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'"'THU’PTWT Y
The White House . '
Washington. D C 20500

’ Dear Mr. Presiden} Lt

5 ~ On behalf of the National Commission for the Protection of Himan
" Subjects of Biomedical and Behavioral Reseatrch, T am pleased to trans-
mit our ""Belmont Report: Ethical Principles and Guidelines for the =
Protection of Iqumun Subjects of Reaearch "' .,The identification of basic
ethical principles that should underlie the conduct of research involving
human subjects, and the development of guidelines to assure that such
principles are followed, were-topics of studies #et forth in the Com-
mission's mandate undér Public Law 93-~348. This mandate also
'dirfcts the Commissipbn to submit its teport to the President, the T
Congress, and the Secretary of Health Education, and Welfnré

e

Unlike most of the previous reports of the Commission, the
Belmont Report does not make specific recommendations for admin-
istrative actions by the Secretary of Health, Education, and Welfare.
Instead, it isour recommendation that the Belmont Report be adopted
in its entirety as a statement-of departmontal policy on the conduct of .
research involving human subjeots. Publication and dissemingtion of
this policy will provide federal employees, members of Inst{tutional

. Reﬂev&yBoards and scientific investigators with common points of
referehce for the analysis of ethical issues in human experimentation. .
While the principles cannot always be applied so as to resolve beyond N
_ .o dispute particular ethical problems, they provide anh analytical frame-
~ gwork that will guide the resolution of ethical ptwblems arising from
' research involving human subjects. \

The Belmont Repori is the outgrbwth of an intensive four- -day period
s,of discussions that were held in February 1976 at the Smithsonian Ingti- MR
tution"®8 Belmont Conference Center and the monthly Commaission's .

" deliberations that have been conducted over the nearly four years of
our existence. - : )

. We appreciate the opportunity to have worked on this fundamental
task in the protection of humanyresearch subjects.  ° '




National Commusnon for the Protochon of Human Subwcts

of Biomodicpl and Bohavuorafkosoarch B ‘ N
. | . Wo_mrood__lulclng.kooml%'
R S . 5333 Westbard Avenue
S — = Bethesda, Maryland 20016

. September 30, 1978

-

The Honornble Walter F, Mondale
President of the United States Senate -
Washington, DC. 20510 |

Deur Mr. President: o )

- On behalf of the National Commission for the Protection of Human
Subjects of Biomedical and- Behavioral Research, I am pleased to trans-
mit our ""Belmont Report: Ethical Principles and Guidelines for the
Protection of Human Subjécts of Research.' The identification of basic*
n}ﬁcd principles that should underlie the conduct of research involving

uman subjects, and the development of guidelines to assure that such
principles are followed, were topics of studies set forth in the Com-
mission's mandate under Public Law 93-348. . This mandate alsé
directs the Commission to submit its report to the President, the
Congress. and the Secretary of Health, Education, .and Welfare.

, Un].ike most of the previous reports of the Commission. the
Belmont Report does not make specific- recommendations for admin-
istrative actions by the Secretary of Health, Education, and Welfare.
Instead, it is our recommendation that the Belmont Report be adopted
in ite entirety as a statement of departmental policy on the conduct of
research involving human spbjects. Publication and dissemination of

_ this policy will provide fehez:'al employees, members of Institutional
Review ‘Boards and scientific investigators with common points of
reference for the analysis of ethical issues in human éxperimentation.

. While the principles cannot always be applied so as to resolve b&#ond
dispute particular ethical problems, they provide an analytical frame-

. work that will guide the resolution of ethical problems arising from

. r search involving human subjects. . _

\ »

: The Belmont Report is\the outgrowth of an intensive four-qlay period
_ - of digcuasions that were held in February 1976 at the Srithsonian Ins{i-
» . tution's Belmont Conference Center and the monthly Commission's
. deliberations that have been conducted over the nearly four yedrs of
our existence. .

\ - 'We dppreciate the opportunity to have worked on~this fundamental
: ‘ task in the protectibn of- humarrresearch subjects

e Chairman




National Commission for the Protection of Human Subjects /
of Biomedical and Behavioral Research - R

- ‘ R | * Westwood Building, Room 125
. C . . 5333 Westbard Avenue

= o . ' Bethesda, Maryland 20016
: September 30, 1978 . .

’

The Honorable Thomas P, O Neill, Jr,
Speaker of the House of Represaptatives
Washington, D.C. 20515

Dear Mr. Speaker: ,
On behalf of the National Commission for the Protection of Human

. Subjects of Biomedical and Behavioral Research, I am pleased to trans-
mit our "Belmont Report: Ethical Principles and Guidelines for the
Protection of Human Subjects of Research,' The identification of basic
ethical pringiples that should underlie the conduct of research involving
human subjects, and the development of guidelines to assure that such
principlesfare followed, wege topics of studies set forth in the Com-
mission's mandate under Public Law 93-348, This mandate also -
directs the Commission to submit its report to the President, the
Congress, and the Secretary of Health, Education, and Welfare.

Unlike most of the previous reports of the Commission, the

Belmont Réport does not make specific recommendations for admin-

istrative actions by the Secretary of Health, Education, and Welfar'e.
Ingtead, it is our recommendation that the Belmont Report be adopted

s “fn-its entirevy as a statement of departmental policy on the conduct of
g research involving human subjects. Publication and dissemination of *

this policy will provide federal employees, members of Institutional
Review Boards and scientific investigators with mon points of '
reference for the analysis of ethical issues in human experimentation.

” .

" While the principles cannot*always be applied so as to resolve beyond
' dispute_)eaﬁcular; ethical problems, they provide an analytical frame-
work that*will guide the resolution of ethical problems arising from

research involving human subjects, ‘

.+ The Belmont Report ts the outgrowth of an intensive four-day period
of discussions that were held in February 1976 at the Smithsonian Insti- °
tution's Belmont Conference Center and the monthly Commission's
deliberations that have been conducted over the nearly four years of
our existence, :

We appreciate the opportunity' t6 have worked on this fundamental *
task in the protegtion of human research subjects, !

Chairman




N

»

National Commission for the Protection of Human Sub’i‘oct:

of Biomedical and Behavioral Research

Westwood Building, Room. 125
r : S . 5333 Westbard Avenue
L H -— — ] M“d N\O"““Mb '
R : September 30, 1978 | &
‘ ~
Honorable Joseph A, Califano, Jr. ’

- Secretary of Health, Education, and Welfare

/

‘While the principles cannot always be applied so as to resolye beyond

Washington, D.C, 20201 . -

Dear Mr. Secretany:

. On behalf of the National Commishion for the Protection of Human

‘Subjects of Biomedical and Behavioral Research, I am pleased to trans-~

mit our ''BelmontpReport: Ethical Principles and Guidelines for the

Protection of Human Subjects of Research.” The identification of basic
ethical principles that should 'underlie the conduet of research involving
human subjects, and the development -of guidelines to assure that such’.

principles are followed, were topics of studies set forth'in the Com~

mission's mandate under Public Law 93-348. This mandate also
directs the Commission to.submit its report to the President, the
Congress, and the Secretary of Health, Education, and Welfare, .

Unlike most of the previous reports of the Commission, the
Belmont Report does not rhake specific recommendations for admin-
istrative actions.by the Secretary of Health, Education, and Welfare.
Instead, it is our recommendation that the Belmont Report be adopted
in its €éntirety as a statement of departmental policy on the conduct of
research involving human subjects. Publication and dissemination of
this policy. will provide federal employees, meinbers of Institutional

‘Review Boards and scientific investigators with common points of

reference for the analysis of ethical issues in human experimentation. ' .
dispute particular ethical problems, hey provide an analytical frame-

work that will guide the resolution of ethical problems arising from

research involving human subjects. \

The Belmont ‘Rep'ort is the outgrowth of an intensive four-day period

~ of discussions that were held in February 1976 at the Smithsonian Insti-

tution's Belmont Conference Center and the monthly Commission's
deliberations that have been conducted over the nearly four years of
our existence. :

We appreciate the opportunity to have worked on this fundamental
task in the protection of human research subjects.

Reépectfully. .

Kenneth J, Ryan, M.D. y
ol Chairman - :
N | o
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ETHICAL- PRINCIPLés AND- GUIDELINES- FOR ‘RESEARCH -
INVOLVING HUMAN suaaacrs ~

L3

- f

‘Scientific research has produoed,substantial social benefits: It has

a1so posed’ some troub]ing ethica1 quest1ons Public attentton was drawn- g

. 4

periments, especia]]y during the~Second Nor]d Nar During the Nuremberg

. War Crimes Tr1a1s, “the Nuremberg Code was drafted as a set of standards for
judging physicians and scientists who had co%ducted b16med1ca1 experiments |
on concentration camp prisoners Th1s code bei:me the prototype of many

la er codes* 1ntended to assure that research fnvolving human subjects
) ; . ! .

-

woulld be‘carried out in an ethica) manner,

\ . . —~rd l\

The codes cons1st of rules, some genéral, others Specific, that guide.
Athe 1nvest1gators or the reviewers of research in their work. Such rules
often are 1nadequate to cover complex situations, at times they come into
conflict, and they are frequently difficult to 1nterpret or'app]y. Broader
ethical principles will provide a basis on which specific rules may be for-
mu1ated, criticized and 1nterpreted | -

() - \
. : . - . J‘

Three principles, or general prescripti&e judgments; that are relevant '
/\ to research invo]ving'human subjects ‘are identified in this statement. \'
' v ' . , \

e ety Ty -y

v v
o Since 1945, various codes for the proper and responsib]e conducﬂ'?? huma

experimentation in medical research have been adopted by different organ
izations, The best known of these cpdes are the Nuremberg Code of 1947,
the Helsinki Declaration of 1964 (reyised in 1975);,- and the 1971 Guide- N
lines (codiffed into Federal Regulations in 1974) issued by the U.S. De-
partment of Health, Education, and Welfare. Codes for the conduct of
social and behavioral research have also bgen adopted, the best known
being that of the American Psychological Association, published- in 1973.

[l

.///"/( , . . - | - ; . ./rJ

x - o 1 |
o | \ 1 ‘

-tq-these- questtons by- reported abuses--of -human. subjects in biomedteal @Xm

Ve



subjects, reviewers and 1nterested citizens to understand the ethical 15 ueii?'

"of'ethtcaT‘probTems“arTstng“frbm“research“fnvbTv1 g human subjectsu,

Other"'p'ri'nc'1p1es may also be ri‘f‘\t These threg are comprehensive -how— L
> ~ o
aver, and. are stated at a level of genera]izat1on that shou1d assist\vcﬁ' X

1nherent in research 1nvolrjng human Subjects These princ1p1es cannot a1ways |
be applied so as to resolve beyond dispute particu1ar eth1ca1 problems The

objective 1s to provide an analytical framework tiat will guide the . resolut1on
bJectiv . ramew

,-/ -

This statement cons1sts of a d1st1nct10n between researéhand pract1ce,
& discussion of the three basic ethical pr1nc1p1es and remarks about the ap- -
plication of these pr1nc1p1es. r

A, Bouubnmés BETHEEN PRAtncs AND RESEAROH T
| | - ‘N,ﬁg}:- N

It is important to dist1ngu<ish betWeen b1omed1ca1 ﬂpahaviora] research
on the one hand, and the practice of ac;Lpted therapy on the other 1n order-ngé_

to know what act1v1t1es ought to undergo review for. the protection of humad.k

K|
'SUbJECtS of research The distinct1on between research and pract1ce,1s\b1urred

~

~partly because both often occur together (as‘jn research:desidned to -evaluate '
a,therapy) and partly because notable. departures from standard practice are

~often called ”experimenta]“ when the terms "experimental" and "research" are

T

nut'carefully_defined: ' N ‘ | “. R , \Q\

\ N
For the most part, the term "practice" refers to intervg?%jons that are de- °
signed solely to’enhance the well-being of an individual patient or client and that

have a reasonableﬂexpect : f success, The purpose of medical of behavioral °

practice is to provide/diagnosis, breVentiye treatment or therapy to particularf_ R

.~ .
» : .
. . . > N
. .
: . .

~ : _ o 2 -

S N ___:___ .



“individuals,* - By contnﬁf%;nthefterm“"résearch"'desighafbﬁ an activity de- e

‘'signed to tesg_adhypothesis; perm{t bigf?hsjons to be drawn, and thereby to -

3 R e we ol
L o B T ¥ . . R ;o S
~ [N . . .
. - i ]
. .
.
) .\'.. v T - . . M
. _ ,
‘ _ . «
. .
& L .
¥ . r

develbpf6r=éohtr1bute-to.genérn1izab1i%know1edge (expre§sed;'fof'eXamp1e;.
in theorieés, principles, and stateiments of relationships). Research is .

3

QSuaIIM:désqrtbed~1nid'form$i'protocol tﬁat;}ets fdrfhﬁaﬁfobjgctive’ahd ‘

a set ‘'of procedures desighédftd iéaChatﬁat objectiVe.[, - | : | A
T ' ' o . N ST ’ :

m"“uﬁéﬁ_a clinician departs gn‘é signiﬁicant;ﬁhy from standard ot accepted

 practice, the 1nnovat10n_does_n6t,3fn and of itself, constitute research. - a
The fact that a. procedure s ”engrimental,"'in the sense of new, untested e
_ | , P ]

or different, dogs not automatf@%]]y p]ace it in the category.of rssearéh.
Radically new proced&qg%.of fhf&hdescription'should, however, be made the

object of formal reseé{ch at an Early stage in order to determine whether .

‘they are safe and effective.. Thus, it is the responsibilit& of medical

practice.committees, £or example, to insist that a major innovation be

f

-

L}

* Although practice usually involves interventions designed solely to en-
hance  the well-being of a particular individual, interventions are some-
times appkied to one individual for the enhancement of the well-being of .

" another (e.g., blood donation, skin grafts, organ-transplants) or an in-
tervention may have the dual purpose of enhancing the well-being of a .par-
~ticularindividual, and, at the same time, providing some benefit to others '
(e.g., vaccination, which protects both.the person who is vaccinated and
society generally)}, The fact that some forms of practice have elements
immediate bepefit to the individual-receiving an intervention,
however, fshould nat confuse the general distinction between reséarch and
practice{ Even when a procedure applied in practice may benefit some

other pegson, it remains an intervention designed to enhance the well-

being of a- particular individual or groups of individuals; thus, it is

practige and need not be reviewed as research. .

e
v T4

2
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‘ncﬁfpﬁrdted-1nt6“a*fqrma1" research “project *v = -

Research and practice may. be carried on together when research is de-.

signed to evaluate the safety and efficacy of a therapya This need not

cause angpconfusion regardihg whether or;hot the activity requ1wes review;
\

the general rule 1s that if there is any element of research in an act*vity,

that activity should undergo review for the protection of human subjects

EF | SR S

4

B. BASIC ETHICAL PRINCIPLES . ' .

Theiexpression "basic ethical principles” refers‘to those general* judg-

-ments that serve as a basic justification for the many particular eth%cal

prescriptions and evaluat1ons of human actions, Three basic brinciﬁWEs}~

e
. among thosé generally accepted in our cultural tradition, are particularly

- xelevant to«the ethics of research involving *human subjects. the principles

. '/

of respect for persons, beneficence and Justice

1. - Respect fog,Persons —

AN

Respect for persons incorporates at least two basic ethical convictions:

*first, that individuals should be treated as autonomous agents, and second,

that persons with diminished‘autonbmy are entitTed to ptotection. The
. . ' . .
\ _ .

N

*  Because ‘the problems related to social experimentation may differ substan-
‘tially from those of biomedical and behavioral research, the Commission

A

specifically‘declines to make any policy determination regarding such re- -

search at thjs time. Rather, the Commission believes that the problem
ought to be addressed by one of its sugcessor bodies.
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"protect those ‘with dtminished autonomy

'fprinciple of re:pect for persons thus divides into two . separate moral re-

quirements. the re§u1roment to acknowledge autonomy end the. requirement to

.

- An autonomous person\tt\en 1ndfy1dua1 capeb]efot'deljberation about s-,ﬁ:;ﬁ

, persone} goals and of acting under the directton oflsuch\deliberation.‘ To

-+

respect. autonomy Is to giye weight to autonomous persons' considered’opinions : ff :f;

*gent 1s to repudiete that person s cons1dered Judgments ; to deny an 1nd1-

_andichoices"wh11e refretming from obstructing their aéttons unless {PeyVere~ -

c]ear]y detrimenta] to others.  To show a 1eck of respect for en autonomous &k
.»‘.\(\

'v1dua1 tne freedom to act on those considered judgments or to witﬁ%o]d infor-

mation necessary to make a considered j dgment when there are no compelling
Y

reasons to do so, . : . -

However, not every human being 1s capable of se]deeterminet1on. The
capec1ty for self-determination matures during an 1nd1v1duJH 's 11fe, end
some 1nd1v1dua1s 1ose this capacitx who]]y or in part because of 111ness,
mental disab111ty, or circumstances that severely restrict 11berty Res-
peCt for the immature and the 1ncapa¢1tated may require protecting them as

they mature or whi]f}ﬁhey are, jncapacitated

Some persons are in need of extensive protection, evem to the point
of excluding them from activities which may harm them; otRer persons require
1ittle protection beyond making sure they undertake act1v1t1es freely and with
awareness of possib1e adverse consequences, - The extent of protection afforded

should dépend upon the risk of harm and the likelihood of benefit. The judg- '

_ment that any individual lacks autonomy should be per1od1ca11y reevaluated .

4
and will vary in different situations. '

15
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In most cases of résearch involving human subjects, respect for persons _

, demands  that subJects enter 1nto the research vo]untarily and with adequate

information, In some situat1ons, however, app11cation of the )cibc1p1e is

_ /
not obvious, The 1nvo]vement of prisoners as subjects of research provides

: an 1nstrUct1ve example. bn the one hand, it would seem that the pr1nc1p1e
;pf respect for persons requ1res that prisoners not be deprived of the oppor—

' f'tunity to Volunteer for~ research ~Oh the other hand, under prison ‘conditions

they may be subtly coerced*or undu]y 1nf1uenced to engage 1n research act1~

vities for which they would not otherwise volunteer, Respect for persons

would then dictate that prisoners be protected, WNhether to allow prisoners
to "volunteer" or to "protect" them presents'a dilemma. Respecting persons,
in most hard cases, is often a matter df ba]ancing competing C]%JTS urged

by the principle of respect ftself,

2. ABeneficence

Persons are treated in an ethical manner not oply by respecting their

decisions and protecting them from harm, but also by mak1ng efforts to secure

their we]l be1ng Such treatment fa]]s under the.principle of beneficence.

The term "beneficence"'is often understood to cover acts of kindness or

charity that go beyond strict ob]igation; In this document, beneficence 1s

. 4 b4
 understood in a stronger sense, as an obligatien. Two genera1 rules have
been formulated as comp‘ementary expressions of beneficent actions 1n this

:sepse. (1) do not harm and (2) maximize possible benefits and minimize pos-

3

sible .harms, k ' .

A

—_



ple of medicel ethics. : Llaude Bernard extended it to the

posed by these imperatives is to decide when it is Just1f1eb1e to seek cer-

. o | I / _ _
I N ’
. - e C e e Rk
The H1ppocret1c‘mek1m "do no harm" -has long been a fuzzementel_prinqie

alm of research
seyg.g that one should not 1nJure one person regardless of the benefits ‘that
might come to others However. even avoiding n;?b requ(res leerning what 1s

harmful; and, in the process of obtaindng this 1nformet10n. persons may. be
exposed to risk of herm Further the Hippocretic thh requires physiciens

' to benefit their petients "eccording to their best Judgment." Learning
A

what will in fect benefét may require exposing persons to risk. The problem

" tain benef1ts despite the r1sks 1nvolved and when the benefits should be

jeots and to the entire enterprise of reseerch:\”fn"fﬁe:c e of particular
. : : » / _
projects, investigators and members of their institutions are obliged to ,

give forethought to the maximization of benefits and the reduction of risk

~ that might occur from the research investigatfon. In the case of scientific

.
research in general members of the. lerger‘socigky are obliged to recognize

the longer term benefits and risks thet may jUIt from th\improvement af
knowledge and from the development of novel\medic 1, psychotherepeutic, and
soc1a1 procedures. N |

The principle of beneficence often occupies a well—definedrjust1Fy1ng
role in many area§-of research involving huﬁgn subjects: An example ;s y
found in research involving children. Effective weys of tregting childhood

diseases and fostering healthy development are benefits that serve to
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the harm that may result from the appllca@lOn'df'ppeviou y acCepted routlne_

'-cult ethfcal problem remalns. for example. about research'that presents more .

are not the.dlract benaflclarlas. Research also makes 1t saible to avoid

practices that on closer 1nvestlgat10n turn out to be dangerous._ But tha v“*ﬁ

_role of the prlntiple of’beneficence is not a wa}& $0. unambiguous A dlffl— Sy

> than mlnlma] rlsk wlthhout fmmedlate prospect of- dlrect baneflt to the chlld-';“4‘*4j‘

h.ren,lnvolved. Some have argued that such research ls lnadmlsslble whlle

\

others have pointed out that this llmltﬂw;uld‘rule out much research promising )
great‘beneflt to children in the future. Here again, as with all hard cases,
the different claims covered by the prlnclple of beneficence may come into

N

conflict and force‘dlfflcult choices.

>

3. Justlce

Who ought;to receive the‘beneflts of research and bearllts burdens?
This is a questlon of justice, in the sense ot "fairness in distribution”
Yor "what'ls deserved. " An 1njusttce occurs when‘some benefi{t to which a per-
son is entitled is lenled wlthout good reason or when some burden is 1mposed
'unduly Another way of:concelvlng the prlnclple of Jjustice 1s that equals
ought to be treated equally. However, this statement requires explication.
Who is equal and who unequal? Nhatqconslderatfons-justlfy departure from
equal distribution? Almost all commentators allow that distinctions based
on experience, aoe deprlvatlon _competence, merit and posltlon do sometimes
constitute criteria Justlzzjng dlfferentlal treatment for cértain purposes

It is necessary, then, to explain in what respects people should be treated

s
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'equafly. There are several widely accepted formulations of Just ways to dis-.

> . tribute burdens. and benefits. Each formulatidn mentions some relevant prqper-
‘ : ty on the basis ofgwhich burdens and benefits shou]d be dtstributed These

LN -
\ ' fommations are (1) to each’person an equa‘l share. (2) to each person “ac- \‘

S

~cording to. tnd1v1dual need (3) to each person according to 1nd1v1dua1 ef—T“

fort, (4) to each person according to societal contribution, and (5) to

_eiﬁix%mf_~ e
T each berson ‘according to .merdt. v
. ' ’ _- | ' ' ‘ | " | . »
+ Questions of. justice have long been associated with social practices ¢
o such as punishment taxat1on and polit1ca1 representat1on. .Until recently
.. these questions have not generally been agsociated with sc1ent1f1c research,

However, they are foreshadowed even in the earliest reflections on the ethics
of research involving ‘human subjects, For example, during the 19th and-
.early 20th centuries the burdens of serv1n§,as research subjects fell fargely
-'jupon poor'warﬁ patients, while the benefits of improved medical care flowed
; primarily to invate patients. Subsequent\y, the exploitation of unwilling
prisqners as research subje in Nazi concentration camps was condemmed as
a particularly flagrant .1n11£1ce. In this country‘, in the 1940s, the Tuske-
; gee syphilis study used disadvantaded rural black men to studynthe untreated
course of a digease that is by no means confined to that population These
« 'subjects were deprived of demonstrably effect1ve treatment in order not to

dnterrupt the project, long after such treatment became generally available,

Aéainst thts_historicel background, it can be .seen how conceptions of
Justice are releVant to research 1nvolvjng huhan.subjects. For example,
the seiettion of\research subjects needs to be strutinized in order to deter-

mine whether sdme classes (é,9., welfare patients, particular racial and

v
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'\ ethhic minorities, or persons conflned to 1nstltutlons) are belng syste—

e
‘:a_w '

matically selected slmply becausé of their easy avallebillty, thelr compro— '
mlsed‘posltlon or thelr manlpulablllty, rather than for reasons dlrectly
related o the problem being studled Finally, whenever research supported
' by publlc fuhds leads to the development of therapeutlc devlces and procedures.
- Justice demands both that these not provlde advantagés only to those who can
-:*afford them and that such research should not/dgzuly involve persons frdh
groups unllkely to be among thg\hpneflclarles of subseqdént appllcatlons of

the research. -

-

- C. APPLICATIONS

Application of the general principles to the conduct of research leads
L] . .
to gonsideration of the folldhlng requirements: 1informed,consent, risk/bene-

fit assqssme and the"selectlon of subjects of research, -

, A
E ‘ v

1. Infokmed Consent !

\ , ‘ R

(
Respect for persons requlres that subjects, to the degree that they are

capable, be glven the oppo\tunlty to choose what shall or shall not happen
to‘them. This opportunity is provlded ‘when adequate standards for informed

consent are satisfied.

'-Nhlle the importance of informed condent is unquestioned, controversy;\
“prevails over the nature and possibility of an informed consent, Nonetheless, -
there is widespread agreement that the consent process can belanalyzed;ps con-

. . ) - . st . /
taining three elements: information, comprehension and voluntariness.
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0 Information. Most coded: of resqarch astablish specific items for dis-.

o, -, closure {ntended to assure that subjects are given suff1c1ent,1nformation.

Lov DN

risks and anttcipated benefits, a1ternat$ve‘procedures (where therapy 1s
. 1nvoTved), and a statement offering the subJect the opportunity to ask

questions and to wﬂthdraw ‘at any time from the res?arch kdditiona\ 1tems-

have been p proposed, 1nq]ud1n§ how subjects are se]ected ‘the berson‘respon-th

‘sibTe for the research, etc.: s 3 - " o

iy o . L , <
However, aagimple listing of 1tems does not answer the question of
what the stgpdard should be fo:'judg1ng how much and .what sort of informa-
tion should be proyﬁded. One standard frequently 1nvoked 1n_med1ca1 prac-
tice, namely the 1nformat10n commoniy provided by pratt1t1oners in the field
or in the locale, is 1nadequate since research takes place precisely whén a
common understanding does not exist. \;Qﬁother standard; currently popular
v . in malpractice law, requires the pract1t1oner to reveal the Informat#on
. that reasonab]e persons wou'ld w1sh to know in order to make a dec ion regard-
ing their care. Th1s,'too, seems insufficient since the reseaych subject,
being in essence : volunteer, may wish to know cons1derab1y more about risks
gratu1tous]y undertaken than do pat1ents who deliver themselves into the
~-hands af a clinician for needed care, It may be that a standard of "the
neasonable vo1unteer".shou1d'be proposed: the extent and natyrey of infor-
} . mat1on should be such that persons, knowing that the procedure)?; neither
| | necessary for their care nor perhaps ful]y understood, cangdectge whethen-
they wish to part1c1pate in the furthering of know]edge. Even When some\
direct benefit to them 1s ant1cipated the subjects should understand c1ear1y'
the range Qf risk and the vo1untary nature'ofrpart1cipat1on.
[ ' o e

-

These fedns- ‘generally 1n¢i~detﬂ the research Procedure. their burposes.;~4.w -

[ i ——— — - &
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A special problem of consent arises j'w"her'_e' informing subjects of ‘some
pert?nént aspect of the-research is 11ke1y to {mpair the validity of the
r!search In many cases. 1t is sufficient to indicate to subjects that they
are being invited to participate 1n research of which some features will
not be revealed unrtil the research is concluded. Intail gases of reSearch

L ¥

involving incompiete disclosure, such research is Justified only if it is

S S U,

'"cTéar“tﬁaf”(l) 1ncomp1ete disclosure is truly’ necessary to accomplish the
goals of the research (2) there are no undisclosed risks to Subject\\that (
are more than minima1, and (3) there {s an_adequate p]an for debriefggg sub-

Jects, when appropriate, and for dissemination of research results to them: - {
Information about risks should never be withheld for the? purpose of eliciting

the coogeration of subjects, ana truthful answers should always be given to

direct questions abont the-research, Care should be taken to distinguish

cases in which disclosure wop1d destroy or invalidate the research from cases, .

in which disclosure would simply intonvenience the investigator,

*

Comprehension, ‘The-manner and context iﬁ which information is conveyed
is as important as thq information itself. For‘examp1e, presenting informa-
tion in a disdrganized and rapid“fashion, a!]owing too little time for con-
sideration or curtailing opportunities for questioning, all nay adverse]y

affect a subject's ability to make an informed choice,

.

’ ' . -~ . . . - .
Because the subject's ability to understand is a function of intelli-

gence, rationality, maturity and 1anguage, it dis necessary to. adapt the pres-
entation of the information to the subject's capacities, Investigators are

responsth1e~f0r ascertaining that the $ubject has comprehended the information.
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While there is a]ways an ob1igat10n to ascertain ‘that the 1nformatton ahout

'w risk to subjects is comp]eto and ad quatp1y comprehended when she risks dre
- more serious, that obligation 1ncrea§es. '0n occasioh, it may be suitable

to give some bral or written test of comprehension.
T \

Special provision Jnay need to be made when comprehension is severe]y
. b

limited - for _example, _by conditions of immaturity or menta1 disability.

.g Each.class of subjects that one might consider as 1nc0hpetent (e.g., 16-.
fants and young chftdren, mentally disabled patients, the terminally {11
and the comatose) shou{d be considered on its own term57 Even_tor these
personsf however,_respect requires gtvfng them the opportunity to choose
to the extent they are able' whetfler or not to'part1c1pate in research «
. The objections of these subjects to. involvement shou]d be honored, unless
the research enta1ls providing them a therapy unavai]ab]e elsewhere. Res- Kig

pect “for persons also requires seek1ng thé permission of other parties

L
e .

in order to protect the subjects fromhé&n) Such persons are thus res-
L 3 | .
pected both by acknowledging thein:bwn wishes and by the use of third

g parties to protect them from harm.

The third part1es chosen should be those who are most 11ke1y to un- }
derstand the 1ncompetent subJect s situation and to act in that person S f
best interest. The person author1zed to aet on behalf of The subject
shog]d be given an opportunity'to observe the research as it proceeds in
order to able to withdraw theﬂsubject from the research, if suchraction

appears ‘in the subject's best interest. ) ' y




. . - \\\;

Voluntariness. An agreement to participate in resea

sent requires conditions free of co;;ETOngpnd'undue‘inflﬁgncé.' Coercion

“occurs when ahﬂdv%§§ threat of harm 1s_1nteﬁi?b?q$}y;presented by one

person to another in d?der to obtain compliiﬂce. Undue 1nfluence} by ..

contrast; occures through an offer of an excessive, upyarrantéd, inappro-

rchféérstatutess "

a valid consent only {f volunta;?Ty\given, This element of informed con-

~ priate or improper reward or othér‘overturein\;zger to obtain compliance.

‘Also, inducements that.would ordinarily be acce able may become undue

influences if the subject-js especially vulnerable.

Unjustifiqb]e pressures usually ogcur when persons in poSitions of
authority or commanding influence -- éspecia]]y where possible sanctions
are involved -- urge a course of action for a subject. A continuum of

such fnfluencing factors exisfs, however, and it is impossible to state

precisely where justifiable persuasioh ends and undue influence begins.

But undue influence would include actions such as manipulating a peréon's

r

choice thkough the contro]!ing'influence of a close re¥qtive and threat-

ening to withdraw health services to which an individual w6M1diqthervise ‘

e

/

be entitled. . . T b

2. 'Assessmgnt of Risgs and Benefits

‘The assessment of risks and benefits requires a careful arrayal of
relevent data, fné]ddihg, in some Casessalternative ways of\obtaining
the benefits sought in the reseérch. Thus, the‘assessmept presents both

an opportunity and a respohsibj]ity to gatheﬁ systematic and comprehen-

sibéilnformatioh about proposed research. For the investigator, it is

\\‘ ‘
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‘a means to exdm1nowhcther.\hs\:;:posed res"rchnii-proberly'dcsigned.“

_ For a review committee, it 15 a -thod for détermining whether the risks
~ that will ba presented to subjetts are Justified. \For progabctive sub-

jects, the assessment will assist the determinqtion whether or not ¥o

particigate.
¥ . ) _
The Natyre and Scope of Risks and Benefits. The requirement that re-

search be justified on the basis of a favorable r1;\7benef1t assesspent
béa¥rs a close relation to the principle of benefitence, Just as the ‘moral
requirement that informed consent be obtained is derived primarily from
| the principle of regbect for persons. The term "risk" refers to/a possi-
. bility that harm may occur. However, when expressions such as cmall
risk" or "high risk" are used, they usually refer_(often ambt uously) both
to the chance (probability) of experiencing a harm and the verity (magnj—
tude) of ‘the envisioned harm. '

The term "benefit; is used in the research context to refer tc some~
thing of positive.value relgted to hgalth or welfare. Unlike "risk,"
"behefit" is not a term that'ekpcesses prdbabiiities: Risk is properlyf
contrasted to probabiljty of benefits, and beﬁefits are pcoperly contraé-
ted with hafm§ rather than risks of harm. Accordingly, so-called risk/
benefit assessments are concerned with the probabilitics and magnitudes
of possible harms”and anticipated benefits. Many kinds of)possible hcrms

énd_benefits need, be" taken into account. There are, foNexa;nple,- risks

’i *bf psychological harm,'bhysical harm, legal harm, social Harm ahd econo-

mic harm and the correspdﬁding benefits. While the most likely types

15




of hawms to research suincti gra ‘those of psych61091ca1 or physical pain

% or 1nJury, other possiblt kinds should not pq,overlooked
~ . / N

Risks and bcnefits of research may affect the 1nd1v1dua1 subJects.

\

ups of subjegts in t"1cty). Prex1ou§*codes and feddfal regulat1qns

anticipated benefit to the,Subject, 1f any, and the ahf1c1pated‘ppnef1t
to society in the form ;f the kﬁowledge tQ be ga1ned'from the Ee;earch.
In balancing the§e different elements,'the risks and;benef1ts affecting
the 1mmed1afe research 5u63ect wi]l norﬁa11y ca?nx special weight. On
the other hand, 1nterssts other than those of the subject may on some oc-

//, casions be sufficient by themse]ves to Just1fy the risks 1nvalv¢d in the

research, so long the subJect; rights.have been_protected..-Beneficence

thus requires that we protect against risk of harm to subjects and also

that we be concerned about the loss of the substantial bene¥its that might

be gained from research.

o
FCN

fitative techniques be available for the scrutiny 6f research prbtoco]s.

However, the idea of systematic, d&narbitrﬁry analysis of risks an& benea

fits should be emulated insofar as possible. This ideal requires those
making decisions about the justifiability of research to be thorougﬁ in

the accumulation and assessment of information about all aspects o% the

X

the amilies of the individual subjects, and soc1ety at 1arge (or special.

The Systematic Assessment of Risks ‘and Benefits.. It is commonly said
that benefits and risks must be "bd]anced"_ahd shown to be "in a favorable
rétio." The metaphorica1 cﬁaractér of these terms draws attention to the'

difficulty of making precise judgments. Only on rare occasions will quan-

* © have required that. r’isksj.osubdectsb-pumighedbythe sum of both the'
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research, and to consider ultenpatiVQS'systemutiéally' This procedure  + - T

»

renders the assessment of research more rigorqus and precise, while'ﬁpking

: communicetion between rgview boarp members and\\aitstigators less subject

to misinterpretation, hiisinformation and conflicting judgments. /Thus,
there should first be a determination of the va]idity of the presupposi- '/
tions of the research; then the nature, probabi]ity and magnitude of

-t

- risk- sbou]d be- distinguished with-as- much c]arity as- possib]e The~me—_~~m;—m—m_—~m :

thod of_ascertaining risks should be explicit, especially where there is

RO a]ternatiVe to the use of such vague categories as small.or slight

risk. It ghould also be determined whether an investigator s estimates

| of the probability of harm or benefits are reasonable, as judged by known Q

»

facts or other available studies.

Finally, assessment of the justifiability of research should reftect

at least the following ¢onsiderations: (1) Brutal or inhumane treatment

~ of human snheegts’is never morally justified. (i1) Risks should be re-

" duced to those npcéssary to achieve the research objective. It should

be determined whether it is in fact necessary to use human subjects at
all. Risk can perhaps never be entirely e]iminated but it can often be’
reduced by carefu] attention to a]ternative procedures. (ii1) when re-

search involves significant risk of serious impairment, review committees

~ should be extraordinarily insistent on the Justification of the risk_

(Tooking usually to the 1ikelihood of benefit to the subject - Or;f*a”*;vqh -
N

some rare cases, to the manifest voluntariness of the participatjon). . 2

(iv) When vulnerable populations are involved in research, the appro-

priateness of invo]ving”them should itse]ﬁ be demonstrated. A number



of:var{&bles_go-inté such Judgmontsf~1nc}ud1ng the nature~and~dégree_of~-

Eisk;fthe condition of the parfiqu]ir population involved, and the nature
-'anq level of,the-ant1c1patéd benefits.f (v) Relevant’ risks and benefits

hust be thofoughly arra?ed'1n documents and procedures used in the informed

=
consent process.

3. Selection of Subjects

S
A

R Just as the principle of respect for persons finds eipression in the
. requirements for consent,'and the principlé of beneficence in riék/bgnefit
“assessment, the principle of justice gives rise to moral requirements that

there be fair procedures and oufcomes in the-seiecfion of research subjects.

! - Justjée is re{?vant to the selection of subjects of research at Ero 0
levels: the social and the individual. Individual justice in the selection
of subjecfs would require that researchers exhibit fairness: thu;, they
should ndt offer potentially beneficial research on‘to some patients who are
_in their favor or select only "undesirable" persons for risky-reseérch. So-
éia] justiée requires that a distinction be drawn between c]Ssses of subjects
| that ought, and ought not, to participate in any particular'kind of research,
: baﬁed on the gbility of members of that class to bear burdensand on the appropei-
.'.\ atenéss of'placing further burdens on already burdened persons. Thus, it
can be.considered a matter of-;ocial justice that there is an order of prefer- ’
ence in the se]gction of classes of subjects (e.g., adults befor%vchilqrfn)
and that somé classes of potential subjects (e.g.; the 1nst1tut10nalizgd men-

. tally infirnor prisoners) may be involved as research subjects, if at all, .
R [4 ' .

only on certain condftions.
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Injustice mey»appoar in the selection of . subdects even if. 1nd1v1dua1 L

subjects are selected fairly by 1nvestigatdrs and treated fadrly in the

course of the research... This. anustice arisos .from social,. racial, SQXua1

and cultural biases institutionalized in society. Thus, even'ilggndjvidual

.‘,ngsearchers are treating their'reseerch subjects fairly,'and even if IRBs

2

are taking care to assure that subjects are setected fairly within a par-

N

__ticular institution, unjust social patterns may nevertheless appear in__

the overall distribution of the burdens and benef1ts of research. Although

individual 1nst1tut10ns or investigators may not be able to reso]ve a prob-

Jem that is pervasive in their social setting, they can consider distribu-

tive justice in selecting rese;?ch subjects. "

S

Some populations, especially 1nst1tut10naliiep_ones, are alreedy bur-

dened in many ways by their 1nf1rm1£1es and env%ronments. when,research }s
proposed that involves risks and does not 1nclyde a the%epeutic component,
other less burdened classes of persons should ee-called upon first to ac-

cept these risks of research, except where tﬁe research is d1rect1y‘re1ated

to the specific conditions of the class involved. ,A]so; even though public

funds for research may often flow in the same directions as public funds

for health care, it seems unfair that popu]ations dependent on public health

care constitute a pool of preferred research subjects if more advantaged

populations are likely to be the recipients of the benefits.

One special instance of injustice resu]ts'from the involvement of
vulnerable subjeEis.--Certainugroups,-such as racial minorities, the

; \
economically disadvantaged, the very sick, and the institutionalized

19
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may coﬁtinually.be.sought as research suéjects‘“owing to. their ready .
availability in Settings where research is conducted. Given their de-
pendent status and their frequently compromised capacity_for.;ree'cbn-
sent, they should be protected against the danger of beingiinvolved in

research §olely for administrative convenience, or'because‘thcy are
\

easy)tb manipulhte as a result of thefr {1iness or soctoeconomic con-

3 —— e e e e e e e e
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