extent, and by what menns should the activities of the
medieat professional he controlled?

We have alrendy mentioned that the human research decision-making process
can be divided into three functionally distinct stanges: the formulation. of
research polcies, the administration of research, and the review of research
decisions and their consequences, The participation of “outsiders”—which is
to say, of persons decmed capnble of vepresenting the interests of society in
the proper conduet of resenrch—is highly desirabte in the formulation and
review stages, Such decisions as the allocation of resources for resenrch, the
extent of hazardous experimentation, the degree of respect to be shown for
the nutonomy of resenrch subjects. and the extent of the participation of
children, prisoners, members of minority groups, and other captive or disad-
vantaged persons in research, are of momentous consequence to socletv ns
well as to science. These decisions impHeate genetal socinl potictes and must not
be left to the sole discretion of sclentists,

Nonatheless, we ngree that the often expressed fear of interference by lay-
ment with the immedinte clinieal resenreh decistons which physician-investigntors
must make has merit, However; we helieve that the two positions can be
reconeiled, Onee satisfactory miles and procedures for the protection of human
stthjects have heen formuiated and resenreh nractices are adeanately reviewed
he “lugiders” and “ontsiders.” society showld feol eafe in leaving the nctual
fidministeation of regearch and therapy to physieinndnvestigators within the

0 Mearings on S, Rea, 146 before the Suheommittee on Government Research of the
Senate Committes on Goz-cmf:;wn Operations, 00th Cong., 2d Sass, 08-90 (1068),
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restraints imposed by peer review (through the already established institu-
tional review committees),

Current DHEW policies fail to tdentify the different stages in the reguiation
of research. Instead, institutional review committees are charged with formu-
lating poticies, administering policies, and evaluating the consequences of their
decisions. Taken together these tasks are too burdensonie for such committees,
Moreover, becnuse these cominittees must formulate policy and evaluate deci-
stons, the demand for outsiders to sit on them has intensifled, justifying the
fear of interference in professional day-to-day deciston-making by persons not
quatified to do so, Our recommendations seek to reverse this development by
confining the role of the institutional comnmittees largely to the implementation
of policies nlrendy adequately formulated by others.

A third eriticismn may be leveled against our recommendation that a National

Human Investigation Board be established to oversee human experimentation.
Some may fenr that this Board will promulgate such detniled rules and
tmpose so many legal duties that progress in research and innovation in treat-
ment will be seriously impaired. The danger of cumbersome bureaueracy cane
not be lightly dismissed and every effort must be made to avert it.* At the
same time we doubt that society, if properly informed, would tolerate any
serfous impediments to the acquisition of knowledge, for the pervasive and
compelling desire to benefit from advances in medicine should counteract any
tendency to stifle research, ’

A national Board to regulate human research is needed fo! many reasons,
One central group should be responsible for formulating policy, instead of the
many different Federal agencies and the hundreds of indiviriual review com-
_mittees which, ns we have grgued, cannot be expected to ass.me this complex
task. Moreover, “outsiders” who could represent and protect individual and
socletal values and interests could then be included in policy formulation and
review, where they are most needed, without thereby hindering physician-
investigators in their professional decisien-making. The national Board would
provide a forum in which the competing interests of science and society could
be debated openty before authoritative decisions are made. -

B. National Human Investigation Board

A permanent Governinental agency, to be called the Nationnl Human Inves-
tigation Board (NHIB), should be established to oversee at a mindimum. all
Federally-supported vesearch involving human subjects. The jurisdiction of
this Board should estend to all extramural and intramural regearch sponsorad
by DHEW (including human research currently governed by FDA regula-
tions) ns well a8 to research supported by Government agencies other than
DHEW, such as the Department of Defense. Ideally, the authority of this
Board should also extend to all human research activities, even if not Federally
supported. However, despite its apparent merits, such a sweeping proposal
may raise insurmountable jurisdictional problems. e leave it to others to
determine whether Congressional authority to regulate regearch may encompass
-investigations not conducted or financed by the Federal Government.”

The primary function of the NHIB would be to formulate policies and pro-
cedures to govern research with human beings. For this renson the Board
must inchude, in addition to eminent medical and other professional researchers,
lny wmembers who can represent the interests of society in the ethienl condnet
of resenrch with hwman subjects. Such lay members should be selocted for
their ability to make disinterested judgments about research issites of socletal +
concern, Becnuge medieal and other resesrch professionals have been trained to
pursue other goals, they shonld not be expected to shoulder the added burden
of speaking for the concerns of society.

Senator Hubert Humpirey has called for the establishment of a Natiotal

# Another commonly expressed fear fs thnt detniled repulntions may adversely nffect
the well.heinz of patlent.siibjects becnuse the physteinn-investigntor's nuthorlty to {nters
vone gulckly, whenever his professtonnl judgment alotnter it i8 unduly rvestricted. Dnt
disoretionnry authority must of colirse be delernted to physicinn-investipntors in the
pxerelse of puvely professionnl Juditients regnrding thefr Pnﬂent'n tienith,

 Sonntor Jueoh Javits hng nlso recently introdiiced n bitl, tn responise to the Tuskegee
Study, for the protection of vesenrch suhieets. 8. 203%, 024 Cong., 24 Sess, Howevoer, this
ptoposed amendment to the Publie Henlth Servics Act {8 i1 ogkence simply n statitory
ennctment of eirrent DHEW ropultnions. Ae we have nrgued, more than this is needed
for the protection of research sibjects.

. e
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Human Experimentation Standards Board which in some respects resemnbles
the Board we propose, His bill ¥ provides as follows;

See. (2) (a) There is hereby established, ns an independent agency
in the executive branch, a National Human Experimentation Standards
Board (hereinafter referred to as the “Board"),

(b) The Board shall be composed of § members to be appointed by
the President by and with the advice and consent of the Senate from
among individuals who by virtue of their service, experience, or education
are especiaily qualified to serve on the Board, . ..

* * » % # L3 *®

(3d) Members should be chosen from persons who are representative
of the fields associated angd roncerned with clinical investions.

L * % » % * »

Sec, 5. (a) It shall be the function of the Boarad to—~——
(1) establish guidelines for the involvement of human beings in medical
experiments which are funded in whole or in part with Federal funds;
- (2) review all planned medical experiments that involve human beings
which are funded in whole or in part with Federal funds to determine if
the guidelines established under paragraph (1) are being complied with:
(3) obtain an injunction to prevent such experimentation in a case
Ivi.'lwre sag:h experiments are found not to comply with established guide-
nes; an
(4) prepare and submit an annual report to the President, for trans-
mittal to the Congress recommending legislation, if required, and detailing
the performance of the Board during the preceding year.
Senator Humphrey's bill assigns to his Board policy making, administrative
and review powers. We believe that snme of these functions should not be
delegated entirely to the. NHIB and that those functions which the NHIB
should be given must be spelled out in greater detail, Senator Humphrey's hill
also does not provide for the continuation of the institutional review committee
system, We belleve that institutional review committees should he maintained,
although in modified form, We now turn to a discussion of the functions of the
NHIB and institutional committees in the formulation, adininistration and
review of policies for human research.

1. Formulation of Policy.~The Nationa} Human Investigation Board must
establish guidelines for the conduct of research with human beings with respect
to such matters as: )

f. Selection of Subjects—The Board must formulate criteria for the gelection
of subjects. It will have to reexamine the contemporary research practice "of
choosing subjects from the less educated, disadvantaged, or captive groups
within soclety. In doing so, the Board will have to confront many questions,
For example, should every effort be made, consistent with regearch objectives,
to obtain a subject sample which represents a cross-section of the population
at large? Or should subjects first be selected from among the best educated
before turning to the less educnted. since the former are more capable of
ziving “Informed consont”? How should the recruitment of subjects he effectu-
fited to Implement whatever rules for their selection are adopted? Under what
circumstances should non-comprehending subjects such as children or geverely
mentally disturbed individuals, or captive suhjects such as prisoners or other
institutionalized persons, he harred from participating in research?

b, Ambit of Informed Consent—The Board must not only formulate the
overall eriterin of informed consent hut must alss specify the circumstances in
which the consent requirement can be modified, and to what extent, in order
to aceomplish important research objectives, In doing go. the Board will have
to find answers to snch policy questions ns: Under what circumstances enn
what henefits to individuals or woclety justity modifleations in the informed
consent requirement? Should certain groups or potentinl subjects he oxcluded
from participnting in research or high-risk investigations be proserihed untess
Informed consent can be ohtained? When s third party consent permissihle,
and what safeguards should he introduced whenever the congent of third

2.8, 3061, 924 Cung., 24 Soss.
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party is invoked? The Board may have to promulgate separate guidelines for
the conduct of investigntions which are predicnted on the absence of informed
consent, such ns placebo, double blind, deception and secret observation studies.
The latter two procedures are employed by gociologists and psychologists on
such an extensive and repetitive scale, and constitute such a significant ex-
ception to the general requirement of informed consent, that serious considera-
tion should be given to restricting their use.

This may be an appropriate place to introduce a note of caution, The policies
we have in mind cannot be formulated overnight or without serious study of
the problems inherent in this fleld. An example from the literature on informed
consentt illustrates this point. It has traditionally been assumed that the
consent requirements should be more stringent in research with “heplthy”
volunteers than with patients. ‘his assumption ought to he reexamined. Per-
hups, ns Alexander Capron has written:
< 4., higher requirements for informed consent should be imposed in therapy
than in investigation, particularly wheu an element of honest experimentation
is joined with the therapy. The ‘normal volunteer’ solicited for an experiment
is in a good position to congider the physicnl, psychologicnl and monetary
risks and benefits to him in-consenting to participnte. How much harder that
is for the patient to whom an experimental technique is offered during &
course of trentment. The man proposing the experinient is one to whown the
patient may be deeply indebted (emotionnlly s well as financially) for past
care and on whom he is probably dependent for his future well-being; the
procedure imnay be offered, despite its unknown qualities, because more con-
ventional modalities have proved ineffective.” ®

Finally, more attention must be given to the nature and quality of the
interactions between investigntor and subject if the ensuing consent is to be
truly informed and voluntary. In this connection, consideration should also be
given to make an adviser available to n subject whenever he thinks that his
decision to participate or not might benefit from disinterested advice.* The
authority and obligations of such advisers must be carefully defined and. as
we have said repeatedly, with regard to policy formulation, eannot be left to
each individual research committee to work ont.

¢, Definition of “Research”—To clarvify the jurisdiction of the Beard and
of the institutional review committees, distinctions must be made between
“ragearch” activities and “accepted and established procedure.” We have
pointed oui alrendy that the borderline between research and therapy is difficult
to draw. Physiclan-investigators have often wittingly or unwittingly added to
the obfuscation by calling some investigations “therapy” in order to escape
the obligations which the resenrch designation entails. Such practices diminish
the protection afforded subjects, and also undermine the sclentific validity of
the results of such investigntions, because they were not established in earefully
controlled clinical trails.

d. Application of Risk-Benefit Criterin—We have already suggested that the
risk-benefit equation is one of the most difficult guidelines to implement. To
evaluate risk taking, distinctions must be made between research designed to
henefit its participants and those which may benefit soclety at large. With
respect to socletnl benefits, answers will have to be found to such erucial
questions as: Do even minimal risks from barticipation require an intensive
gerutiny of the benefits to be derived from the study or should “minimal”
risks, however defined, be exempted from this burdensome requirement? How
often can risky experiments be repeated for the sake of verification, if results
have alrendy been reported in the literature? Must certain groups, such as
children and mentally defective subjects, be excluded from all risky studies
that are not designed to benefit them? When the risks and benefits of thera-
peutic measures are unknown, as in all first clinienl trinls of a new drug,
should the tests be randomized with n limited number of patients in order to
ascertnin # scientifieally valld estimate of effectiveness? In research with
go-onlled normal volunteers or other subjects who anre able to give a satis.
factory consent, can greater tisks be taken thah a weighing of risks
against benefits would in general permit? Should dying patients who are

e Capran, “Phe Law of Conetie Therapy) tn e New Uenttics and the Future of
Man, M. Hamilton, ed. (Berdmang Pub, Co. 1072),
b We eluborate upon this reconniendation infra, pp. 44 ff.
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willing to participate in risky experiments be exempted from thé rule that
no experiments are to be conducted which might hasten death?

e, Promulgation of a Compensation Scheme-~An insurance ptan should be
devised and implemented for the compensation of subjects harmed as a conse-
quenece of their purticipation in research activities. Though many -ichemes for’
compensating subjects deserve consideration, we mention one which we believe
hns substantinl merit: “no fault" eclinieal resenrch insurance paid for by each
institution sponsoring research. Subjects would be compensated for any in-
Jurious consequences of thelr participation in research whether or not caused
by the fault of the investigator. ‘I'his plan would provide full protection for
subjects and relieve investigantors of the thrent of lability. As to cost, one
of the principal promoters of research ingurance, Irving Ladimer, has asserted
that: .

“, .. it is unlikely that the costs will be great, probably a small fraction of
customary malpractice premiums, First, there are few compensable occurrences
within responsible research institutions, where most of the studies are con-
ductéd, Second, the ussumption of medienl care, most likely at the sponsor's
premises, will reduce such costs, ‘Third, the audoption of such a system should
tend to improve prior protectirn, controls, and research design; this is espe-
clally true for studies approved by research review committees. Fourth, the
spivit and philosophy of this form, which should be fully esplained in advance
in discussions with participants, should serve to diminish rather than induece
ang questionable clnims,” ® .

The cost of the inswrance would probably vary directly with institutional
safety records and thus might provide an additional impetus to careful consider-
nt.li(m of research proposals, Guido Calabresi has called attention to this possi-
bility: ) ,

“. .. Requiring compensation of injured subjects causes the full cost of re-
search in humans to be placed on the research center. Accordingly, approval
by the center of a particular experiment will require conscious consideration
not only of the possible payoff (either in market or scientific terms), but also
of the risks, converted to money, that the project entails, This may not deter
many experiments, but it may cause those involved in the most risky or
least ugeful ones to consider carefully whether the experiment is worth it,
whether it is best done by those who propose to do it, and whether there i an
alternative, and safer, way of obtaining approximately the same results. It
may well be that all these congiderntions are already firmly in the minds of the
experimenters, If so, nothing is changed by requiring compensation. But if re-
searchers—like auto makers, coal mine owners and the rest of mankind-—
tend to consider costs and benefits a bit more carefully when money is involved,
a useful added control device will have been impoged,” %

If “no fault” research inswrance, or any other mechanism, is adopted as n
device for compensating subjects, regulations will have to be established for
adjudicating disputes over such matters as causation—whether the worsened
condition of the subject was cnused by the research in which he participated or
whether it was nmerely the inevitable outcome of the subject’s particular illness—
or the amount of compensation, Similarly, the NHIB will have to work out
procedures for implementing whatever connensation scheme 18 adopted.

£, Promulgation of Sanctiosts—Senator Yumphrey's hill authorized his Board
“to obtaint an injunction to prevent . ., , axperimentation in a case where . . .
experiments are found not to comply with established guidelines.” Though the
promulgation of sanctions raigey many sensitive issues, more is needed than has
heen provided in Senator Hu nsohrey’s bill, Other sanctions tailored to specific
violntiony of the policie$ geverning research are required. For example, an
investigator's failure to submit a protocol for review, his departure from an
approved regearch protocol or a review cominittee's failure to follow its estab.
lizhed procedures might in some cireumstances justify suspension of further
Federal fundihg of the investigator or thie sponsoring institution,

It is beyond the scope of this report to detall the offenses which should lead
to the invoeation of sanctions, the particulay penalties which should be im-
posed, ¢ the procedires which must be followed to satisfy due process require.
ments, We also ledve opent the question of who—the National Human Investiga-

% Ladiher, supra, footnote 84, at 249,
30*;' L;:il:;%-)es'l. “’!’tetfee(t)lons on Medleni fixporimentation {n Humans,” 08 Daedalus 387,
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tion Board or Congress—should promulgate the regulations which will govern
the timposltion of sanctions,

g, Delegation of Authority to Administer and Roview the Research Process—
he National Human Investigntion Board must also promulgate rules aud
procedures for the administration and rveview of the human research process.
We now turn to these issues under their appropriate headings,

9. Administration of Research.—a, Institutionnl Human Investigation Com-
mittees—Once adequate research policies have been formulated by a broadly
representative body, “outsiders” should intervene as little as possible in the
administration of those policies, For when research policies are put into eiiect,
Mmitations imposed Ly collengues are better tolerated by investigators than
restrictions imposed by outsiders, 'T'he administration of research should thzre-
fore be performed principally by resenrchers’ professional peers sitting on in.
stitutionat review committees, Thus we seek to reverse the trend * toward out-
sider membership on institutional review committees and outsider interference
with day-to-day professional decision-making. In our proposed restructuring of
institutionnl review committees, we have sought to restrict the participation
of outsiders to those areas where they have the most to contribute,

Senator Humphrey's bill does not specify the status of the institutional re-
view committees which are not required by DHEW. The advantages of institu-
tional committees are numerous, and we propose that they be retained, though
with redefined functions. Among other things, administration at the institu.
tional level stmplifies the task of prior review of research protocols; permits
closer scrutiny of research activities; encournges investigator involvement in
and respect for the problems of ethical research; enables different institu-
tions to deal with complex new problems from different vantage points, and
facilitntes responsiveness to difficulties in the research process as they arise.
Instead of eltminating institutional committees, they should be restructured to
enable them to perform their functions better than they now do.

We recommend the creation of a structured institutional body, to be called
the Institutional Human Investigation -Committee (IHIC), in place of the
existing unspecialized institutional review committee. Bach institution which
is subject to the jurisdiction of the NHIB would be required to provide written
assurance to the NHIB that it had appointed an IHIC. This would be similar
to current practice which requires institutions to negotiate assurances with the
NIH's Division of Research Grants® As outlined below, each IHIC would be
responsible for the conduct of resenrch in its institution, and would be required
to file with the NHIB its plang for carrying out the responsibility. Thus the
NHIB would pass on the sultability of the IHIC membership, local policies,-and
ddministrative procedures, and NHIB approval would be required before Fed-
eralty funded research ® could be conducted at the institution®

IHIC members should be appointed by their institutious to serve for a period
of years, so a8 to accumulate expertise in the problems of human experimenta.
tion. e membershij, should represent a cross-section of the disciplines in-
volved in research at the institution. It ought also to include a few “outsiders,”
who can make a valuable contribution to the supervision of the congent process,
ag described belotwy. ‘ .

"Phe main functions of each IHIC would be: to establish local policies, consiste
ent with the uniform national guidelines promutgated by the NHIB, which are
responsive to the individualized needs of the institution, to bring to the atten-
tion of the NHIB any procedural modifications deemed necessary for effective
functioning: to inform local participants in the research enterprige of their

v Current DHIW regulntions suggest, and FDA regulations require, that outsiders be
menibots of institutionnl peview committees, See rants Aduiniatration Manunl, supre,
gc’\:ntnmo 23, § 1-40-40 (©) (2) (b); 21 CFR §180.3; 36 Fed. Res, 5037, 6038 (March

., 1071),

b Qi (frants Administration Manual, supra, foothots 23, § 1-40-40 (A):

wihe pasurance shall embody o statement of complinnee with DHEW requirements for
fnttint and continuing committee review of the supborted netivities ! n sot of itm‘»lemenﬂng
wndvl‘hws. Im:h,t’dmg tdentification of the committee} and a deseription of Its review
procedures . o

o Op u resenteh—uee altpra, p. 80,

106 1t chotld be noted thﬁt. ’ng in present DHRPW potley, different requirements might
he estublished for institutions “hoving a gipnifiennt pumnber of conciirrent’ vesearch
projeete nnd for Institutions gponsoring only one, ot 1 lhmteg ntmbey, of sich projects,
Soe Ornnts Administraton Mannal, supra, footnote 28, § 1-40-40 (Bf). (¢, nhe '
The deseription of the THIC presented in our report herelnnfter {4 for an institution
with a mtmber of resenrch nctivities.
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rights and obligntiona; and to estublish two subcommittees to curry out its ad-
ministrative functions—a Protocol Review Group and a Subject Advisory
Group. Although the membership of the subec:nmittees should be drawn largely
from the IHIC, these subcommittees could also include others associated with
the institution, Our recommendutions regarding tlhie two subcomunittees are
modeled on o similar proposal recently advanced by Jay IKutz and Alexander
Capron in a somewhat different context, and in what follows we quote from
the draft document they have prepured,

b. Protocol Review Groups—The heart of THIC's will be thelr Protocol Re-
view Groups (PRG) which will be respongible for approving, disapproving or
offering suggestions for modification in protocols for experimental and thern-
© pentie interventions which come within the policles on risk and eonsent formu-
lated earlier in the process, The PRG's tusk is to apply the rules and policles
already set down, but this should not be a matter of “clockwork"” or mere rou-
tine. Realistically, it is unlikely that even if policy formulation proceeded with
mitch more rigor (ag we urge) it will result in directives that settle all igsnes
fuced by the PRG's, This does not suggest, however, that Protocol Review
Groups set policles themselves, though these rules may give them some discre-
tion in light of local institutional conditions and so as to permit experimenta-
tion with a wvariety of alternative policies which are still comsistent with the
general directives, This sort of flexibility is vital if the PRG's are to operate
effectively and secure the serviceg of thoughtful, devoted members,
- Membership in the Protocol Review Group should consist primarily of pro-

fessionnls with competence in biomedicine. 'This reflects the committee's funce
tion, whieh is, to serutinize protocols in light of the policy guidelines and direc-
tives, to evaluate whether the procedure should be undertaken, and to give ad-
vice to the physiciuns and scientists involved. In most in-*auces these group
members will be members of the university or research center's staff and fac-
ulty, but when the presence of more than one institution in n leculity permits
it, the crossfertilization of having some people from one center serve on anoth-
er's PRG would probably be advisable. Such an arrangement would provide
“outsiders” in the sense of people free of the personal tles and biases of the
institution's own employees, while maintaining the biomedical expertise that
should characterize “lusiders,” 3

¢, Subject Advisory Groups—Iatz and Capron also propose “the establish.
ment of Subject Advisory Groups (SAG) to aid patient-subjects in decision-
making.” * We do not lightly suggest the creation of nnother subgroup within
the THIC, gince we have no desire to overburden the process with excessive
burentterncy. But, ns we have emphasized, present procedures for obtaining
consent are concerned with form to the neglect of substance, If informed an
voluntary subject consent is to become a reality in huwman experimentation,
efforty must focus on improving the quality of the communications between
investigntor and subject. We thetefore endorse the Katz and Captron proposal
that an adviser be made available to counsel any prospective subject who thinl:s
Ils declsion to purticipate or not might heneflt from disinterested advice, “Not
all patient-subjects may wish to geek out representatives of the Subject Advi-
sory Group, for some may be satisfied with the information ebtained from physi-
clan-investigators, But patient-subjects should be well apprised of the avail-
ability of these representatives prior to their participation in projects which
have to be submitted to the PRG becavse of the risk involved or because of the
problems anticipated with obtaining valid consent. Patient-subjects may also
wish to avail themselves of the SAG's sorvices when they begin to wonder
whether continuntion of the intervention is worth the pain and suffering they
have to endure. At such times the Subject Advisory Group assumes the impor
tunt function of administering the procedures formulated for the termination
of experimental treatinents,” 1%

The SAG should also aid investigators in developing fair methods of obtaine
ing congent, and in uvoiding inadvertent bias or coercion when seeking congent,
It ought to go without saying that . . . (c)reating an opportunity for someone -
- i addition to physicinn-investigators to talk with patient-subjects does not
suggest o lack of trust in the investigntors’ integrity, rather it recognizes the
reality thnt investigators cannot help but plead, however unconsclously, theit

il featy and Capron, stiprd, footnote 18,
163 b IIA

1% thid,
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interests in the reseaveu and therefere must find it difficult fully to safeguard
the interests of their subjects '

Because the work of the SAG would be restricted to issues relating to con.
sent, laymen could make a signifieant contribution in this subcommittee. They,
more than professionals, would appreciate the difficulties prospective subjects
might have when faced with an invitation to participate in research. And po-
tentinl subjects might be less overawed in interactions with their peers, than
in interactions with physicians. :

d. Appenls—IFrom time to time disagreements will arise between investigators
and the Protocol Review Groups, No opportunity for appeal from an adverse
institutional review committee ruling exists at present, and committees can cut
investigators off from Federal funding without possibility of reconsideration. .
Phis may not only hinder the acquisition of knowledge; it may also undermine
the legitimacy of peer review. Barber et al. have written:

#\We have heurd researchers object to peer review as they know or under-
stand it beeause they believe that research proposals having real potential for
medical scientific advances, or even ‘ploneering breakthroughs, frequently
either are not or will not be approved by those who sit on institutional review
committees. The reasons for these rejections they are especially concerned
about do not involve the ethical defectiveness of the proposals. Rather they
fnetude loeal institutional politics and confiicts as well as resistance to inno-
vations just becnuse they depart from accustomed ways of scientific thinking
and proceeding . . . ('I)o forestall rejections of this kind, the biomedical com-
munity may have to go beyond the establishment of local appeal procedures by
institutions. Perhaps what is necegsary is the establishment of a hierarchy of
‘eourts of appeal' throughout the nation, cuiminating, as a final resort, in a
‘supreme court’ composed of -eminent peers inctuding both ‘insiders’ and ‘out-
aiders’ with respect to any fleld. Such a system might be the best safeguard
available ngainst the object of these concerns—unjustified hindrance of medieal
progress by the peer review process.” '®

Procedures should be established for appeals to the National Human Inves-
tigation Board.!® After a hearing of the controversy, the NHIB should be
empowered to sustain or overrule the judgment of the Protocol Review Group.

Since the NHIB has a role to play in the administration of research, it must
employ expert staff to evaluate resenrch protocols and to prepare detailed find-
ings. This staff would take over the reviewing function currently handled by
DHBW study groups. However, it is beyond the scope of this report to set
forth all the specific functions which the NHIB should assume. In particular,
we have tefrained from deciding how many of the protocols approved by the
PRG's should be reviewed again by the NHIB, Though a certain number will .
have to be examined in order to provide the NHIB with sufficlent information
to earry out its most important function—policy formulation—it may not be
?ecﬁssmy to review atl protocols a second time, This would be a time consuming

ask, .

8, Review of Decisions and Consequences—~The NHIB must create mecha-
nisms for the overall review of the human experinentation process in order to
nssess the continning efficacy of its own policles and of the institutional peer
group review. Thus, the Board has to keep itself informed about ongolnp]' re-
sentch practices, and a number of already existing resources wotild facilitate
this task: sclentific journals which publish research studies, legal c¢ases in
which confiicting claims about research have been brought before courts, news.
paper accounts (stich as the initial repotts of the Tuskegee Syphilis Study),
reports from Institutionnl Human Investigntion Committees, ete!”
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1bid,

108 Bavher of al., atpra, tootnote 3, at 1856-157, (footnote omitted),

194 TE11C%s might niso find 1t approprinte to establish nn {nternal appeals proceditre. This
?'nm"#nth:e mlmievconvenient than, and would sometimes obviate the need for, appeals to

e oftal lovel, .

WP NHIR m\nht conglder inviting others—for example, edltorg of nclmtimc Journalg—
to submit for review studies which rajce ethienl questions, Hditorlal board: ghottld
Wwelenthe stely o onporttnity, partienlatly in the lght of the recent debate abant the
publiention of frtieles hased on “uncthienl” tesentel, Sothe cominentators have favored
nonthuontimy hile othiors hive foit that “(s)ieh nn editorlal poliey woitld maintain
the tow visibiltty of nnothien] experimentution and preclinde not only raview but algo
envatil nnd constant appraisal of the confiiefing valuwes inherent in expetimenta fon."
(Katz, “Human Bxperhinentation,” 276 New Hng, 1. of Med. (1068)), Journal cens
gotship erontes diffeult problems, H editorial bonrds coutld be assyrad that violations
of Yothical"® practive would be dealt with hy an atthorised bods, they might prefor to
o?n thietn to the attention of the NHIB and judge acceptabllity of articles on the basis
of seientific morits,
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The NIIIDB must also establish rules and procedures for the direct review
by THIC'S and by NHIB staff members of ongoing previously approved research
projects. The current requirement of systematic review of all projects at fixed
intervalg is burdensome and inefticient and encourages perfunctory review.
Instead of requiring continuing review of all research projects on a routine
basts, it would reduce the burden on IHIC's and maximize the effectiveness of
continuing review if investigntors were asked to report immediately any con-
templnted or necessary deviations from approved resenrch protocois, all incon-
veniences and injuries suffered by any subjects which has not been anticipnted
in the original protocol, or any medical ndvances which might benefit subjects
and which has not been anticipated in the original protocol, Moreover, periodic
»gpot checks” of selected interventions which are now discretionary should be
made a requirement. It is apparent that some approved research projects are
earried out improperly. For example, in a recent study involving subjects sub-
sequent to their participation in a medicnl research project which had been ap-
proved by an institutional review committee, an interviewer found that—
»(m)ost of these subjects lenrned of the existence of the study during the inter-
views done for my research, Second, many more subjects (the exact number
awaits further analysis), while awnre of the resenrch, hud significant gaps in -
their understanding of the project and consented on a more or less uninformed
basig., These included women who had no knowledge of whether there were
alternatives to participation, women who did not know of the double-blind
nature of the study (it was not part of the research design to withhold this
information), and women who were not awanre of the fetnl monitoring proce-
dures and extra blood samples required by the research. Others were hot aware
beforehand that their consent to have the baby observed would be sought by
u sepnrate reseanrcher,” ™

Spot checks would determine the extent of noncompliance with existing pro-
cedures. Should the checks revenl widesprend noncomnplinnece, then remedial
steps could be taken, such as better education of physicinn-investigators about
their responsibilities, more careful evaluation of protocols, or routine monitor.
ing of all research activities for a period of time,

The NHIB should also invite the IHIC's to submit their most difficult deci-
sions for an evaluation. Significant cases, including the original PRG rulings
and the subsequent NHIB opinions, should be published to give direction to the
deliberation of local conunittees, to provide materinl for scholarly analysis, and
to foster and sustain public awareness of the issues raised by human exper.
imentation, Indeed, all important decisions rendered at the loeal or national
level ghoutd be published and preserved in easily accessible form. These cases
would Serve as brecedents for future opinions. Thus publication would be n
first step toward the case-by-case development of sound policies for human
experimentation, We regard such n developmnent, analogous to the growth of
the common law, as the best hope for ultimately providing workable standards
for the regulation of the human experimentation process.

Finally, we emphasize again that the review of resenrch decisions and their
consequences requires the participation of persons representing a wide variety

- of sorietal interest and should not be limited to members of the biomedical
professions, It i at the policy-formmulation and review stages of the human
experimentation process that “outsiders” have an important role to play by
championing individunl and societnl rights and interests. Professtonalg have
been trained to pursue other goals and should not be expected, even if they
could, to shoulder the added burden of speaking for the concerns of society.

0. Educatton. :

Our last recommendation pertaing to the education of investigators, partie.
tlarly when they are still students, for the responsible practice of human
resentch in a detnocratie soclety, Reeently, Senator Jacob Javity introduced a
b {n the Senate which addresses itself to thig problem, The bilt “would oue.
thorize special project grants for medical schools to develop and opernte pro.
grams which provide iherensed emphasiz on the ethical, social, moral, and
fegal imptications of advances in blomedicnl research and technotogy.

» * * * * * *

1ot Geny, “Rome Vagnries of Consgent” n breliminary repopt (1071) on dutn colleeted
for the nuthor's doctoral theasls, reproduced in Katz, supre, foothote 12, at 660,
10 8, 074, D3d Cong, 18t Ness,
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“'he bifl . . . provides the opportunity for our Nation’s medical schools to
develop the approprinte progranmi curriculums regarding ethical, moral, and
soclnl Issues to meet the need—the protection of human subject: at risk in
medical resenrch and improved understanding of the consequences and iwmplica-
tions for the individual and society of the advances in biomedical science—
and through thelr own initiative and leadership construct ané urpropriate
continuing“professlonul institutional activity to safegnard human subjects in
researeh,”

Senator Javits referred io the findings of Professor Bernard Barber et al,
and to document further the need for such an edueational effort, we quote
briefly ~ 1other passage from their study

“It is clear from our date that medical schools are presently giving very little
serfous attention to these matters in their curriculun, Of the 307 physicians -
interviewed, only 139 reported that they had had a seminar, a lecture or part
of n couis2 devoted to the issues involved in the use of human subjects in bio-
medieal research, and only one resenrcher said that he had had a complete
course dealing with these issues, ‘Phirteen per cent of the respondents said that
the Issues of research ethics came up when as students they did practice pro-
cedures on one another. and 24% said that they became aware of the issues of
baianelng risk of suff. ing against potentinl bLenefits when doing experimental
work with animals, Thirty-four per cent remembered discussions with instrue-
tors or other students of the ethieal lssues involved in specific research project.
which they had read about or learned of in class. But 57% of the physiciang
interviewed reported none of these experiences, even those peripheral to work
with humans, such as those involving animal experimentation,” ™

1t has sometimes been asserted that the human subject in experiinentation
is best safeguarded “by the presence of an intelligent, inforwed, conscientious,
compassionate, responsible invesuigator.” '™ Whatever merit underlies such a
contention, sufficient nttention has not been paid by educators in all professional
schools to exploring the responsibilities of the professional toward his patients,
clients, or research subjects, Y¥ithout training, even a “conscientious” investi.
gnt(l){ is poorly prepared to denl knowledgeably or systematically with these
problems.

Though in recent years there has been an upsurge in efforts to expose stu-
dents to the issues raised by brofessional respousibility, considerably more
thought and support must be glven to this work. Professional schools must
recruit faculty members who are interested in pursuing the complex problems
created by human research in particular and contemporary professional prac-
tices in general, The task is not linited to educating students but must ulti-
mnltfeily include n re-examination of the entire scope of professional decision-
making,

VI, CONCLUSION

~ Human experimentation reflects the recurrent societal dilemma of reconciling
respect for human rights and individual dignity with the felt needs of society to
overrule individual autonomy for the common good. Throughout- this report we
have expressed our concern for the lack of attention which has been given to the
protection of the rights and welfare of human subjects in resenrch. Soviety
¢an no longer nfford to leave the balancing of individual rights against seientific
progress to the scientific community alone. The revelations of the Tuskegee
Syphitls Study once again dramatically confirmed this conclusion,

We offer our far-renching proposnls in the hope that the deciston-making
process for human researct. will become more open and more effectively regu.
Inted. We have amply do:umented the need for implementing this most bagie
recommendation. Precise rules and efficient procedures, however, are not hy
themselves proof against a repetition of Tuskegee, For, however well designed
the system of regulation, the danger of token adhervence to ethical standards
and evasion in the pguise of flexibility will persist. Ultimately, the spirit in
which an aware soclety undertnkes to tige huinan beings for research ends will
determitie the protection whicli those human beings will recelve. Therefore, we

Senamuscs,

s 110 Cong, Tec, & 8114 (Toh. 22 2070 -
3 N + 10 0 L N .
113 Boscher, “Dthies nnd Cliuion] Ieseareh,” 274 New fing. 7. Med. 1354, 1360 (1960),
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have urged throughout a greater participation by soclety in thie decisions which
affect S0 many human lives, .
Resgpectfully submitted,
Rovarg H. Brown,
Vernan Cave, M.D,,
JEAN L. Harnis, M.D,,
Sewarp Hiener, PhD,, D.D,,
JAY Karz, M.D,,
Jeanng ¢, Sivkrowp, D.D.S, Ph.D,
T'RED SPBAKER,
Barney H, WEEKS,
Abstention :
Broapus N, BUTLER, Ph.D.

[Item 1.B.4]

Drarr SPECIAL PolLicy STATEMENT ON THE PROTECTION oF HUMAN SURJECTS
INvoLvED IN RESEARCH, DEVELOPMENT, AND DEMONSTRATION (FIXCERPTS)*

Summary

"The migsion of the Department of Health, Education, and Welfare includes
the improvement of the Lenith of the nation’s people through research, devel-
opment, and demonstration activities which at times involvé human subjects.
Phus, policies and procedures are required for the protection of subjects on
whose participation these activities depend.

Informed consent i the keystone of the protection of human subjects in.
volved in research, development, and demonstration activities. Certain eate-
gories of persons have limited capacity to consent to their involvement in such
activities, 'T'herefore, as a supplement to DHEW policies, special protections
are proposed for children, prisoners, and the mentally infirm who are to be
involved in research, development, and demonstration activities.

Apgency “Ithical Review Boards" are to be established to provide rigorous
review of the ethical issues in research, development, and demonstration activ-
ities involving human subjects, in order to make judgments regarding societal
acceptability in relation to scientific value., “Protection Committees” are to be
established by the applicant to provide “supplementary judgment” concerning
the reagonableness and validity of the consent given by, or on behalf of, sub-
jeets. The intent of this policy is that institutions which apply for DHEW
funds or submit research in fulfillment of DHEW regulations, must be in com-
plinnce with these special protections, whether or not particular research, de-
velopment, or demonstration activitieq are Federally financed.

1, CHILDREN

If the herlth of children is to be jmproved, research activities involving their
participntion i often essentinl, Limitation of their capacity to givetinformed
consent, hotwever, requires that certnin protections be provided to agsure that
scientific importance is weighed agninst other social values in determining
ficceptable risk to children. T'herefore, research, development, and demonstra-
tion nctivities which involve risk to children who participate must: a. inelude
. mechanism for obtaining the consent of children who are 7 years of age or
older; b. inelude the applicant’s proposal for uge of a Protection Committee
which i3 approprinte to the nature of the activity: ¢ be reviewed and ap-
proved, in conformity with present DHEW policy, by an Organizational Review
Committee; and d. be reviewed by the appropriate agency Primary Review
Committee, the Fthical Review Board, and the appropriate secondary review
group.

2, SPROIAL CATHJORIES

a. The Abortus.—No research, development, or demonstration activity involvs
ing the non-viable abortus shull be conducted which: 1. will prolong heart beat

. * Receivod by Constitutional Rights Subcommittee on October 10, 1073,
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and respiration artificially solely for the purpose of research; 2. will terminate
heart beat and respiration; 8. has not been reviewed by the agency Fthical
Review Board; and 4. has not been consented to by the pregnant woman and
by a Protection Committee,

(An abortus having the capacity to sustain henrt beat and respiration ie in
fuctl u) premature infant, and all regulations governing research on children
apply.

b T'he Fetus in Utero~No research involving pregnant women shall be
conducted unless: 1. Primary Review Groups assure that the nctivity is not
likely to harm the fetus; 2. the agency Ethical Review Board has reviewed the
activity ; 8. a Protection Committca-is operating in a manner approved by the
agency ; and 4. the consent of botn prospective legal parents has been obtained,
when reasonably possible.

¢. Products of In Vitro Fertilization—No research involving implantation
of human ova which have been fertilized in vitro shall be approved until the
safety of the technique has been demonstrated as far as possible in sub-human
primates, and the responsibilities of the donor asd reciplent “parents” and of
vesenrch institutions and personnel have heen established. Therefore, no such
research may be conducted without veview of the Ithical Review Board and
of a Protection Committee.

.3, PRISONERS

Research, development, and demonstration activities involving human sub-
jocts often vequire the participation of normal volunteers. Prisoners may
be especially suitable subjects for such studies, although there are prob-
lems concerning the voluntariness of the consent of normal volunteers who
are confined in institutions. Certain protections are required to compensate for
the diminished autonomy of prisoners in giving voluntary consent. Regearch,
development, and demonstration activities involving prisoners must: a. include
the applicant's proposal for use of a Protection Committee which is appropriate
to the nature of the activity; b. be reviewed and approved by an Organizational
Review Committee which may already exist in compliance with present DHEW
policy or which must be appointed in a manner approved by the appropriate
DHEW agency; c. be reviewed by the agency Primary Review Committee; and
d. be conducted in an institution which is accredited by the Secretary of Henlth,
Edueation, and Welfare,

4, THE MENTALLY INPFIRM

Insofar as the institutionnlized mentally infirm might lack either the
competency or the autonomy (or both) to give inforn.ed consent, their participa-
tion in research requires additional protection:

n. Resenrch, development and demonstration activities involving the mentally
infltm Will be limited to investigations concerning (1) diagnosis, etiology or
treatment of the disability from which they suffer, or (2) aspects of institu-
tional life, per se.

h. All research, development and demonstration activities involving such per-
cons mugt! 1. include the applicant’s assurance that the study can be accom-
plished only with the participation of the mentally infirm; 2. include the ap-
plicant's proposal for use of a Protection Committee which is appropriate to
the activity ; and 8. be reviewed and approved by an Organizational Review
Committee, in conformity with present DHEW poliey.

{ttem LDB.6]

DErARTMENT of HtAtrit, EhUCATION, AND WELFARE
NATIONAL INgrrrutes of Heatrst
NATIONAL TNSTITUTE of NEUROLOGICAL DISBASES AND STROKE

Report ot the Blomedical Research Aspects of Brain and Aggresstve Violent
Behavior, Octoher 23, 1973 (Hwcerpts)

i - INTRODUCTION

e dovolopment and use of blomedical methods for the trentment of behave
toral disorders dusing the past decade hag generated discussion in the sclen-
tifie commitnity nbout issues of officacy and safety and about appropriate eri-
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teria for thelr use on humans, Psychosurgery (l.e.: the neurologicnl treatment
of behayloral disorders) more vecently has generated public conhcern about
matters such as informed consent of human subjects in either experimental or
clinieal eare situations, the criteria for differentinting experitmental from clin-
feal procedures and the use of neurosurgical methods of treatment on institu-
tionnlized persons, The issues have become particularly sensitive with the use
of psychosurgicnl methods for the treatment of uncontrolluble violence and
rage behavior,

In order to provide a background for development of a public policy position
on these matters, the Department of Health, Iduention, and Welfare (DHEW)
asked the National Institute of Neurological Diseases and Stroke (NINDS)
to prepare a Report on the biomedieal research aspects of brain and aggres-
sive violent behavior and the National Institute of Mental Health (NIMH) to
brepare a Report on clinieal psychosurgery,

The NINDS invited forty-eight distinguished leaders in basic science and
clinical resenreh to review and evaluate the scientific literature and available
unpublished data on brain and aggressive behavior, particularly uncontrollable
violence and rage. (Attachment). Their deliberations were divided into four
workshops: (1) neuroanatomical and. neurophysiological studies; (2) biochem. .
icnl, endocrine, pharmacological and genetic studies; (3) behavioral studies;
and (4) clinieal studies, Although socinl factors undoubtedly play a role
in the etiology and expression of violent behavior, the workshops were limited
to discussions of the biological, psychologicnl and medical resenrch aspects
of nggressive violent behavior, Workshop participants were asked to document
and evaluate only established facts and to avoid speculntion,

The NLVDS Report on 'he Biomedicnl Research Aspects of Braln and Ag-
gressive Violent Behavior is divided into two parts: I, Summary and Fvalua-
tion of The Biomedical Resenrch Aspects of Brain and Aggressive Violent
Behavior; II, Recommendutions on Public Policy and DHEW Procedures,

The focal point for the development of the NINDS Report was The National
Advisory Neurological Disenses and Stroke Council, an officer of the Institute
and a member of the Council serving as project directors. (Attachmment II),
Part I of the Report was prepared by u panel of workshop discussion leaders,
discnssants, editorinl consultants and the project directors; Part IT was pre-
pared by the NINDS. The National Advisory Council has reviewed the Report
und endorsed it with enthusiasm,

MurrAy GorbstEIN, D.O.,, M.P.H,,
National Institute of Neurological
Diseases and Stroke,
WaRseN V., Huseg, M.D,,
National Advisory Neurological
Diseases and Stroke Council,
SsrreMser 24, 1973,

* ® * ) * * *
Part I1. RECOMMENDATIONS 0N Punric Poricy AND DHEW PRoCEDURES

A. SUMMARY OF RECOMMENDATIONS

1t is recommended that :

1. Research on the biomedical bases of nggressive violent behaviopr continue
to receive DHEW support,

2. ''he NINDS-NIMH give attention to the cooperative planning and spon.
soring of a research program on the fundamental aspects of brain and ngpres-
sive behavior in experimental animals, pavticularly violent and rage behavior,
Thig program should include the neurogclences and behavioral teiences, investi-
gator-nitinted fundamental research, and coordination by NIH staff.

3. The NINDS-NIMH give attention to the cooperntive planning and spon-
soring of n research program on the clinienl aspects of brain and aggressive
violent hehavior, 'The program should inctude the eclinieal neurologleal and
clinfenl behaviornl selences, be investigator initiated and university based, in-
clude speclal procedures for protection of human subjects and be contintously
monitored by NTH staff, .

4, An appropriate number of clinfeal regearch groups be sitpported for multi-
disciplinary elinieal investigations of nggressive violent behavior,
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5. A human subjects advocacy cominittee be established in each institution

proposing to conduct clinienl studies on aggressive violent behavior, The ap- -

propriateness of the participation of ench huinan subject in such studies should
be reviewed by this committee,

6. I'ne Department’s position on the biomedical therapy of violent and rage
behavior be that the sclentific and medical literature available at this time is
inconclusive in vegard to the eflicuey of these procedures,

B. RECOMMENDATIONS AND DISCUSSION

1. Part I of this Repoit clearly indicates that no conclusions can be derived
about the etiology, pathophysiology, iagnosis or therapy of aggressive violent
behavior from available, scientifically reliable biomedieal information; this is
specifically true about both the neurological and behavioral science aspects
of violence.

2, The neurosurgical treatment of behavioral disorders (sometimes referred
to as "psychosurgery”) recently has genernted discussion and concern in both
the scientific community and general public. Reasons for this include the poor
delineation between the clinicul care and the investigative aspects of these
neurosurgical procedures; also, procedures for the treatment of epilepsy, pain
and brain tumor have been confused with those gor the diagnosis and treatment
of behavioral disorders in patients who also have a convulsive disorder, are in
intractable pain or suffer n brain tumor. The evidence available at this timne
does not demonstrate a difference in the incidence of violent behavior in
patients with epilepsy fromt that in the general population. The rare patient
with both epilepsy and violent behavior, hoswever, is more liable to become 2
subject in a clinical investigation of violence; this occurs because procedures
for the dingnosis and treatment of epllepsy provide the clinical investigator
with an opportunity also to study the patient's aggressive behavior.

3. With the advancement of experimental medical, surgical and behavioral
methods for diagnosis and therapeutic intervention, issues of informed consent,
the protection of human subjects paiticipating in investigations and the sev-
ernl factors contributing ns etiologies of violence have become concerns for
public, legal and scientific interchange,

Recommendation 1.

It is recommended that research on the hiomedical bases of aggressive violent
behavior continue to recelve DHEW support.

1. Irrespective of the several possible etiologles, the final common pathway
for the tnanifestation of behavior is the nervous system. The development of
adequite preventive and theraputic measures is dependent upon meaningful
investigntions of the neurologicnl mechanisms underlying aggressive behavior,
including violence.

2, fundamentnl studies of the neural and behavioral mechanisms of aggres-
sion and rage behaviors, particularly nnimal-hased investigations, are progress-
ing at a modest pace; however, increased opportunities have evolved for the
understanding of these basic mechanismg. Clinical studies, particularly those
including the use of human subjects, generally have been unstructured anad
often inconclusive. This has occurred because clinieal studies usually have been
conducted sccondary to the needs of clinical care and have utilized case-hy-
onge protocols; the development and evatuation of quantitative mensuration
techniues essentinl to the interpretation of clinieal results too often have
had to he un integral part of the clinieal situntion, Despite these difficulties
technieal ndvances have been made resulting in meaningful opportunities for
the conduct of earefully structured clinical investigations,

Recommendation 2, :

Tt i8 recommended that the NINDE-NIMH give attention to the cooperntive
planning and sponsoring of a regearch program on the fundamentnl aspeets
of brain and aggressive hehavior in experimental nnimalg, particularly violent
and rage behavior, This program should include the neuvosciences and behav-
fornl seienceg, investigator-initinted’ fundamentnl research, and cootdination
by NTH staff.

1, Pundatnental studies on the genetie, nettrochemienl, enzymatic and morpho-
phystologie substrates of npgressive belmvior, particularly violent behavior,
offor the key to a better understanding of the biologicnl mechanisms by which

. ‘|44
/7
A

survivingstraightinc.com




]

psychosocial factors evoke different behavioral responses in individuals, Stim-
ulation and encouragement of these studies are needed, particularly investiga-
tions such as those concerned with the development of the neural network, the
role of synaptic organization and reorganization, the interrelationship of the
limbie system, hypothalamus and cerebral cortex with brain stem, and the
histochemical delineations of relevant neural pathways. These studies require
not only financial support but also NINDS-NIH planning and program de.
velopment activity.

2, Paralleling and complementing these neuroscience investigations, a fo-
cused program of behavioral science research on aggression and violence also
is needed. This latter program should include: exploration of perinatal and
endocrine influences on behavior; ethology and killing behavior in animals;

* and the characteristics of the several varieties of aggressive behavior.

Reoommendation 3. :

It i3 recommended that the NINDS-NIMH give attention to the cooperative
planning and sponsoring of a research program on the clinical aspects of brain
and aggressive violent behavior. The program should include the clinieal neuro-
logical and clinical behavioral sclences, be investigator initfated and university
based, include special procedures for protection of human subjects and be
continuously monitored by NIH staff,

1, Clinical studies on the pathophysiology of aggressive violent behavior, its
dingnosis, prevention and therapy, must finally rely upon studies of man. With
tho exception of violent rage behiavior occasionally reported in “kilter” ani-
mals, the models of aggressive hehavior utilized in animal studies (defense,
attnek, ritual and predatory aggression) do not coincide with rage or uncon-
trollable violence observed in man., Man, therefore, must be studied if man's
violence is to be understood.

2. Human studies evoke concern because of both the inadequacy of a firm
conceptunl basis for violence from animal studies and public uneasiness about
the social consequences of investigation in this area. ''his situation is particu-
larly sensitive because of the nature of the population prone to such investi-
gations—prisoners, the mentally ill, wards of the state—and the short and
long-term effects on the individual of experimental therapy.

3. A DHEW policy position at either of the extremes of reactions to these
concerns would be an inadequate response to a situation of importance both
g)H%nsvhenlth of society and the individua! and to the responsibilities of the

Recommendation 4.

1t is recommended that an appropriate number of clinical research groups be
gugpo;'ted for multidisciplinary eclinical investigation of aggressive violent

ehavior.

1. The establishment of multidisciplinary research groups is needed to pro-
vide for coordinated investigations of improved methods of clinical diagnusis,
prevention and the treatment under carefully defined and monitored conditions.
Such groups would provide for the size, composition and quality of the research
team essential for such studies. They would also provide for a pool of patients
from which an adequate and appropriate selection cun be mude to satisfy both
the requirements of precise research protocols and the protections of the
rights of subjects participating in the research, :

Recommendation 5.

It is recommended that a human gubjects advocacy committee be established
in each institution proposing to conduct clinical studies on aggressive violent
behavios. The appropriateness of the participation of each human subject in
such studies should be reviewed by t*is committee.

1. For DHEW to provide federal support for clinical research on aggressive
violent behavior without recoghition of the potential for abuse to the individ-
ual and to society would be irresponsible: for DHEW to impose regulations
which would either prevent such research or drive it 'underground,” would
be equally irresponsible. Within the tenets of both the Helsinki Declaration
and the Niiremberg Code and twithin the concepts presently evolving withixn
DHEW for the protection of human subjects in research, it is possible and

desirnble that clinical studies of violence be developed and supporied with
DHEW asststance,
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2. As with ALL biomedicnl investigations invelving human subjects, four cri-
terin must be considered in the evaluation of clinical studies of aggressive
violent behavior, These are:

1. Seclentific Bzcellence—Every study involving human subjects must have
a high probability of providing meaningful information. A scientifically poor ot
minimally acceptable study involving human subjects should be considered un-
acceptable,

9, Informed Consent.—Informed consent requires that the human subject
recognizes and understands with certainty the relative risks and benefits to his
or lier physical and sueinl well being of the procedurves in which the subject
will participate ; furthermore, that the lwunan subject agrees to these procedures
freely and without overt or subtle duress. If the human subject either cannot
he informed (e.g., mentally il1) or is in a situation where the ability to provide
consent without duress is subject to question (e.g., a prisoner), protection of
the legnl and social rights of the subject must be assured.

3. Risk-Benefit Ratio to the HTuman Subject—Nearly every biomedical clini-
cal procedure, investigative or accepted practice, involves some degree of risk
to the human subject undergoing the procedure, The potectial benefit to the
subject must be welghed agaiust the potential harm. In investigative situations,
these judgments often are most difficult because the body of 2xperience about
the procedure may still be too menger to establish the precise parameters of the
clinfcal situation. Investigative procedures should be carried out on humnan
subjeets only after full and meaningful evaluation in experimental animals.
1o provide maximal assurance that the risk-benefit ratio to the human subject
has been ndequately and appropriately considered, documentation of the rele-
vant factors considered and conclusions reached must be provided independ-
ently by the investigator, by the institution in which the investigation is to be
eonducted and by a board of independent reviewers appointed by the granting
agency (e.g., a National Advisory Council), All must agree that the risk-bene-
fit ratio to the human subject warrants the use of the investigative procedure
before it can be utilized.

4, Risl to the Human Subject and Benefit to Society.—Studies of “normal”
hunian subjects or studies of human subjects who may not benefit directly from
the investigation (e.z., responses to brain stimulation in patients being studied
for convulsive disorders) necessitate sensitive and often scientifically less pre-
cise decisions. If soclety is to understand the unusual or abnormal, it must un-
derstand the usual and normal; but at shat risk to the individunl human
gubject being studied? The decision is a “societal” decision which depends upon
law and the needs and mores of society. The technical expert (e.g., the physi-
cian, the biomedical scientist, the social scientist) is an expert witness, but
ought not be asked to be the decision maker. It is a firm premise of our society
that “every humnn being of aduit years and sound mind has a right to deter-
mine what shall be done with his own body.” * The procedure of informed con-
sent is a major protection of that right of the individual. Situations do occur,
however, in which the individual cannot be informed because of mental defi-
ciency, illness or age. Other situations occur in which the concept of consent is
questionable becnuse of Imprisonment, hospitalization, institutionalization or
promisge of vnusunl reward. To ensure that the interests of the individual are
adequately protected in investigative situations in which issues of either the
adequacy of being informed or the approprinteness of giving congent can be
questioned, a Fluman Subject Advoency Committee (HUSAC) should be in-
volved, The HUSAC should comprige members of soclety (e.g.. theologians, ju-
+'ste, community vepresentatives) drawn from the local geographic area who
nre gelected for their dedication to the protection of the individual rights of
the human subject. ''he HUSAC should function at the institutional level and
should have no employees of the institution asg voting members. On a cage-by-
cnge basls, the HUSAC should rule on the pdrticipation of every human subject
in an investigative procedure that either cnnnot benefit the subject or in which
a question 18 posed about the ability of the subject to provide informed con.
sent, All human subjects participating in investigntions of violent behavior
shoutd be reviewed by the HUSAC.

1 Inetoe Bentomin N. Cnrdaze in Sunloendorff v. Soctety of New York IHospitals, 211
N.Y. 125, tos N.B. 02, 03 (1014).
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Reeommendation 6,

It is recommended that the department’s positionn on the biemedical therapy
of violent and rage behavior be that the scientiflc and medicnl literatuve avail-
able at this time is incovclusive in regard to the eflicncy of these procedures,

1. Therapentic interventions including surgical procedures (e.g., neurosurgi-
cal), physical methods (e.g., heant, cold, electricity, ultrasound), pharmacologic
agents (chemicnl and biological) and psychotherapeutic regimens ave ALL
examples of biomedical clinical procedures being utilized at the present time
for the treatment of uncontrollable rnge. However, the scientific and medicnl
literature is characterized by a lack of adequate investigntions providing pre-
cise or meaningful results about either the efficacy or safety of these procedures.
On the other hand, several approaches have reached the stage where carefully
controlled human studies would be meaningful and need to be considered if
further progress is to be made on the biomedical nspects of rage.

In conclusion, the biomedical aspects of uncontrollnable violence or rnge are
proper and necessary concerns of biomedical investigation, A more adequate
conceptunl basis for such investigntions needs to be developed through funda- -
metttal neurological and behavioral science research. Proper and adequate clin-
fenl studies in man need to be continued but under the most careful and nion-
itored conditions, e participation of human subjects in biomedical resenrch
represents a privilege, a privilege which biomedical scientists and society jointly
must protect by means of the continuing review and monitoring of the scientific,
- medicnl and societal facets of the proposed regearch.

[Item 1.B.6)

PSYCHOSURGERY REPORT OF THE NATIONAL INSTITUTE OF MENTAL HEALTH,
JaNvary 21, 1974

INTRODUCTION

In preparing this report, NIMH staff have relied heavily on consultation
with numerous outside experts in scientific, clinicnl, legul, and ethical matters,
Two separnte groups were convened, one group composed of scientists and
cliniciang, and a second comprised of legal, philosophical, and ethicnl experts,
as well ag representntives of various population groups alleged to be “at risk"
as potential psychosurgery candidates. A membership list for each of these
two pamnels appears as Attachment A,

NATURE OF THE PROBLEM

Psychiosurgery is the destruction of brain tissue with the prlmary intent
of altering behavior, thought, or mood. The current controversy about psycho-
surgery stems from a number of factors spanning scientific, philosophical, polit-
ieal, and moral jssnes. In order to understand the nuature and source of the
psychosurgery controversy, it is necessary to make explicit some of the differ-
ent viewpoints that are often unstated when the psychosurgery .issue is dis-
cussed.

1. A fundamental conicern nbout psychosurgery derives from differlng phito- ‘
gophical views of the relationship between mind (the self) and the brain. Much
oppositicn to psychosurgery, and often the most vociferous opposition, is based
on the conviction that any physical datnage to the brain is tantamount to
destruction of the “gelf.” This viewpoint {s most atrongly illustrated by some
of the rhetoric used by opponents of psychosurgery who equate it with “murder
of the mind.” Proponents of psychosurgery, while usually not artieulating an
alternative philosophy, do not equate the brain with the self and take n prag-
matic approach to mnental or behavioral disorders in which the primary crl-
terion for gelection of a treatment is the question of whether it works or not.

2, A clogely related issue is the differing viewpoints about the cnusal fac-
tors in mental iliness. Some psychosurgeons rationalize surgical treatinent on
the hypothesis that mentnl or behavioral disorders arise from blologieal dys-
function in the brain, and that appropriate trentment must he based on manipu-
lating or changing the biologienl substrate of behavior. Others, however, hold
the view that disturbed behavior i3 a result of adverse etivironmental {nflu-
ences nnd that the golution to mental illnesy or behavior disotders {s to ma-
nipulate or change envirohmental variables, While Loth of these views are ex-
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treme positions held only by n few, and are untenable in view of our current
knowledge about the complex irterrelations between environmental and bio-
logleal causative factors, they illustrate another philosophical avgument that,
in frequently more subtle form than illustrated here, is one of the roots of
the psycliosurgery controversy.

3. Although virtually all psychosurgical procedures and techuical innova-
tions, including the first lobotomies, were suggeated by experimental brain
research with animal subjects, the scientific rationale for any psychosurgical
procedure ig still quite tenuous. Generalizations {rom animal research have
often been based on incomplete understanding of 1ie complexity of behavior,
logical deductions of dublous validity, and an mneritical acceptance of similari-
ties of brain-behavior relationships in animals and man, Although we know
a great deal about how the brain influences a variety of specific and limited
animal behaviors, our understanding of the complex emotional and cognitive
behaviors of man is extremely limited. On the other hand, many proponents
of psychosurgery would argue, quite rightly, that many medical therapies are
bused on a pragmatic criterion of effectiveness rather than an understanding
of the physiologictl mechanisms underlying the disease oy its treatment.

4, In contrast to most physical illnesses, many of the functional mental and
behavioral disorders constitute a class of poorly defined and difficult to diagnose
disenses or disorders. Thus, there is considerable concern about treating with
surgical means any disorder which cannot be clearly defined and diagnosed.
Such problems also come to the fore in any attempt to judge the outcome of
psychosurgical treatment, with the criterin for cure or ameliorization not
being clear or universally agreed upon.

5. A key issue in the psychosurgery controversy is whether or not psycho-
surgery is an experimental procedure. Most psychosurgeons regard it as an
accepted practice of proven efficacy while erities claim it is an experimental
therapy in view of an alleged unpredictability of outcome, lack of evidence
about eficacy, and lack of scientific rationale,

6. Alternative therapies to psychosurgery is another divigion issue, Although
i great deal of research is being done on drug therapies and various forms of
psychotherapy or behavior therapy, there are numerous instances in which
none of these alternatives seem to offer any relief, and the patient is faced
with a dehumanizing fate in an institution, often with pharmacological re-
straints that equal or exceed any personality destruction that is claimed to be
caused by psychosurgery. In these instances, psychosurgery might be seen as
a reasonable last-resort therapy. On the other hand, there is no agreement or
guidelines among practioners about the duration, intensity, or degree to which
other therapies should be tried before resorting to psychosurgery. Psycho-
gurgery critics claim, often correctly, that confinement in an institution does
not guarantee adequate attempts at therapeutic measures short of psycho-
surgery, and that psychosurgery is frequently performed before other alterna-
tives are tried to an adequate extent,

7. Closely related to the problem of psychiatric diagnosis is the issue of the
extent to which mental or behavioral disorders are socially defined. This issue
most often surfaces in the context of the psychosurgical treatment of aggres.
sive o violent behavior in whictt eritics of psychosurgery express the fear that
it will Ye used for nefarious purposes as a means of controlling political or
corlal dlssidents. Stated in more general terms, the eritics charge that psycho-
surgery has been or can be used to change behavior for the cotivenience ot
comfort of persons other than the patient himself, Thus, there is claimed to
he n bing toward the use of psychosurgery in blacks, wonien, and other minor-
ity or disndvantaged population groups. There is no rellable data available
on this point,

IMMEDIATE NEEDS' AND ACTIVITIES

. Extensive discussion of these areas of concern with sclentifie, clinical, legal,

and ethical experts, as well as representatives of the lay public and of some
of the population proups claimed to be “at risk” for bsychosurgery, has led
NIME staff to propose a number of specific activities that will be necessary
in order to resolve some of the above-digseussed issues, and to some interim
r(la)ctommendntions that may be subject to modification as further information is
obtained,

The following issues must be resolved before any informed and renschable
position can be taken oh psychosurgery!

«.
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1, To what extent does the currenily-available scientific and clinical litera-
ture provide a basis for an informed jucgmnent about the efiicacy of psycho-
surgery and the severity of untoward effects? IXnowledgeable scientists and
clinlcians with whom we have consulied are of the opinion that the existing
literature will not, by itself, provide a sound basis for such a judgment. Inade-
quacy of pre- and post-operative behavioral and psychological testing, lack of
long-term followup of patients, and general insdeyuacies of clinieal and behav-
loral reporting characterize much of the published literature. However, despite
these deficiencies, NIMH staff and consultants feel that an updated literature
survey and analysis could provide some useful data that, in combination with
other sources of information, may permit us to come to & more objective evalu-
ation about the eflicacy and adverse effects of psychosurgical trentment. What
is needed goes beyond a simple compilation of psychosurgical publications and
must include a critical evaluation and analysis of the published data by the
various relevant scientific and clinical exports, There should also be developed
a system for the continuous monitoring and updating of the literature in
psychosurgery,

One of the most useful outcomes of tais literature survey and analysis would
be the wevelopment of a uniform reporting protocol for literature in psycho-
surgery, By identifylng deficiencies in the existing literature, recommendations
could be mnde for the types of clinical and behavorial data that appear to
- be necessary to provide a scientifically valid contribution to the future psycho-

surgery literature,

2, FEstimates of the number of psychosurgical procedures conducted in this
country each year have varied from 100 to 1000. It would seem to ‘be im-
portant to have a more realistic figure for the extent of psychosurgery practice,
since we are presently dealing with a problem of unknown dimensions, A sur-
vey of the current extent of psychosurgical practice is an important and imme-
diate need. ’

3. There exists an unkown but presumably large number of patients who
have undergone psychosurgery in the past. No systematic attempt has been
made to determine their current status. Although such a follow-up project
would depend oa the cooperation of the patient and the medical and psychiatric
staff involved in his cnse, and would present problems of confidentiality in
the physician-patient relationship, we feel that such an effort could provide
badly needed information relevant to the efficacy issue.

4, Relying on activities 1-3, and using the resources of the NIMH staff, its
outside consultants, and by contract with outside organizations, a concerted
effort should be made to develop guidelines for the conduct of psychosurgery.
Such guidelines should include criteria for the sélection of patients, what alter-
nate theraples should be attempted (and for how long) before performing
psychosurgery, development of informed consent procedures to meet the specinl
problems posed by treatment of the mentally ill, and (if the information ob-

~tained in 1-3 above permits) guidelines for the type of operation that seems
to be most beneficial for the variouy categories of behavior, thought, or mood
disorders,
INTERIM RECOMMENDATIONS

The activities outlined above will require considerable time, probably on the
order of two or three years, Since psychosurgery practice will continue during
this time period, the NIMIT makes the following recommendations with the
intent of providing the maximum possible protection for potential psycho-
surgery candidates without unduly inhibiting practice for those cases which,
judged by our present stnndards and knowledge, appear to require psycho-
surgery for relief of extreme mental illness or behavioral disorders,

1. Psychosurgery should be reparded as an eapertmental therapy at the
present time—As such, it should not be considered to be a form of therapy
whiclt can be made generally avallnble to the public beratige of the peculiar
nature of the procedure and of the problems with which it deals. Special con-
straints that apply to any experimental therapeutic procedure are required
and the procedure should be only undertaken in those eircumstances where
there {9 special competence and experience and in institutional environments
whete approprinte safeguards are documented to be avatlable,

The designntion of psychosurgery ns an experimental therapy impoges n
namber of stringent but essentinl constraints on practice! comprohensive re-
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search protocols must he developed whenever psychosurgery is undertaken in
order to assure that the maximum scientifle value and information is obtained;
psychosurgery should be conducted only in hospitals with strong and intimate
affiliation with, and commitment to, acndemic sciences; it is absolutely essen-
tial that informed consent procedures be given primary consideration; every
effort must be mnde to insure that all reasonable alternative therapies, based
on our present state of knowledge, are attempted to an adequate extent before
resorting to psychosurgery.

2. No psychosurgery shonld be performed on involuntarily confined persons
or persons incapable of giving consent, either by reason of age or mental con.
dition~The NIMH is in full and complete accord with the recent decision of
the Circuit Court for the County of Wayne, State of Michigan, which con-
cluded that involuntarily confined mental patients cannot give informed and
adequate consent to psychosurgery, We would also apply this judgment to
prisoners and to persons under the age of consent,

3, A registry should be established to monitar psychosurgery practice and to
provide e continually updated source of information about the extent of the
practice, the type of patients selected, and the outcome of the treatment—
We would also suggest that the registry have provisions for indieating intent
to perform psychosurgical procedure, 80 that scientific and clinieal experts in
psychology, psychiatry, and neurology have an opportunity to assess the pa-
tient's status prior to operation, as well as to study the short- and long-term
effects of psychosurgical treatment,

CONCLUSION
In the muny discussions held between NIMH staff and consultants, the pos-

sibllity of recommending a voluntary moratorium on psychosurgery practice -

was frequently brought up, However, we have rsncluded that this would not
bhe an appropriate action, for at least three reasons: (1) it would constitute
an unprecedented Federal prescription of the parameters of permissible and
impermissible surgery for the medical profession; (2) the difficulty of arriving
at a precise and consensually agreed-upon definition of psychosurgery, specifi-
cally in the cases of surgical treatment for epllcpsy angd intractable pain, would
vitiate the effectiveness of any moratorium—psychosurgery could, in many
cases, continue under the guise of trentment for epilepsy or other neurological
disease; and (3) the interim recommendations listed above amount to at least
a partial moratorium, calling for cessation of that psychosurgery practice which
is most subject to ecriticism,

With regard to the various activities outlined above, which are designed to
provide a sound basis for judging the value of and indications for psychn-
surgery, the NIMH ig soliciting contract proposals from outside organizations
possessing the special expertise necessary for approaching these problems.
However, we have received no satisfactory responses to a recent ‘sources
sought” notice in the Commerce Business Daily, This fact, combined with our
discussions with consultants and potential contractors, has made it clear that
gome of the projects that we consider essential for reasoned judgments about
psychosurgery practice will be quite difficult to accomplish, A number of serious
problems present themselves, including whether or not the necessary depree
of cooperation can be obtuined from the professionnl disciplines involved in
psychosurgery and difficulties in the area of the physician-patient relationship
and confidentiality of clinical records. Thus it is difficult to provide at this
time any timetable for completion of .nese tasks, We will continue our activi-
ties in trying to develop a contract that will satisfy the necessarily stringent
s?tienttiﬁc, ¢linieal, and managerial criteria that must be applied to such an
effort, :

NIMH PsycttostReERY PANEL—LEGAL, HETHICAL, AND LAY Ghoup

PANEL MEMBERS

Hon. David 1. Bazelon, Chief Judge, U.S, Court of Appeals for District of
Columbgl Circuit, Constitution Ave. & John Marshall Pl, NW,, Washing-
ton, D.C.

Dr. Daniel Callahan, Director, Institute of Soclety Fthics and the Life Sci-
enced, 628 Warburton Ave,, Hastings-on-Hudson, N.Y,

TRt
‘ Yok

" WA
survivingstraightinc.com




146

Mr. Neil I, Chayet, Chayet & Sonnenveich, 18 Court Sq., Boston, Mass,

Mr, Charles R, Halpern, Mental fHealth Law Project, 1751 N 8t, NW,, Wash-
ington, D.C, ’

Ms, Wil Scott IIeide, President, National Ovganizution for Women, 96 Irene
Dr., Vernon, Conn,

Mr. Hubert Jones, Visiting Associnte Professov, Department of Urban Studles
and Planning, Massachusetts Institute of Technology, Building 7, Room 338,
77 Massnehusetts Ave., Cambridge, Mass,

Ms, Maya Pines, 4724—22d4 St, NW., Washington, D.C.

Dr. Warren 1. Reich, Senior Research Scholir, Kennedy Center for Bioethics,
Georgetown University, Washington, D.C,

Mx;. Philip\Supir, Director, The Grant IPoundation, Inc,, 130 I, 50th St., New

‘ork, N.Y.

Mz, Robert C, Toth, White House Correspondent, Los Angeles "T'imes, Washing-

ton Bureau, 1700 Pennsylvania Ave, NW., Washington, D.C.

SCIENTIFIC RESOURCES PERSONS

Dr, Beatrix A, M, Hambury, Clinicul Associnte Professor, Department of Psy-
chintry, Stanford University School of Medicine, Stanford, Calif,
Dr. Herbert Vaughan, Professor of Neurology, Albert Einstein College of Medi-
eine, Bronx, N.Y.
NIMH STAFF MEMBERS

Dr, Bertram 8. Brown, Director, Nationnl Institute of Mental Health, 5600
I"ishers Lutte, Rockville, Md.,

Dr. Louis A. Wienckowski, Director, Division of Iixtramural Research Pro-
grams, Nntional Institute of Mental Health, 5600 Iishers Lane, Rockville,
Md.

Mr. Vernon James, Chlef, New Careers Training Branch, Division of Man.
power and ‘Craining Programs, National Institute of Mental Iealth, 5600
Pishers Lane, Rockville, Md.

Dr. Lyle W, Bivens, Chief, Neuropsychology Sectlion, Behavioral Sclences Re-
senrch Branch, National Institute of Mental Henlth, 5600 IMshers Lane,
Rockville, Md.

NIMH PsycnosURGERY PANEL-—SCIENTIFIC AND CLINICAL (Group

QUTSIDE CONSUL'TANTS

Iterbert Vaughan, M.D., Chairman, Department of Neurology, Albert Einstein
College of Medicine, RRronx, NY. »
Leon EHisenberg, M.D,, Chairman, Department of Psychintry, Massachusetts
General Iospital, Boston, Mass.

Gardner Quarton, M.D., Mental Iealth Research Institute, University of Michi-
gan, 205 N. Forest St, Ann Arbor, Mich,

Morton Reiser, M., Chairman, Department of Psychiantry, Yale University
School of Medicine, New Haven, Conn,

Arthur Ward, M.D,, Department of Neurosurgery, University of Washington
Medical School, Senttle, Wash,

NIMHI STAFP

Louis A, Wienckowski, Ph.D., Director, Division of Iixtramural Research Pro-
gramg, Rm, 10-105, Parklawn Bldg,, 5600 I'ishers Lane, Rockville, Md,

Lyle W. Bivens, 'hD., Chief, Weuropsychology Section, Behavioral Sciences
Ltesenteh Branceh, DERP, 5600 Fishers Lane, Rockville, Md,

I"rank Ochberg, M.D., Associnte Reglonal Henlth Director for Mental Henlth,
Reglon IX, Federal Office Bldg, G0 Fulton St., San Prancisco, Calif,

{Item 1.B.7)

CONFUERENCE REPORT ON IR 124 (P D3-848)

My, Staggoers s:uhmltted the following conference report and stutement on
the bifl (MR 7724) to amend the Publie Health Service Act to establish a
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national program of biomedieal resenvch fellowships, traineeships, and train-
ing to assure the continued excellence of biomedleal research in the United
States, and for other purposes

CONFERENCE REPORT (¥, REPYT. NO, 0i-1149)

“he comnittee of conference on the disagreeing votes of the two Houses
on the amendments of the Sente to the bill (FL.R. 7724) to amend the Public
Health Serviee Act to establish a national program of biomedical research
fellowships, traineeships, and treaining to assure the continued excellence of
bimmadical research in the United States, and for other purposes, having met,
after full and free conference, have agreed to recommend and do recommend
to their respective Houses s follows:;

“Phat the House recede from its disagreement to the amendnient of the
Scinute to the text of the bill and agree to the same with an nmendment as
follows

“In lien of the matter proposed to be inserted by the Senate amendment
to the text of the bill insert the following

“Section 1, 1'his Act may be cited us the ‘Nationnl Research Act',

$rLE I—DBIOMEDIGAL AND BEHAVIORAL RESEARCH 'RAINING

“SHORT TITLE

8o, 101, This title may be cited as the ‘National Research Service Award
Act of 1074, : :
“IINDINGS AND DECLARATION OF PURPOSE

“gre, 102, (a) Congress finds and declares that—

“(1) the success and continued viability of the Federal biomedical and
behavioral research effort depends on the avallability of excellent scientists
and a network of institutions of excellence capable af producing superior re-
senrch personnel

“(2) direct support of the training of scientists for careers in biomedical
and behavioral research is an appropriate and necessary role for the Federal
Government; and :

“(3) graduate resenrch assistance programs should be the key elements in the
training programs of the Institutes of the National Institutes of Health and the
- Alcohol, Drug Abuse, und Mental Health Administration, .

“(h) It is the purposes of this title to increase the capability of the in.
stitutes of the National Institutes of Health and the Alcohol, Drug Abuse,
and Mental Health Administration to carry ont their responsibility of main.
taining a superior national program of research into the physical and mental
diseases and impairments of man. :

“HIOMEDICAL AND BEHAVIORAL RESEARCH TRAINING

“Gre, 108, The part 1T of the Public Health Service Act relating to the
appointment of the Directors of the National Institutes of Health and the
National Cancer Institute is redesignated as patrt I, section 4061 of such part
is redesignated as section 471, and such patt is nmended by ndding at the
end the following new sections !

“HINATIONAL RESEARCH SERVICE AWARDS

Wigpe, 472, (1) (1) e Secvetary shall—
“(A) provide Nutlonal Research Service Awards for—

“iybiomedienl and behavioral resenrch at the National Institutes of
Heulth and the Aleohol, Drug Abuse, nnd Mental Health Administration
in matters relating to the cause, dingnosis, prevention, and trentment of
the disense (or diseases) or other health problems to which the nctivities
of the Institutes and Administeation ave direeted,

i) training at the Institutes and Administration of individualg to
undettake such regearch,

“erlil) blomedical and behaviorat researeh at non-Federal public institu.
tions and at nonprofit private institutions, and

i‘ S b
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“i(ly) pre- and postdoctoral teaining at such public and private insti-
tutions of individuals to undertake such research; and
“4(B) makeo granty to non-Federal public institutions and to nonprofit pri-

vate institutions to enable such institutions to make to individuals selected

by them National Research Service Awards for research (and training to
undertake such research) in the matters described in subparagraph (A) (i),

A reference in this subsection to the Nntional Institutes of Health or the
Alcoliol, Drug Abuse, and Mental Health Administration shall be considered
to include the institutes, divisions, and hureaus included in the Institutes
or under the Administration, as the cnise may be. .

“4(2) National Research Service Awards may not be used to support
residetnicies,

“4(3) Effective July 1, 1975, National Research Awards may be made for
research or research training in only those subject areas for which, as deter-
mined under section 473, there is a need for personnel.

“4(b) (1) No National Research Service Award may be made by the Secretary
to any individunl unless—

“4(A) the individual has subinitted to the Secretary an application
therefor and the Secretary has approved the application; .

“4(B) the individual provides, in such formt and manner as the Secretary
shall by regulation prescribe, assurances satisfactory to the Secretary
thalt the individual will meet the service requirement of subseetion (c) (1)
HNC .

“4(0) in the case of a National Research Service Award for a purpose
described in subsection (a) (1) (A) (ili) or (a) (1) (A) (iv), the individual
has been sponsored (in such manner as the Secretary may by regulation
require) by the institution at which the research or training under the
Award will be conducted.

An applieation for an Award shall be in such form, submitted in such manner,
and contain such information, as the Secretary may by regulation prescribe.

“y2) The award of National Research Service Awards by the Secretary
under subsection (a) and the making of grants for such Awards shall be
subject to review and approval by the appropriate advisory councils to the
entities of the National Institutes of Health and the Alcohol, Drug Abuse,
and Mental Health Administration (A) whose activities relate to the research
or training under the Awards, or (B) at which such research or training will
be conducted.

#4(3) No grant may he made under subsection (a) (1) (B) unless an applica- .
tion therefor has been submitted to and approved by the Secretary. Such ap--

plication shall be in such form, submitted in such manner, and contain such
information, as the Secretary may by regulation prescribe. Subject to the
provisions of thiy section other than paragraph (1) of this subsection, Na-
tionnl Research Service Awards made under a grant under subsection (a) (1)
(B) shl;tll be made in accordance with such regulations as the Secretary shall
prescribe.

#4(4) The period of any National Resesirch Service Award made to any indi-
vidunl tnder subsection (a) may not exceed three years in the aggregate
unless the Secretary for good cause shown waives the application of the
three-year limit to such individual,” o ’

#i(5) National Resenrch Service Awards shall provide stich stipends and
allownszces (including travel and subsistence expenses and dependency allow-
ances) for the recipients of the Awards as the Secretary may deem necessary.
A National Research Service Award made to an individual for research or

resenrch training at a non-Federal public or nonprofit private institution shall .

nlgo provide for payments to be made to the institution for the cost of support
sorvices (including the cost of faculty salaries, supplies, equipment, general
research support, and telated items) provided such individual by such insti-
tution. The amount of any stich payments to any institution sghall be deter-
mined by the Secretary and shall bear a direct relationship to the reagonable
costs of the ingtitution for establishing and maintaining the dquality of its
biomedical and behavioral research and training programs.

Wita) (1) (A) Each individual who recelves n Nationtnl Resenrch Service
Award shall, in accordance with paragraph (8), engage in—
“4(1) health research or tenching,

- -
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#4(11) .if. authorized under subpayagraph- (B), serve. as a; member of the
.National Health Service Corps or serve in his specialty oy

Wi(iif) if authorized under subparagraph. (0), serve in.a heajth related
activity approved under that subparagraph, for a period computed in
accordance with paragraph (2)

“{(B).Any.individual who receiveci a'National Research Service Award and
who is & physician, dentist, nurse, or. other.individual trained -to provide
health care directly to individual patients may, upon application to the Sec-
retary, be authorized by the Secretary to-

“¢(1) serve as a member of the National Health Service Corps,

“4(it) serve In his specialty in private practice in a geographic area desig-
nated by the Secretary as requiring that specialty, or .
.. Y e(iit) provides services in hig specialty for a health maintenance organi.
.zation to which payments may be made under section 1876 of title XVIII
of the Social Security Act and which serves a medically underServed
population (as defined in section 1302(7) of this act),

in lieu of engaging in health research or teaching if the Secretary determines
that there are no suitable health research or teaching positions available to
such individual.

“i(C) Where appropriate the Secretary may, upon application, authorize a
reciplent of a National Research Service Award, who is not trained to provide
health care directly to individual patients, to engage in a health-related activity
in leu of engaging in health research or teaching if the Secretary determines
that there are no suitable health research or teaching positions avaflable to
such individual

#4(2) For each year for which an individual receives a Natfonal Research
Service Award he shall—

We(A) for twelve months engage in health research or teaching or, if so
authorized, serve as a member of the Nationul Health Service Corps, or
S WYB) if authorized under paragraph (1)(B) or (1)(0), for twenty
months serve in his specialty or engage in a health-related activity.

“H¢(8) The requirement of paragraph (1), shall be complied with by any
individual to whom it &pplies within such reasonable period of time, after the
completion of such individual's Award, as the Secretary shall by regulation
prescribe. The Secretary shall (A) by regulation prescribe (1) the type of
regearch and teaching which an individual may engage in to comply with stch
requirement, and (ii) such other requirements respecting such research and
teaching and alternative service authorized under paragraphs (1) (B) and
(1) (C) as he deems necessary: and (B) to the extent feasible, provide that
the members of the National Health Service Corps who are serving in the
Corps to meet the requirement of paragraph (1) shall be assigned to patient
care band to positiony which ntilize the clinieal training and experience of the
members

“i(4) (A) If any individual to whom the requirement of paragraph (1) Is
applicable fails, within the period preseribed by pardgraph (8), to comply
with sueh requirement, the United States shall be entitled to recover from
such individual an amount determined in accordance with the formula—

L b—1/28
A=9 =

in which ‘A’ 18 the amount the United States is entitled to recover; '# is the
sum of the total amount paid under one or more Natiotinl Research Service
Awardd to such individual and the interest on such amount swhich world be
payable if at the time it was paid it was a loan bearing interest at a rate fixed
hy the Secretary of the T'reasury after taking into consideration private con.
stiner rates of ititerest prevalling at the time each Award to sueh individual
was made; ‘t* 18 the total number of months in such individual’s gervice obliga-
tion; and ‘g 19 the number of months of such obligation gerved Ly him in ne.
cordnnce with paragraphs (1) and (2) of this subsection,

Any amount shich the United States g entitled to recover under
suhpnrngraph (A) shall, within the three-year period beginning on the date
the United States becomes entitled to recover such amount, be paid to the
United States, Until any amount due the United States under subparvagraph
(A) on account of any Nattohal Research Service Award Is paid, there shall

88-14d— 1411
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accrue to the United Btates interest on such amount at the same rate as that
fixed by the Secretary of the Treasury under subparagraph (A) to determine

" the amount due the United States, '

“4(4){A) Any obligeion of any individual under paragraph (8) shall be
canceled upon the deata of such individual, :

“¢(B) The Secrniary shall by regulation provide for the wajiver or sus-
penston of any such obligation applicable to any individual whenever com-
piance by such individual is impossible or would involve extreme hardship to
such individual and i{f enforcement of such obligation with respect to any
individual would be against equity and good consecience,

“i(d) There are authorized to be appropriated to make payments under
National Research Service Awards and under grants for such Awards $207,-
947,000 for the fiscal year ending June 80, 1975, Of the sums appropriated under
this subsection, not less than 25 per centum shall be made available for pay-
ments under Natfonal Research Service Awards provided by the Secretary
under subsection (&) (1) (A).

“‘STUDIES RESPECTING BIOMEDICAL AND BEHAVIORAL RESBARCH PERSONNEL

“+Sre. 478, (2) 'The Secretary shall, in accordance with subsection (b),
arrange for the condurt of a continuing study to—

“4(1) establish (A) the Nation's overall need for biomedical and be-
havioral research personnel, (B) the subject arens in which such personnel
are needed and the number of such personnel needed in each such area,
and (C)lthe kinds and extent of training which should be provided such
personnel ;

“(2) assess (A) current training programs available for the training
of biomedical and behavioral research personnel which are conducted
under this Act at or through institutes under the National Institutes of
Health and the Alcohol, Drug Abuse, and Mental Health Administration,
and (B) other current training programs available for the training of such
personnel ; '

“(8) identify the kinds of research positions available to and held by
individuals completing such programs; .

“i(4) determine, to the extent feasible. whethet the programs referred
to in clause (B) of paragraph (2) would be adequate to meet the needs
established under paragraph (1) if the programs referred to in clause (A)
of paragraph (2) were terminated ; and

“4(5) determine what modifications in the programs referred to in para.
graph (2) are required to meet the needs established under paragraph (1),

“i(h) (1) "The Secretary shall request the Natfonal Academy of Sclences to
conduct the study required by subsection (a) under an arrangement under
which the actual expenses incurred by such Academy in conducting such study
will be paid by the Secretary. If the National Academy of Sciences is willing
to do so, the Secretary shall enter into such an arrangement with such Acad-
emy for the conduct of such study, ‘

“i(2) If the National Academy of Sclences iz unwilling to conduct such
study under such an arrangement, then the Secretary shall enter into 2 similay
arrangement with other appropriate nonprofit private groups or associations
under which such groups or associations will conduct such study #nd prepare
and stbmit the reports thereon as provided in subsection (c). .

“i(c) A report on the results of such study shall be submitted by the Sec-
retary to the Committee on Inters! -te and Foreign Commerce on the House
of Representatives and the Committee on Labor and Public Welfare of the
-Senate not later than March 31 of each yeir.

CONFORMING AMENDMENTS

“See. 104, (a) (1) Section 801 of the Public Health Service Act {8 amended
(A) by striking out paragraph (c¢); (B) by striking out in paragraph (d) ‘or
resenrch training' each place it occurs, ‘and regearch training programs’, and
‘and research training program’; and (C) by redesignating paragraphs (d),
(e), (f), (), (h), and (i) as paragraphs (c), (d), (e), (f), (), and (h),
tespectively.

“(9) (A) Section 308(a) (1) of such Act 18 amended to read as follows!

“(1) to provide clinieal tiaining and instruetion and to establish and
maintain clinical traineeshins (with such stipends and allowances (inelud.

a -
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ing travel and subsistence expenses and dependency allowances) for the
trainees as the Secretary miy deem necessary)

“(B) Section 803(b) of such Act is amended by inserting before the
first sentence the following: “I'he Secretary may provide for training,
instruction, and traineeships under subsection (a) (1) through grants to
public and other nonprofit institutions.’

(8) Section 402(a) of such Act is amended (A) by striking out ‘training
and instruction’ in paragraph (3) and inserting in lieu thereof ‘clinical
training and instruction’, and (B) by striking out paragraph (4) and by
redesignating paragraphs (5), (6), and (7) as paragraphs (4), (5), and
(6), respectively, :

“(4) Section 407(b) (7) of such Act is amended (A) by striking out
‘and lbatslc research and treatment’, and (B) by striking out ‘where ap-
propriate’. )

“(5) ‘Section 408(b) (3) of such Act is amended by inserting ‘clinical’
before ‘training’ each place it oceurs,

W(6) Section 412(7) of such Act is amended by striking out ‘(1) estab-
tish and maintain’ and all that follows down through and including
‘maintain traineeships’ and inserting in lieu thereof ‘, provide clinical
training and instruction and establish and maintain clinical traineeships'.

“(7) Section 413(a) (7) is amended by inserting ‘clinical’ before ‘pro-
grams’, .

“(8) Section 415(b) is amended by inserting before the period at the
end of the last sentence thereof the following: ‘; and the term “training”
does not include research training for which fellowship support may be
provided under section 472 ,

“(9) Section 422 of such Act is amended (A) by striking out paragraph
(¢) and by redesignating paragraphs (d), (e), and (f) as paragraphs
(¢), (d4), and (e), respectively, and (B) by striking out ‘training and
instruction and establish and maintain traineeships’ in paragraph (e) (as
go redesignated) and inserting in lieu thereof ‘clinical training 'and in-
struction and establish and maintain clinical traineeships’,

“(10) Section 434(c) (2) of such Act is amended by inserting ‘(other
than research training for which National Research Service Awards may
be made under section 472)' after.‘training’ the first time it occurs.

“(11) Sections 433(a), 444, and 468 of such Act are each amended by
striking out the second sentence thereof. »

#(12) The heading for part I of title IV of such Act (as so redesignated
by section 108) is amended by striking out ‘Administrative’ and inserting
in lieu thereof ‘General’,

“(h) The amendments made by subsection (a) shall not apply with respect
to commitments made before the date of the enactment of this Act by the
Secretary of Health, Education, and Welfare for research training under the
;()rovlslons of the Public Health Service Act amended or repealed by subsection

a). .

“gEX DISCRIMINATION

“Sro. 108, Section 799A of the Public Health Service Act is amended by
m%(}hlx]g at the end thereof the following: ‘In the case of a school of medicine
whiche— :

“i(1) on the date of the enactinent. of this sentence is in the process of
changing its status as an institution which admits only female students to that
of an institution which admits students without regard to their sex, and

“i(2) is carrying out such change in accordance with a plan approved by
the Secretary,

the provisions of the preceding sentences of this section shall apply only with
respect to a grant, contract, loan guarantee, or interest subsidy to, or for the
benefit of such a school for a fiseal yenr begitining after June 30, 1979.

URINANCIAL DISTRESS ORANTS

“Spo, 100, Section 778(a) of the Public Health Service Act i3 amended (1)
by striking out ‘$10,000,000' and inserting in lieu thereof ‘315,000,000, and (2)
by striking out ‘1972 each place it occurs in the last sentence theteof and
ingerting in len therecof 1974 '
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YTrrLe IlsPROTECTION OF HUMANR SURIECTS oF BIOMEDICAL AND BEHAVIORAL
KBEARCOHL '

. “Part ‘A—National Commission for the P,otection of ﬁuman-Subjects of
Biomedical ang Behavioral Research

YESTABLISHMENT OF COMMISSION

“Src, 201, (a) There s established a Cominission to be known as the National
Commission for the Protection of Human Subjects of Biomedical and Behavioral
Research (hereinafter in this title referred to as the ‘Commission').

“(b) (1) The Commission shall be composed of eleven members appointed by
the Secretary of Health, Wducation, and Welfare (hereinafter in this title
referred to as the ‘Secretary’). The Secretary ghall select members of the

-Commission from individuals distinguished in the fields of medicine, law,

ethics, theology, the biological, physical, behavioral and_social sciences, philoso-
phy, humanities, health administration, government, and public affairs; but
five (and not more than five) of the members of the Commission shall be indi-
viduals who are or who liave been engaged in biomedical or behavioral research
involving human subjects, In appointing members of the Commission, the Sec-

retary shall give consideration to recommendations from the National Academy

of Sciences and other appropriate entities. Members of the Commission shall be
appointed for the life of the Commission. ‘I'he Secretary ghall appoint the
mfe:ll;timxﬁ (t)f the Commission within sixty days of the date of the enactment
() S ACL.

“(2) (A) HExcept as provided in subparagraph (B), members of the Com-
mission shall each be entitled to receive the duily equivalent of the annual
rate of the bhasic pay in effect for grade GS-13 nf the Genernl Schedule for
each day (including traveltime) during which they are engaged in the actual
performance of the duties of the Commission,

“(B) Members of the Commission who are full-time officers or employees. of
the United States shall receive no additional pay on account of thelr service
on the Clommisston, . )

“(C) While away from their homes or regular places of business in the
performance of duties of the Commission, members of the Commission shall
be aliowed travel expenses, including per diem in lieu of subsistence, in the
same manner as persons employed intermittently in the Government gervice
%m1 allowed expenses under section 5703(b) of title § of the United States

0Qae,

“(c) The chairman of the Commission shall be selected by the members of
the Commission from among their number.

“(d) (1) The Commission may appoint and fix the pay of such staff perscnnel
as it deems desirable. Buch personnel shall be appointed subject to the provi-
giohs of title §, United States Code, governing appointments in the competitive
service, and shall be paid in accordance with the provisions of chapter 51 and
subichapter IIT of chapter 89 of such title relating to classificatfon and General
Schedule pay rates.

“(2) The Commission may procure temporary and intermittent services to
the sanme extent as is authorized by section 3100(b) of title 6§ of the United
States Code, but at rates for individuals not to exceed the daily equivalent of
the annual rate of basie pay in effect for grade GS-18 of the General Schedule,

“Ske, 202, (a) The Commission shall carry out the following

“(1)(A) The Commission shall (i) conduct a comprehensive investiga.
tion and study to identify the basle ethical principles which should under-
lle the conduct of biomedical and behavioral research involving human
subjects, (i) develop guidelines which should be followed in such resesrch
to asgure that it is conducted in accordance with stich prineiples, and
(ii1) make recommendations to the Secretary (I) for such administrative
netion as may be appropriate to apply sueh guidelihes to bicmedieal and
behavioral researeh conducted or supported under programs administered
by the Secretary, and (II) concerning any other matter pertaining to the
protection of human subjects of biomedical and behavioral research.

“(B) In carrying out subparagraph (A), the Commission shall consider
at teast the following:

“(1) The boundaries between blomedical or behavioral research involve
ing human subjects and the accepted and routine practice of medicine.
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“(i1) The role of assessment of risk-benefit criteria in the determination
of the appropriateness of reseurch involving human subjects,

“(ii1) Appropriate guidelines for the selection of human subjects for
participation in biomedical and behavioral research. , ‘

;‘élv) The nature and definition of informed consent in various research
settings, :

M{v) Mechanisms for evaluating and monitoring the performance of In-
stitutional Review Boards established in accordance with section 474 of
the Public Health Service Act and appropriate enforcement mechanisms
for carrying out their decistons. ’ :

“(C) The Commission shall consider the appropriateness of applying
the principles and gudelines identified and developed under subparagraph
(A) to the delivery of health services to patients under programs con-
ducted or supported by the Secretary, ‘

*(2) 'The Commission shall identify the requirements, for informed
consent to participation in biomedical and behavioral research by children,
prisoners, and the institutionalized mentally infirm. The Commission shall
investigate and study biomedicnl and behavioral research conducted or
supported under vrograms administered by the Secretary and involving
children, prisoners, and the institutionalized mentally infirm to deterniine
the nature of the consent obtained fromn such persons or their legal repre-
sentntives before such persons were involved in such research; the ade-
(quacy of the information given them respecting the nature and purpose of
the research, procedures to be used, risks and discomforts, anticipated
benefits from the research, and other matters necessary for informed con-
sent; and the competence and the freedom of the persons to make a choice
for or against involvement in such research. On the basis of such investi-
gation and study the Commission shall make such recommendations to
the Secretary as it determines approprinte to assure that biomedical and
behaviornl research conducted or supported under programs administered
by him meets the requirements respecting informed consent identified by
the Cotamission. For purposes of this paragraph, the term ‘children’ means
individuals who have not attained the legal age of consent to participate
in research as determined under the applicable law of the jurisdiction in
which the research is to be conducted ; the term ‘prisoner' means individuals
involuntarily confined in correctinnal institutions or facilities (ns defined
in section €01 of the Omnibus Crime Control and Safe Streets Act of
1008 (42 U.S.C. 8781); and the term ‘Institutionalized mentally infirm’
includes individuals who are mentally ill, mentally retarded, emotionally
disturbed, psychotic, or senile, or who have other impairments of n similar
nature and who reside as patients in an institution. :

#(3) The Cominission shall conduct an investigation and study to de-
termine the need for a mechanism to assure that human subjects in
blomedicrl and behavioral research not subject to regulation by the Sec-
retary are protected. If the Commission determines that such a mechanisin
i« needed, it shall develop and recotnmend to the Congress such a mecha-
nism. The Commission may contract for the design of such a mechanism
to be included in such recommendations, .

“(h) The Commission shall eonduct an investigation and study of the
nature and extent of research involving living fetuses, the purposes for
which such research has been undertaken, and alternative means for achiev-
ing such purposes. The Commission shall, not later than the expiration of
the 4-month period beginning on the first day of the first month that
follows. :he date on which all the members of the Commission have taken
office, recommend to the Secretary policles defining the circumstances (if
any) under which suech research may be conducted or supported.

“(¢) The Commission shall conduct an investigation and study of the
use of psychosurgery in the United States during the five-year period ending
December 81, 1072, he Commission shall determine the appropriateness
of its use, evaluate the need for it, and recommend to the Secretary policies
defining the circumstances (if any) under which itg uge may be appropriate.
For purposes of this paragraph, the term ‘psychosurgery’ means beain
surgery on (1) normal brain tisswe of an Individual, who does not suffer
from any physical disense, for the purpose of changing or controlling the
behavior or emotions of such individual, ot (2) diseased brain tissue of

.
o §

P ,.c,n,,
survivingstraightinc.com




154

an individual, if the gole objeect of the lperformnnce of such surgery is tn
control, change, or affect any behavioral or emotional disturbance of suc,
individual. Such term does not include brain surgery designed to cure or
aweliorate the effects of epilepsy and electrie shock treatments.

“(d) The Commission shall make recommendations to the Congress respecting
the functions and authority of the National Advisory Council for the Protection
of Subjects of Blomcdicnl and Behavioral Research to be established under
section 217(f) of the Public Health Service Act.

“SPECIAL STUDY

“SEc. 203, The Cominission shall undertake a comprehensive study of the
ethical, social, and legal implications of advances in biomedical and behavioral

" research and technology. Such study shall include—

“(1) an analysis and evaluation of scientific and technological advances
in piust. present, and projected biomedical and behavioral research and
services;

“(2) an analysis and evaluation of the implications of such advances,
both for individuals and for soclety
~ *(8) an analysir and evaluation of laws and moral and ethical principles
governing the use of technology in medical practice:

“(4) an analysis and evaluation of public understanding of and attitudes
toward such implications and laws and principles ; and

“{5) an analysis and evaluation of imptications for public poliey of such
findings as are made by the Commission with respect to advances in

biomedieal and hehavioral research and technotogy and public attitudes
toward such advances, : .

“‘An.\umsru,\'uvm PROVISIONS

“Sre. 204, (a) The Commission may for the purpose of carrying out its
duties under sections 202 and 203 hold such hearings, sit and act at such
times and places, take such testimony, and receive such evidence as the
Commission deems advisable, .

“(b) 'The Commission may secure directly from any department or agency
of the United States information necessary to enable it to carry out its dvties.
Upon the request of the chairman of the Commission, the head of sueh depart.
ment or agency shall furnish such information to the Commission,

“(¢) The Commission shall not disclecse any information reported to or
otherwise obtained by it in carrying out its duties which (1) identifies any
individual who has been the subject of an activity studied and investigated
by the Connnission, or (2) which concerns any information which contuins
or relates to a trade secret or other matter referred to in gection 1905 of
title 18 of the United States Code,

“(d) Except as provided in subsectlon (b) of section 202, the Commission
shall complete its duties under sections 202 and 203 not later than the expira-
tion of the 24-month period beginning on the first day of -he first month
that follows the date on which all the members of the Commission have taken
office. The Commission shall make periodic reports to the President, the Con-
gress, and the Secrctary vespecting its activities under sections 202 and 203
and shall, not later than ninety days after the expiration of such 24-month
period, make a finul report to the President, the Congress, and the Secretary
respecting such activities and including its recommendutions for administrative
action and legislation,

‘“(e) The Commission ‘shall cease to exist thirty days following the subiis-
sion of its final report pursuant to subsection (d).

“HUTIES OF THE BECRETARY

“Sue. 205, Within 60 dags of the receipt of any reconmnendition made by
the Conmnission under section 202, the Secretary shall publish it in the Federal
Register and provide opportunity for interested persons to submit written data,
views, and arguments with respect to sich recommendation. The Secretary
¢hall consider the Conmmission's recommenduntion and relevant matter subinitted
with respect to it and, within 180 days of the date of its publication i the
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