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THE IMPACT OF THE PROTECTION OF HUMAN SUBJECTS ON RESEARCH

Responsibility for the protection of human subjects in reerearch
secns to fall largely on the shouldevs of the experimenter. The pri~
mary purpoge of this paper is to discuss the impact of this responsib-
ility on methods of doing rescarch. The issues will be unraveled under
five general topics: (1) the types of human rights that are most fre-
quently in need of protection within a research sctting; (2) the wost
common threats ot these rights that are posed by research; (3) the
criteria for deternining when a human subject is "at risk"; (4) waye of
reducing reesearch related risk; and (5) conditions and procedures for the
acceptance of risk by both a subject and en experimenter.

Types of human rights

After reviewing many papers and positions on the protection of
human subjects in rescarch, it strikes me that there are three basic
human rights that may be threatened by the research enterprise: (1) the
right to privacy; (Conrad, 1967; Clark, et.al., 1967; Kosa, 1968; Rueb-
hauzen, et.al., 1966; Saith, 1267) (2) the right to autonomy; (Wolfens-
berger, 1967; Kelman, 1972) and (3) the right to personal safety. (Schul:z,
1969; Kelman, 1972; Bouwrind, 1964; Rutstein, 1969)

Privacy can be defined as the right of an individual to keep come
aspects of his personality and behavior hidden from public scrutiny.
Counterbalancing this right is thc public's need for information about
individuals in order to build viable systems of social interaction, as
well as to acquire knowledge that transcends individual self-awarenecss.

Since research is allied with the knowledge building end of this continuum,
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it conatitutes a threat to privacy by dcfinition alone. The resolution

of this conflict cannot be the adbolition of all research, so that the
problem becomes one of defining, first, tha acceptable limits of privacy
and second, those activitiee that constitute an invasion of privacy vis-a-
vis the defined limits, This, of course, is no easy task.

Autonomy 1is the right of an individual to behave in accordance with
hia own inclinations, free from external force. As is the case with
privacy, the right to autoncmy is not absolute, but 18 counterbalanced by
the need for societal controls over individual freedem. I am free to
chop for my food at a largc supermarket or in the neighborhood grocery store,
but I sm not free to decide whether the taxes I pay shall be used for the
purchase of guns or butter. Whether or not I can order a drink with
dinner depends upon whether I am dining at a restaurant in Dallas or in
East Texas. The limits of autonomy vary with both time and place so that,
like privacy, it is not alvays easy to determine whether or not an indiv~
idual’s autonomy has been violated.

The least ambiguous of these banoic human rights is that of personal
safety, In the context of research, this simply means that any procedure
that may induce a potentially harmful physical or psychological state in
a subject constitutes a threat to that individual's right to personal
safety.

Having cxamined briefly the three primary human rights that cre
frequently threataned by the research enterprise, I shall elaborate next

oa the nature and oxtent of these thrests.
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Ihreats Posed By Rcsaarch

In a general esense, human rights can be threatencd by both the
processes and the produzts of research. The processes - that is, the
experimental procedures themselves - can have a short or long tern
impact on research subjects. The products - that is, the research data ~-
may be used in ways that influence the life of a subject.

liistorically, invasion of privacy has occurred with respect to both
the processes and the products of research. 1f, during the course of con-
ducting research, a person is induced to reveal more information about
hinself than he really wants to, or if he becomes embarrassed or humiliated
as a result of the research proccdures, the claim might be mede that his
Privacy Las been invaded. If data gathered during research, such as answers
to sensitive questions on an interview schedule or personality test, are
made public without rhe knowledge or consent of a research subject, this
too would constitute an invasion of his privacy,

With respect to a research subject's autonomy, Kelman (1972) drama-
tically points out that the very nature of the research situation renders
the subject relatively powerless in his rclationship with the experimenter.
Due to the experimenter's professional prestige and presumed competence,
most subjects are quite willing to relinquish their autonomy and hchave
according to the instructions of the experimenter, even if such behavior
is not consistent with how they would normally choose to act.

A subject's autonomy can also be threatened by the products of
rcsearch insofar as data can be used to circumscribe both his “reedom and

that of the soctial group to which he belongs. As Kelman (1972) points
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out, much of social research has been done on disadvantaged groups -
children, minorities, the handicapped, antisocial persons, and college
sophomores, The results of research on riot control, placement of handi-
capped children in special classes, and so forth, all tend, for berter

or for worse, to Testrict the autonomy of the research subjects and their
soclal groups. The social groups of the experinenters, on the other hand,
Are: rarely themsclves the suwbjects of research, thereby creating cn addition-
al power icbalance between experimenters and subjects.

Decepzion for experimental purposes, which 1s one of the cost widely
discuzsed threats ngairst human rights, affects both privacy and autonomy.
A sublect 13 not frec to act in his cyn best intercsts if he is not aware
of the experimenter's intentions; moreover, a subject may inadvertontly
reveal aspects of his private self as a result of the deception. In spite
of these threats to individuul righcs, deception has become a key component
of many methodological approzches within the social sciences. {Beckman and
Barbara, 1970; Kelman, 1967; Seeman, 1969)

The third right of personal safety (s threatened whenever experimental
procedures may result in physical cr psycholegical harm to the participating
sunjects. Wolfensberger (1967) claesifies such threats into two levels:
(1) "exposure to procedures entailing mental or physical pain, but no risk
of injury or lastirg harm; and (2) eapcsure to procedures that may enteil

risk of physical or emotional injury” (p. 49).

¥hen Is A Subject "At Rimk?"
Having exaained the kinds of human rights that nay be threatened within

the context of research and the nature of some of these threats, ve must
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next determine those conditions ynder which a human subject may be placcid
"at risk” os losing one or more of his rights. A recent publication of
the Departasnt of Health, Education 1d Welfare (1971) dealing with the
protection of human subjects 1in research offers the following definition
of risk: "An individual is considered to be “at risk" if he may be
exposed to the possibility of harm - physical, psychological, soctological,
or other - as a consequence of any activity which goes beyord the applica-
tion of those eatablished and accepted methods necessary to weet his
recds.” (p. 2)

Hot all risks, obviously, ars related to rescarch, and the LEW
Policy goes on to specifically exclude certain tvpes of rick from consider-
ation; namely, the ordinary riska of public or private living, and risks
associated with the delivery of professicnal services ‘o cliunts.

Two aspects of the HEW definition require additions.. comment. Actor-
ang to that definition, the risk aszsociated procedures applied to an in-
dividual councern the research community only insofar as they go beyond the
application of established and accepted methods. The point when a procedure
becoces established and accepted, however, is obviously a matter of judgment.

Sicce the line of demarcation between experizcntal and established methods
1% oot clear, experimenters should probably consider most procedures to be
unestablished and thereby assume responsibility for any risks that may be
experienced by the subjects. An exception to this liability might occur
when a researcher is asked to perform a third-parcy evaluation of existing
agency practices, and he obtains data primarily to fulfill the agency's

reeds rather than his own. In such instances it would seem appropriate for
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the agency to assume responsibility for any risks to iis clients.

The second criterion of the HLW definition needing comment is the
requirement that experimenters bear responsibility for ricks to subjects
from any procedurcs that are not goared specifically toward neating their
necds. Since most rasearch is not focuscd on the needs of the subjects
involved, this criterion also scems to imply that the experimenter is
responsible for nearly all risks encountercd by research subjects,

Ways Of”Redpcingﬁﬁisk

Having established that basic human rights are frequently threatcned
in research invelving human subjects and that experimenters are partially
regponsible fcr these risks, the question arises as to what precautions
experimenters can take to either reduce or eliminate the risks to their
subjects.

A general distinction must first be drawn between risks for which
the experimenter is not responsible, risks intrineic to the research
gituation, and risks extrinsic but related to the rescarch situation.

As I have mentioned, the experiwenter is not responsible for the risks of
ordinary daily living that his subjects may encountcr. On the other hand,

he does have some responsibility for risks that are intrinsic to the research
situation. Such risks are the threats to human rights that have already

been discussed. As Holfensberger (1967) points out, however, there are

alao risks which are related, though extrinsic, to the research situation.

As an example he cites the case of a mildly retarded teenager who nearly
went to pieces prior to participating in a simple and harmless task because

a "friend"” told him that the payctologist might cut his head open. Obvicusly,
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this kind of situation cannot be preventcd by any specifiable efforts
of the rosearcher,

The threat to a subject's privacy, within the research proce=s, is
also partially unavoidable, Since the subject must come into contact with
the experimenter or his representative in order to provide data for the
study, it is possidle thct one result of this contact will be embarrassment,
humiliation, or greater s2lf-revelation than he would normally have dosived,
Although the 1ikelihood of such occurrences cannot always be predicted,
Conrad (1967) has suggested eight questions to be asked of a study which,
if answered in the affirmative, incrcase the likelihood that a subject's
privacy may be invaded: (1) Does it deal with highly personal or private
areas? (2) boes 1t seem to have likely adverse psychological cffects in a
significant number of respondents? (3) Docs it call for self~incriminating
or self~-denecaning admissions? (4) Is it excessively "psychiatric' in that
it refers to extremely abnormal or discreditable behavior or attitudes?
(5) Doca it seem to countenance undesirable or illegal behavior or views?
(6) Does it requecot highly personal information about someone else whose
permission is not sought? (7) Is it involved in propaganda? (8) Docs it
enter into politically sensitive areas? By sensitizing himself to thnse
questiona, the experimenter should at least become aware of the extent to
which his procedures may result in an invasion of his subjects' privacy.

With respect to the products of research, it may be poscibie to
safeguard a subject's privacy by taking appropriate precsutions to main-
tain confidentiality of the data collected and thereby create anonymity

for the subject. Such precautions include encoding names, locking up the
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cedebook, and deatzoying the duta whan they aze no longer nueded, (Soruch,
1971) Although efforto of this sort will clear.y raduce risk to the subjact,
rucbhausen and Brim (1966) point out that only hy destroying the data can

a cudject be protected ajoinst a valdd 3J4bpocna.

A& few procedures have also baen svggeated for reducing threats to a
subJect's autonomy, within the context of bo:h the proczss and the products
of rescarch. 1If resvarch metaods cou’ld invoive more participation hy human
sibiects, then a subject's autonowy would be loss threcatened, since he
wouid be aware cf and involved in tha rescarch problem belng investigated
and the rescarch processes in which he wao particivating. This approach
would male the research participont a collaborator with the experimenter
rather than a subject to be maripulited. Although such a philoscphy has
intuitive appeal to those of egalitarian tempersment, not much has yet becen
donc to translate this Frinciple into volid sclentific desigus.

The threats to a subject’'s autonomy posed by the products of research
can be partially reduced, as in the casc of privacy, by takinz steps to
insure the confidentiality of data. To the extent, howcver, that th-
products of rcsearch algo may restrict the autonomy of the social grouvp to
which a subject belongs, additional precautions should be talen to miniri.se
the 103; of freedom., The most cowrronly suggested precautions iaelude pro-
viding menmbers of the potentianlly affected social group with opportunitics
to influence both the nature of the rescarch problems and the manner in
vhich the results are utilized,

The use of deception in the research process, as mentioned before,
constitutes a threat to both the privacy and autoncmy of a reasearch subject.

' 1 '
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Within the constrainte of currently wvallable research methods, hewever,
douepticn soemd to he a nescssary coupescnt for the investigation of certain
anud of phenomena., Gitore a deeision is reached to use deccption, however,
Kelman (1972) supgusts that the following points be carefully conaidered:
"(1) the iwporcance of the study, which refers not orly to its
scientific significance (admittedly, a subjective 3udgment),
but also the stage of research that it rcpresents (e.g., cxplos=—
atory vs. final);
(2) the availability of alternctive (deception free) metiods ciuable
of prolacing at least compavahle information;
(3) the noxiousnese of the deception, which refers both to the
degree of decention involved and to the probability of harciul
conscqueaces.” (p. 997).
A carcful consideration of these three factors, Kelman argues, should
reduce the taidency of experimenters to use deception as a compenent of
their research methodology.
The roduction of rigk to personal safety is highly idiosyncratic and
consequently somewhat difficult to discuss in terms of broad principles.
If thove 15 a principle to be invcked, 1t would be simply that the risks
to a subject's personal safety should never exceed the minimum leval required
to accomplish the objectiveas of the research study.

Corditions For The Acceptance Cf Rigk

Our discussicn concerning ways of reducing risk was meant to sugnost
that risks can indeed by reduced. It should also be o:vious, however, that

in most research situations, huuwan subjects will cxperience some degree
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te implement wuchaniami ol informed omsant quickly reveals its underx-
lving cooplenity.

In the first place, thevs ore ciriain esituations 1o which voluntary
informed conzeat if as tmposetbility, Cousent, ohviously, cannot be
voluntary wicn tae iovelws! subfunls couatitute a castive audience. When
reseeToh 18 omducied fomolvicg srisoners, rasidects of mental tnstisurions,
Or even, <ollege soThoonTes, rir2 must be taken to dataimine whether sance
tious arc 1mposed on potentisl sudfects who refuse to parsicipatc.

Jerermining 1f comsezt 15 taformed 18 even more difficult than deter-
mining whether It has doex obrasizez viluntarily. There arce certain obvious
instances whoere consexr cammot e informed, for example, whea the subjectsn
are callcr=n or mentally bpasnlicagped. 1f decwntion is involved in the
rescarch wetiodology, it 18 alsd o7isus that comsent cannot be informed.
Sut uven in cée acs? idesl cirrmstinces - when rie research subjects are
intelligert znd cooperalive adults - 1t can be argued that only the exper-
imenter has the background a=d knowladge necessary to evaluate adequately
the research relatel risks hts subjects .ay encounter. The HEY Manual
recognizes this problen wheo it states that ‘the informgd consent of the
suoject, while often a lepal mecessity, (s a goal toward which we must
strive, but haridly uver sculeve e€xCePt in the simplest cases. '

Besices the comccrn that the very pocsibility of achieviang informed
consent is frequently in doubt, ther. is also current debate on the content
of such ccnsent. The ¥ Memal nznlates that informed conmsent must con-
tain the following six compoments: {1l) an explanation of the research

procedures. (2) a descriptice of risks to the subjects, (3) a description
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of expccted benefits, (4) alternate procedures available to the subject,
(5) an offcr to ansuvar any questions the subject might have, and (6) an
assurancs that the subject mey withdraw from the study at any time he
desires. COthers, such as Wolfensberger (1967), take 15.ue with this list,
especially with the requirement that the reacarch procedures be explained.
Subjects neud not underscand the minute details of a study, Wolfensberger
argues, but should simply be informed of the rights they are yielding, the
risks that are involved, and the good or bad conscquences of the study that
night affect then.

In addition to thesc conceptuzl and defiticnal dilemmas, there are
also sone practical problems which interfere with cbtaining informed con-
sent. The moat serious 13 the amount of additional personnel that my be
required to obtain informed consent in studies that require a large number .
of subjects. In the future, it may be necessary to include the protection ¢
of human subjects as a specific budget item within research proposals.

Summary And Conclusions

The main thrust of this presentation has been to suggest that the
protection of human subjuocts, although largely the respongibility of the
experimenter, is fraught with complexities which make it difficult for
hin to mcet his responsibility. In spite of the fact that many of these
complexities are ultimatcly insoluble, there are concrete actions that an
nrXpcrinenter can take which will mintmi:e the risks encountered by hia
subjects. Scven such actions have been identified during this preecenta-
tion: (1) Becoming sensitized to the issues so that blunders are not

committed simply out of ignorance; (2) Haintaining the confidentiality of




data; (3) Avoiding deception whenever possiblae; (4) Exploring research
designs that treat subjects as collaborators; (5) Uaing representatives
of subject groups to help deternmine the research questions and interpret
the results of studics; (6) Attenmpting to ascertain that the benefits

of a given study outweigh the anticipated risks; and (7) attenmpting to
obtain informed consent. The iumplementation of these seven actions will
require time, money, and ingenuity, and etill will frequently fall short
of the mark, for the elimination of risk and the securing of informed
consent are both ideals which can be approached but are rarely fully

attained.
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