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Research Involving the Mentally Infirm

The data of this report were obtained through interviews with 151
research investigators who have engaged in research involving the mentally
infirmand with a very small nunber of subjects or their proxies. These
projects come fromour sanple of 61 institutions having general assurance of

conpliance with DHEW regul ations for the protection of human subjects.

Projects involving the nentally infirmrepresent 11 percent of all of the
research that passed through revi ew boards between July 1974 and June 1975
(Table 1.1). Sixty four percent of this research was reviewed by boards at
institutions for the mentally infirmand 36 percent by boards at other institu-
tions, primarily at medical schools and at hospitals (Table 1.2).

The research investigators who have responded to our interviews are
approximately 75 percent of the total nunmber of such persons who were initially
drawn in our sample. The representation of research investigators in our fina
sanpl e corresponds reasonably well to our initial design. (A nore precise
statenent concerning the reliability of all sanples in the study will be
presented in the final report.) The final sanple of subjects, however, is
very limted. W nonetheless report some of the opinions and suggestions
obtai ned from these subjects or proxies in order to illustrate the reactions of sone
of these persons to the research in which they participated

The report is divided into six sections. The first describes the types
of research involving the nentally infirmin institutions for the mentally
infirmand in other settings. The second concerns selection of subjects. The
third section describes the risks and benefits of research as reported by
resear chers. The fourth section discusses informed consent and the fifth
revi ews the conprehensiveness and conprehensibility of consent forms used in
research involving the mentally infirm A sixth section presents the suggestions
and opinions of investigators and sonme subjects/proxies. Acconpanying the
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report is an appendi x which presents a |arge nunber of tables, npbst of which
are summarized in the report.

Summary of Fi ndi ngs

Approxi mately 60 percent of the projects involving the nentally infirm
were primarily behavioral. Bionedical research accounts for about a third
of the research, and the renmining small percentage entail ed secondary anal yses.

Patients served as subjects in a majority of the projects reviewed at
institutions for the nmentally infirmas well as at other places. In a large
majority of projects, investigators reported that subjects were sel ected
because of a specific condition or characteristic.

The primary purpose of nost of the research, according to investigators,
was to benefit subjects directly or to benefit in the future persons wth
psychol ogi cal or medical conditions simlar to those of the subjects. Al npst
athird of the projects had prinmarily other purposes, such as contributing to
scientific know edge. In close to 90 percent of this latter group of projects,
subj ects were sel ected because they had a particular condition or characteristic.

According to investigators, the changes nost frequently requested by
review conmittees concerned procedures for obtaining consent, occurring in
about a fifth of the projects. Consent procedures for behavioral interventions
were nore likely to elicit recommendati ons for change than were procedures
for other types of studies, the npbst frequent change here being the requirenent
that witten consent be obtained from subjects

Oral and/or witten consent was obtained in close to 80 percent of the
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projects in which the nmentally infirm participated. Approximately 35 percent
of the projects enployed proxy consent, although in the case of the nentally
retarded, the percentage is closer to 80 percent. Parents, relatives, and
| egal guardians were the nost frequent proxies. Mst investigators felt that
proxy consent protected subjects "very well" or "fairly well,"” but alnost a
fifth of the investigators indicated otherw se

Consent forns showed varying degrees of conpleteness. The purpose of
the research, procedures of the research, and/or the subjects’ freedomto wth-
draw were mentioned in nost but not all forns. Risks were mentioned in nost of
the forms used in projects, which, according to investigators, entailed sone risk.
O her elenents were nentioned infrequently. An analysis of the readability of the
consent fornms suggests that nost are at a difficult reading |evel

Attitudes of investigators doing research on the mentally infirmwere
m xed. Most of the researchers felt that the review procedure protected the
rights of subjects,, Nonetheless, up to half of the investigators indicated that
the conmittee gets into areas not appropriate to its function, nakes judgnents
it is not qualified to nake, or inpedes the progress of the research. Over half
of the investigators offered suggestions or expressed concern about problens,
such as the tinme-consuning nature of the process and the failure of the boards
to discrimnate between high risk and | ow risk research. Sone of the snall
nunmber of subjects and proxies whom we interviewed al so of fered suggestions, in-
cluding the desirability of providing subjects with nmore information about the
results of the research, and nore concern on the part or researchers for the
subj ects as individuals.

Acknow edgenent s
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I. Types of Research (Tables [.3-1.9)

Approxi mately 60 percent of the projects involving the nmentally infirmwere
behavi oral and nost of these included primarily psychol ogi cal or educationa
testing, interviews or questionnaires, or behavioral observation. About 25
percent of the behavioral research entailed the study of an intervention of
some kind, including educational innovations, social or psychol ogical therapy,
or behavior nodification. Bionedical research accounted for approximately
a third of the research projects involving the mentally infirm These projects
i nvol ved al nost exclusively the adnministration of drugs or the clinica
evaluation of bodily fluids (Tables 1.3 and I.4). Secondary anal yses repre-
sented the remaining small fraction (about seven percent) of research involving
the nentally infirm Mbst of these studies involved the use of existing data
or records; a very snall nunber involved the evaluation of bodily fluids or
ti ssues which had been obtained for other purposes.

Investigators reported that about 10 percent of the drug studies involving
the nentally infirmwere done under an Investigational New Drug Application (1 NDA)
fromthe FDA. Relatively few of these projects were Phase | or Phase Il studies
according to investigators (Table I.5). In about half of the drug projects,

i nvestigators indicated that the drug admi nistration woul d have occurred even

if subjects were not participating in the project. Drugs were admnistered

orally in about 85 percent of the drug studies and by injection in about 25 percent
of these studies. (Sone projects used nore than one nethod of administration.)

The studies that entailed the analysis of bodily fluids included, in close
to 90 percent of the cases, the examination of blood (data not shown). Urine was
al so obtained in about 40 percent of the studies in which bodily fluids were
examned, and in all of these cases the urine was freely voided. According to

investigators, the procedures used to obtian these fluids would have been enpl oyed
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in about 30 percent of the cases even if the research had not been conducted

The type of research reviewed at institutions for the nentally infirmis
very much like that reviewed at other institutions, such as medical schools
and hospitals (Table I.6)

According to investigators, review boards formally required a nunber of
actions fromresearchers, primarily by requesting nore information about the
research or by asking for changes in the consent fornms and procedures (Table
I.7). Review boards suggested changes nmore often in the behavioral intervention
studies than in the others, asking for nore information in approxi mately
40 percent of them and nodification of the consent procedures in about 30
percent. Boards al so asked for nore infornmation concerning about a quarter
of the bionedical projects and the non-intervention behavioral projects. O her
requested nodifications, such as those in scientific design, subject selection
ri sks, disconforts, and confidentiality, occurred relatively infrequently.

Changes also resulted frominformal discussion between researchers and
board nenbers prior to the subm ssion of the proposal. About two thirds of
the investigators reported such discussion in connection with the behaviora
intervention studies, about-half with secondary analyses, and a third with
bi onedi cal and other behavioral studies (Table 1.8). Investigators reported
nmaki ng nodifications in close to half of the cases where such discussions occurred
(data not shown)

Table 1.9 shows the percentage of projects that used each of a nunber of
research nmet hods, such as single or double-blind procedures, random zation
cross-over designs, or placeboes. Although each of these nethods appears

infrequently, one or another is used in the majority of projects.
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Il. Selection of Research Subjects (Tables Il1.1 to I1.8)

Revi ew conmittee enphasis on subject selection. Subject selection was

not an area of major |IRB involvenent, according to investigators. IRB s

by and large accepted investigators’ plans for subject selection (Table II.1)
Change was required in five percent of the projects, usually by limting or

restricting the sanple in some way.

Characteristics of research subjects. In a large majority of projects,

i nvestigators reported that subjects were sel ected because of a specific
condition or characteristic (Tables I1.2, 11.3). Wile investigators for
ei ght percent of the projects at institutions for the nentally infirmreported
that no condition or characteristic was used to select subjects, it is possible
that this percentage is artifically high. Since the research had al ready been
identified as taking place at an institution for the nentally infirm the
i nvestigators nmay have neant by their response that subjects were not selected
for any condition beyond their being nmentally infirm

The presence of a specific nental disorder was nentioned as a sel ection
criterion in 74 percent of the projects reviewed by IRB' S in institutions for
the nentally infirmand in 94 percent of the projects in other institutions
(Tables 11.4, 11.5). Ininstitutions for the nmentally infirm the presence
of a psychosis was used nost often to select subjects. In other institutions
the presence of a psychosis and the presence of a neurosis were used equally
often to select subjects. Behavioral problenms were the basis for subject
selection in 12 percent of the projects in institutions for the mentally infirm
Usual Iy, the problemwas one of personal adjustnent.

Denogr aphi ¢ characteristics were used to select subjects in 20 percent

of the projects at institutions for the nentally infirmand in six percent of

the projects at other institutions. Age was the denographic characteristic
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used nost often for subject selection

In 13 percent of the projects conducted at institutions for the nentally
infirm either no criteria or only denographic criteria were used for selecting
subjects (data not shown). (As explained above, this percentage may be arti-
ficially high.) Two of these projects (18 percent) involved the admnistration
of drugs and one project entailed primarily the clinical evaluation of bodily
f1uids. O her projects focused on educational innovation, psychol ogical and
educational testing, behavioral observation, and interviewing. In only two
projects conducted in other institutions were subjects selected on the basis
of only denographic criteria or no criteria. One of these projects involved
the clinical evaluation of bodily fulids; the other involved survey procedures
(Table 11.6).

Subjects in nost projects were. reported to be "froman institutional popul a-
tion to which the investigator has professional ties" (Tables I1.7, 11.8).
Investigators used their own patients for about one-fourth of the projects.
Referrals by other professionals were used about twi ce as often in other

institutions as in institutions for the nmentally infirm
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Ill. Risks and Benefits of Research (Tables III.21-111.17)

Research which, according to investigators, was designed prinmarily to
benefit subjects directly, accounted for slightly nore than one fourth of al
projects involving the nmentally infirm (Table I11.1). Al nost one third of the
projects, while not primarily intended to benefit the subjects directly, were
intended to benefit in the future persons with conditions sinmlar to those of
the subjects. An additional 29 percent of the projects were conducted prinmari-
ly for other purposes--for exanple, to contribute to scientific know edge. These
studi es designed for "other purposes"” fall into two groups: First, those projects
in which the subjects were selected specifically because of a particular condi-
tion, characteristic, or illness (26 percent) and, second, those in which the
subj ects were not selected for a particular condition (three percent).

This last group includes four projects. One of these projects was designed
to gather data on normal and abnormal bodily functions and involved the draw ng
of venous blood. The second and third projects were behavioral --one was intended
to change staff interaction with patients and the other involved some pschol ogi ca
testing. The principal procedure of the fourth project was to nmeasure electrica
activity of the body. None of these investigators mentioned any probability of
benefit for the subject and only one nentioned any risk (a nmedium probability
of minor psychol ogical stress and a very |ow probability of enbarrassment).

Much of the biomedical research involving nmentally infirm subjects was de-
signed primarily to benefit the subjects, according to investigators (44 percent
Tables 111.2 and 111.3). A smaller percentage (23 percent) was intended to benefit
in the future, other people with conditions simlar to those of the subjects. In
nost cases, bionedical projects conducted for other purposes focused on subjects

who were sel ected because of a particular condition or illness. Mst behaviora
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intervention studies were intended to benefit either the subjects (43 percent)

or other persons with sinmilar conditions (32 percent). The mgjority of the

other (non-intervention) behavioral studies were not intended primarily to bene-
fit subjects. Simlarly, the projects involving secondary anal yses were intended
to benefit others sinmlar to the subjects or to achi eve ot her purposes.

Ri sks and benefits of research intended primarily to benefit subjects.

Each investigatorwas asked about the probability of different types of risks

and benefits to subjects "in terns of your understanding of the risks and bene-
fits at the time the study began." Alnost two-thirds of the investigators whose
projects were intended primarily to benefit subjects estimated that their research
woul d have a medium or high probability of psychological benefit (Table I111.4).
Slightly nore than one fourth reported a nedium or high probability of mnedica
benefits to subjects. None of these investigators estimted as much as a nedi um
or high probability of serious risk, though 64 percent of themreported sonme
probability of mnor psychol ogical stress and 34 percent reported sonme probability
of mnor nmedical conplications.

Ri sks and benefits of research intended primarily to benefit others I|ike

the subjects. Approximately two thirds of the investigators of these projects

estimated sone probability of psychol ogical benefit and of minor psychol ogica
stress for subjects (Table I111.5). Sone probability of medical benefit was re-
ported in 30 percent of the projects. Very low or |ow probability of minor and
serious nedical conplications, serious psychol ogical stress, fatal conplications,
and legal risk due to a breach of confidentiality were reported by small nunbers
of investigators. Thirty-eight percent of the projects involved a very |ow or

| ow probability of enbarrassnent due to a breach of confidentiality. Overal

a smaller percentage of investigators reported probabilities of benefits and

risks in this type of research conpared to research intended to benefit subjects.
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Ri sks and benefits of research conducted for other purposes. These projects

involved a | ower probability of risks and benefits to subjects than did those
proj ects which were intended to benefit the subjects or other people like the
subj ect s. Forty percent of investigators estimated some probability of psycho-
| ogi cal benefit (Tables II1.6 and 111.7). According to the investigators, one
third of these projects involved a |ow or very low probability of mnor psycho-
| ogi cal stress and enbarrassment due to a breach of confidentiality. Fourteen
percent of the investigators reported a very low or |low probability of serious
psychol ogi cal stress, but none of the projects involved any possibility of serious
nedi cal or fatal conplications

The distribution of benefits and risks by type of research (i.e., bionedical
behavi oral intervention, other behavioral, and secondary anal yses) appears in
Tables 111.8 to I11.11.

Investigators' present assessnents of risks and benefits. Mst investigators

reported that the risks and benefits actually experienced corresponded to their
initial estinmates (Tables 111.12 and 111.13). Alnost all investigators reported
that they were certain or fairly certain before the study began that they knew

all of the risks that the project entailed (Table 111.14). Very few investigators
reported that the risks involved in their research outweighed the benefits to
subjects. This was true for their assessnents of the bal ance of risks and bene-
fits both before and after subjects becane actively involved (Tables Il11.15 and
111.16).

Injuries or harm as a consequence of research and provisions for conpensating

injured subjects. Each investigator was asked if any subjects sustained injuries

as a result of participating in the research, wthout regard to whether there
was negligence. These questions referred to unexpected problens and not to the

predi ctable effects that are an integral part of the therapy. An investigator
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who had conducted a study that was designed to benefit the subjects reported
such injuries. These injuries (sustained by two subjects) were classified as
trivial.

Slightly nore than half of the investigators in projects intended primarily
to benefit subjects indicated having provisions for treating subjects should
they suffer any harnful effects due to the research (Table I11.17). Less than
one third of the investigators conducting projects not primarily intended to
benefit the subjects reported provisions for treating injured subjects. Mre
than half of the investigators conducting such projects considered the question
"i nappropriate" presumably because they did not consider their research as en-
tailing risk or harm Provisions for financial conpensation to subjects in case
of harnful effects are found only in projects intended to benefit others.

Breach of confidentiality. Only one project reported the occurrence of a

breach of confidentiality which had harmed or enbarrassed a subject. Mst in-
vestigators reported having sone procedure to protect the confidentiality of.

their subjects. The procedures nost often nmentioned were separation of nanes
fromdata, linmted access to data, mechanical neans such as |ocking up the material

and not using names in publications
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V. Informed Consent (Tables IV.1-1V.31)

Review committee action. Review committees required changes in the

procedures for obtaining consent in about a fifth of the projects involving
mental ly infirmsubjects. Changes were required less frequently (11 percent)
in projects at institutions for the nmentally infirmthan at other institutions
(27 percent). Mst of the changes for both institution types pertained to

the explanatory materials to be presented to subjects and proxies (Table IV.1).
Protocol s involving behavioral interventions were nore likely to elicit a
reconmendati on for change than were other types of protocols. The nost
frequent change in behavioral intervention projects was the requirenent that
witten consent be obtained. Mst of the changes required in bionedical and
ot her behavioral projects centered around the sinplification of or other
alterations in materials to be presented to subjects (Table IV.2).

Witten and oral consent. Oral and/or witten consent was obtained from

subjects in over 80 percent of the projects from both sets of institutions
(Table 1V.3). Wth respect to research types, oral and/or witten consent was
obt ai ned from subjects in over 90 percent of bionedical, behavioral intervention
and ot her behavioral projects, and in 12 percent of secondary analysis projects’
(Table 1V.4). Reasons cited by principal investigators to explain why no
consent was obtained include: (1) names of subjects were unavailable to the
researcher; (2) consent was obtained el sewhere; (3) no risks to subjects were

i nvol ved; and (4) the review conmittee did not require that consent be obtai ned.
Consent was usually obtained in witing  (Table IV.3) and principal investiga-
tors of about two thirds of the projects said that they provided an oral expla-
nation of the study to subjects or proxies (Tables IV.5 and IV.6).

‘Only oral consent was obtained in these secondary anal ysis projects.

“I'n the case of both mentally retarded and nentally ill subjects, witten
consent was obtained for about 75 percent of the projects.
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The consent process: who obtains consent? Investigators had either

exclusive or shared responsibility for obtaining consent in the mgjority of

the projects (Tables IV.7 and 1V.8). The other persons who obtai ned consent

were nost frequently on the study staff, but on several projects a person not

on the study staff obtained consent. Professional colleagues or research

assistants of the principal investigator were the nost frequent other persons

to obtain consent. Less frequent were interns, nurses, and students (Table IV.9).
Aside from the person who obtained consent, the subject, and/or the proxy

ot her people were present in 40-50 percent of the projects when consent was

sought. At institutions for the nmentally infirm this other person was nost

often a nurse, whereas in other institutions, it was nore often a fanily

menber of the subject (Table IV.10). The persons nost often present for bio-

nmedi cal and behavi oral projects were nurses and research assistants (Table IV.11).

Gai ning the participation of research subjects. W analyzed the relation-

ship between aspects enphasi zed by investigators seeking consent and the purpose
of the research. For those projects whose prinmary purpose was to benefit the
subj ects, that direct benefit was enphasized nost in the magjority of cases,
al t hough ot her purposes of the research were also nentioned frequently (Tables
V.12 and 1V.13). When the primary purpose of the study was to benefit others,
that fact was nost frequently given the greatest enphasis, according to
investigators, although in alnobst a third of these projects the investigators
al so enphasi zed a direct benefit to the subject.

Finally, for research with sone other primary purpose, its potentia
benefit to others and its benefit to scientific know edge were each enphasized
in about half the cases; investigators reported enphasizing direct benefits
to subjects for about a fifth of these projects. It is very likely, according
to investigators in nmany bionedical studies, that benefits will accrue to sub-
jects even though the project may not be designed primarily to benefit subjects
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When obtai ni ng consent, principal investigators generally reported that
they presented the possibility of participation as a request. However, when
the primary purpose of the research was to benefit the subjects, participation
was nost frequently described as both a recommendati on and a request (Table |V.14).

I nvestigators of sonme projects did not reveal all information to subjects.
Information was withheld nost frequently in bionedical projects and at insti-
tutions for the mentally infirm The information not divul ged focused nost
often on the purpose or specific procedures of the study, the nedication or
treat nent being used, and possible benefits to the subject (Tables IV.15 and
IV.16). Mbdst reasons for this withholding of information concerned biases
that divulging could introduce in the data.

I nvestigators of several behavioral projects reported that subjects
were told things that were not true. The aspects of false information centered
around the purpose or specific procedures of the study (Tables IV.17 and IV. 18),
and the reasons again involved fear of biasing the data.

In the vast mmjority of projects, subjects were not paid for participation
In the remaining projects, payments were small, usually $1 to $25, and occurred
only in those cases where the research was not designed to benefit the subject
directly (Table 1V.19).

Principal investigators felt that the decision to participate in the study
was not difficult for subjects in the majority of projects (Table IV.20).
Difficulties were experienced nore often in projects designed to benefit the
subject directly or others like the subject. Some subjects declined to
participate in projects that were designed for each of the four different
purposes. Prospective subjects declined to participate nost often in projects
designed to benefit others with conditions simlar to those of the subjects

(Table 1V.21).
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Proxy consent. Proxy consent was obtained in 35 percent of the projects

from both institution types. (Table IV.22). It was obtained nost frequently
in behavioral intervention projects (59 percent) and never in secondary
analysis projects (Table 1V.23). Vhile proxy consent was obtained in about
80 percent of the projects involving mentally retarded subjects, it was
used in only about a third of the projects involving the nmentally ill.

In the projects where proxy consent was used, consent was obtained only
from proxies about twice as often as it was from subjects as well as proxies.
The major criteria for determ ni ng whet her proxy consent woul d be used were
the subject's age and degree of illness. The subject's intellect was a |ess
frequent determnant of whether proxy consent would be obtained.

Parents, relatives, or |legal guardians of the subjects were the nost fre-
quently used proxies. Institutional representatives served as proxies in only
one percent of the projects frominstitutions for the nentally infirmand in
two percent of the bionedical projects. Courts were used as proxies nore often
in projects frominstitutions for the nentally infirmand in bionmedical and
behavioral intervention projects  (Tables 1V.26 and |V.27). Approval for
participation was obtained fromthe subject's physician in a mgjority of cases
when the subject was the patient of someone other than the principal investigator

A mgjority of the investigators reported that subjects for whom proxy
consent was obtained were rarely or never reluctant to participate. In four
percent of the projects frominstitutions for the nentally. infirm investigators

"The age above which no proxy consent was obtai ned was reported nost often as

18 years. The age bel ow which consent was not obtained from subjects as well
as proxies was about nine years

"As can be expected, age and intellect served as criteria for obtaining proxy
consent much nore often for nentally retarded subjects than for nmentally il
subjects. Degree of illness was the criterion used in obtaining proxy con-
sent nore frequently with nentally ill than mentally retarded subjects

""Parents and | egal guardians served as proxies more frequently far nmentally
retarded subjects than for nentally ill subjects

1-16



reported that their subjects were sometinmes or often reluctant to participate
(Table 1V.28)." Behavioral intervention projects were nore |likely than other
types to have reluctant subjects, according to the reports of investigators
(Table 1V.29). Investigators indicated further that when such instances
occurred, the mpost frequent outconme was that the subject did not participate.
Most investigators reported that proxy consent protected subjects "very
well" or "fairly well." Twenty percent of the projects frominstitutions for
the nentally infirm and 16 percent from other institutions, however, indicated
otherwise (Table 1V.30). The main explanations given for the inadequacy of
proxy consent were: (1) where only proxy consent is used, subjects may not be
abl e to decide thensel ves whether or not they wish to participate in the
research; (2) subjects are not given conplete infornmati on about the research
(3) the proxy may not be able to understand the research; and (4) the proxy
may not care about protecting the rights of the subject.
A few of the investigators who had mentally retarded people as subjects

reported that their subjects were occasionally reluctant to participate, but
none of the investigators with nentally ill subjects reported such reluctance
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V. Consent Fornms (Tables V.1-V.16)

As was shown in Table 1V.3, witten consent forns are used in nore than
80 percent of research on the nentally infirm Mst consent forns were
devel oped specifically for a particular study. Others were based on a
standardi zed format provided by the institution (Table V.1). N nety three
percent of forns frominstitutions for the nentally infirmand 81 percent
of fornms fromother institutions conprise less than 300 words; these are
designated as "short" forms in our analyses (Table V.2).

In nost projects, subjects/proxies are not given a copy of the formto
keep (Table V.3).

Content of consent fornms. Consent fornms contain information about a

wi de variety of topics. To increase conparability of consent forns, an index
of conpl eteness was constructed. This index represents the extent to which a
consent formcovers each of the following: (1) the purpose of the research,
(2) procedures involved, (3) the risks, (4) the benefits, (5) a statenent that
subjects are free to withdraw fromthe research, and (6) an invitation to

subj ects to ask questions about participation. (See Table V.4 and the
acconpanyi ng explanation for nore information about this index.)

The index of conpleteness shows only five percent of the forns from
institutions for the nentally infirmand 21 percent of those from other
institutions to be conplete or nearly conplete (Table V.4). Sone el enents
receive nore coverage than others (Table V.5). Purpose is mentioned in nore
than half of forms frominstitutions for the nentally infirmand in 70 percent
of forms from other institutions. Procedures receive nention in nore than
three quarters of all fornms, freedomto withdraw in nmore than two thirds of

all forms, risks in 45 percent of all forms. O those projects which nake
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no mention of risk in either their consent formor oral consent information
statement, 60 percent were described by investigators in our interview as
entailing at |east some risk. Mention of benefits (or their absence) and an
invitation to ask questions received |ess coverage. O those elenents not
nmentioned in consent forms, only purpose and procedures receivedsubstantia
mention in the oral consent information statenent (Table V.6).

It would be appropriate that alternative treatnents be nmentioned in consent
forns for projects designed primarily to benefit subjects; however, this occurs
only rarely (Table V.7). Sinmlarly, consent forns from projects described
by investigators as including an experinental element night be expected to
mention this fact. Forty percent of consent forns from experinmental projects
ininstitutions for the nmentally infirmand 61 percent of forns from such
projects in other institutions identify the experinental nature of the project
t hrough the use of words such as experinent, research, or investigation
(Table V.8).

The investigator's description of projects in the interview was conpared
to the consent fornms and to the oral explanation given to subjects, as reported
by investigators (Table V.9). In two thirds of the projects in which a
possibility of a breach of confidentiality was indicated by investigators,
this possibility was nentioned in either their consent forms or explanations
to subjects/proxies. Investigators for about half of those projects that
were expected to benefit subjects described benefits in their consent forns
or explanations to subjects/proxies. I nvestigators for about the sane
percentage of projects that were not intended primarily to benefit subjects
described benefits to subjects in their consent forns or explanations.

Thirteen percent of the projects in which subjects were assigned to one of
several treatments or procedures nentioned this fact in their consent forns O

expl anati ons. El even percent of the projects in which sonme infornation woul d be
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wi thhel d from subjects nmentioned this. The frequency wi th whichother topics of
i nterest appear in consent forms is shown in Table V.10.

Readability of consent forns. W used the Flesch technique to assess

readability of consent forms. The details of this technique are described in

a note follow ng Table V.10. Short consent fornms were given an overal
readability score while long fornms were given a score for each of three content
areas: purpose, procedures, and risks.

Tables V.11 to V.15 sumuarize our anal yses, and show that consent forns
tend to be difficult to read.

Conpl exity of sentence structure along with word length determ ne the
readabi lity score. Appearance of medical and technical terns is infrequent in
consent fornms. Mst that do appear are in the nore difficult forms. Such
terms conprise well below five percent of all words in consent forns, and
thus are too rare to explain the difficult reading |evel of nost forns.
Nonet hel ess, they are typically found at points critical to understanding the
consent form and project. Furthermore, very few consent forns provide |ay

expl anations of their nedical and technical terns (Table V.16).
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VI. The Attitudes and Suggestions of Investigators and of Sonme Subjects and

Proxies (Tables VI.1-VI.4)

Attitudes of investigators toward the review process. Attitudes of

researchers doing research on the nmentally infirm were nixed. Most of the
researchers fromboth institutional types felt that the procedure protected the
rights of subjects and that the procedure ran with some degree of efficiency
(Tables VI.1-VI.2). \hile a majority of respondents from both institutiona

types felt that the procedure inproved the quality of research at |east to sone
extent, 48 percent of those doing research in nmental institutions and 39 percent
of those doing research in other institutions indicated that the procedure had

not inproved the quality of research at all. Relatively few of the respondents
doi ng research reviewed at nmental hospitals found the procedure to be an unwar-
ranted intrusion on the investigator's autonomy, but as many as 32 percent of those
from other institutions indicated that this was a problemto sone extent. A

fair percentage of respondents fromboth institutional types felt that

conmmittees get into areas not appropriate to their functions, nake judgnents they
are not qualified to make, and inpede the progress of research, at least to sone
ext ent.

I nvestigators' commrents and suggestions. Many researchers expressed

satisfaction with, or acceptance of, the review procedures as they are presently

operating. Nonet hel ess, over half of the respondents did nake suggestions or

express concern about problens with the review process as they experienced it.
Comments of investigators fall into five najor categories (Table VI.3).

The first concerns "bureaucratic problens" such as the conplicated and tinme-

consum ng nature of the review process and the adverse effects of the process

in slowing and preventing research. (Bureaucratic problens were nmentioned by
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23 percent of investigators doing research in institutions for the nmentally
infirmand by 22 percent of investigators from other institutions.) The

time consumi ng nature of the process was a common conplaint. Thus one
respondent conplained that, "now, it takes at |east six weeks--if you politic,
maybe three weeks" and another that, "I think we went through five committees--
so it took about four nonths." Ohers explained that one "can't wait so |ong

for approval" and that "with such a delay people are discouraged from carrying

out projects.” Another investigator elaborated a bit nore on the consequences
of delay stating, "if the Review Conmittee operates so slowy and the reviewis
held up, the likelihood that the investigator will be honest is reduced."”

O hers discussed the adverse consequences of these problenms on the conduct of
research stating, "changing regulations and | aws regardi ng patient consent, etc

has made physicians and admi nistrators uneasy about involvenent in patient research

and me too..." and "social -psych research has gone down the drain; it is based
on deception.”

The second set of concerns, related to the first, reflects the feeling
that parts of the review process should be elimnated (mentioned by 18 percent
of investigators at institutions for the mentally infirmand 15 percent of
investigators from other institutions). Mny of the investigators who nmade
such suggestions focused on differentiating between high and | ow risk research
proposing that nmore care be exercised for high risk research and no revi ew be
required for innocuous research. Thus one investigator proposed that "there
shoul d be nore distinction between no risk and limted risk research--especially
with regard to the difference between wholly non-invasive techniques and invasive
techniques," and another investigator proposed that studies should be "rated on

a scale of high and low risk" and treated accordingly. Oher researchers
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proposed that witten or inforned consent be elimnated in certain circunstances
and that review boards be nore flexible in the application of rules and
procedures.

A third set of comments concerns the structure or authority of the conmittee
(mentioned by 12 percent of investigators at institutions for the nentally infirm
and eight percent of investigators fromother institutions). Sone of these
i nvestigators proposed changing the conposition of the committee and the way it
is selected. Mbst individuals who enphasized the commttee conposition wanted
a greater representation of experienced researchers, rather than non-professionals.
One individual, however, did feel that the review commttees. should be nore
representative of the popul ati on being studied stating

Mbst of the people on these committees tend to be white

upper-class nales and have little simlarity with the

subjects, and | wonder how thorough they can be in exanmining

the possible risks. So I'd like to see nore people fromthe

target population and if it involves poor people, there

shoul d be some poor people on the conmttee
Gt her investigators discussed the need for consultants and other help if the
review conmittee is unable to understand or handl e aspects of sone proposals.
One individual remarked, "on the Conmittee there should be consultants
experienced people such as past presidents of medical or biological and pro-
fessional societies, presidents of congresses--national and international, and
chairmen of synposiuns."

A fourth set of suggestions concerns the need for nore infornation and
i ncreased conmuni cation (mentioned by 19 percent of investigators at institutions
for the mentally infirmand 13 percent of investigators fromother institu-

tions). Many of these investigators desired nore definition and clarification

of infornmed consent and what nust be done to neet the "inforned consent
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requirenment.” Thus one respondent stated, "something has to be done with the

concept of informed and voluntary consent--to be sure that it is inforned and

voluntary--we need guidelines for that," and another suggested, "I think there
shoul d be a standardized consent form | went everywhere |ooking for a consent
formthat was acceptable.” Oher respondents desired an opportunity for inter-

action between the researcher and the conmittee, many of these having in mind
an oral presentation of the protocol by the researcher to the committee.

A fifth category of suggestions concerns protecting human subjects to a
greater extent than is presently done (mentioned by eight percent of investi-
gators at institutions for the nentally infirmand eight percent of investi-
gators from other institutions). A nunber of respondents desired nore follow up
after review to see that proposed procedures were actually inplenented. Chers
made general comments that comittees do the job nore carefully by having nore
strict review and by being "tougher."

Attitudes of Subjects and Proxies. Sonme of the principal investigators

who were interviewed for this study agreed to contact their subjects or proxies
on our behalf, Subjects and proxies were asked, by these investigators, to
return a card to us if they wanted to participate in our study. This pro-
cedure enabled us to interview 33 subjects and 12 proxies. The data based
on the interviews should be treated cautiously, since they have been
provided by a very small nunber of respondents who do not represent, in any
statistical sense, the larger population of nmentally infirm subjects and
their proxies.

Most of our respondents understood, before their participation began
that they were to be involved in "research" and renenbered giving their consent
for their (or the subject's) participation. Only one respondent did not
recall giving either witten or oral consent. Eleven precent, however, did
not understand, before their participation began, that they were to be
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involved in "research.”

In general, our interviewees felt that they personally were provided
with clear, sufficient, and accurate information about the research projects.
(Almost half of the proxies, however, indicated that the researchers did not
explain the research to the subject and that the subject did not have a very
good understandi ng of what was going to be done.) Seventy-seven percent of
the proxies and subjects reported that sonmeone connected with the study talked
with themand told them what was going to be done. Mre than eighty percent
of our respondents felt that the information they were given was clear and
accurate, but twenty-eight percent would have liked to receive nore information.
Most of these subjects and proxies (88 percent) saw the researchers as wll-
ing to answer their questions, and 61 percent did ask questions concerning
the subject's participation. Many of these questions centered on the purpose
of the research, the procedures to be followed, and the risks and possible
side-effects of the procedures.

The proxies and subjects who were interviewed apparently had few probl ens
deci di ng whether or not they (or the person for whomthey gave consent) should
participate in the research. Seventy-six percent of the respondents said
that the decision to participate was "not at all" difficult and only four
percent said that it was a very difficult decision. Consistent with this find-
ing, proxies and subjects cited many reasons for participating and very few
reasons for not participating. The expectation that participation would
directly benefit the subject was the npbst inportant and nmost frequently-
menti oned reason for participating. A small nunber of respondents cited
better care, |ess expensive care, and other personal advantages; and a few

subjects said they participated because they wanted to hel p science, the research
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or people with sinmilar conditions. N nety-one percent of the respondents
cited no reasons for not participating. The few people who saw reasons for
not participating nmentioned the side-effects, unpleasant procedures, or

i nconveni ence.

A series of interview itens focusing on expected risks and benefits
generated responses simlar to those reported above. Eighty-two percent saw
sone possibility of benefit as a result of participating in the research
Di rect psychol ogi cal and educational benefit to the subject were mentioned
nmost frequently. Thirty-eight percent of the respondents felt that partici-
pation in the project inplied at |east a very slight risk of harnful effects.
Anticipated harnful effects included minor disconforts and the possible side-
effects of drugs or procedures

About one of every four respondents reported having experienced unex-
pected difficulties as a result of the study. These difficulities included
side-effects, physical disconforts, or enotional problens. One respondent
felt that the unexpected difficulties were very serious and seven people said
they were sonewhat serious. On the other hand, 69 percent of our interviewees
said that the subject benefited as a result of participating in the research
Most of the subjects reported that the actual experience of participating in
the research was better than expected or about the same as expected; only four
subj ects said the experience was worse than they had expected it to be. Seventy
one percent of the subjects (or proxies) said that they would be very willing
to participate in a similar study again. Those who nmight be less than willing
nentioned such factors as the tine and trouble involved, the Iack of persona
benefits, the fear of side-effects, or the inadequate explanations given to
subj ect s.

Subj ects' and proxies' comments and suggestions. Approxinmately one-half
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of the subjects or their proxies offered suggestions. These suggestions fal
into three categories (Table VI.14). One (27 percent) concerns requests for
nore and better information to subjects. In many of these statements, subjects
expressed a desire to receive a description of the results of the research.
Thus one subject remarked,

Send them the results. What's the good in doing the experinment if
you never find out about the results?

and anot her conpl ai ned,

I've never been told of the results--what the drug did for ne, if
anyt hi ng.

O her statenents in this category were remarks about the desire for nore infor-
mation. Thus one stated,

I would like nore information to subjects on particul ar aspects of

the project. . . . The researcher should not wait for the subject to

ask questions but should assume that the subject is curious about

everything that is done and should explain everything fully.
Anot her wanted "nore explanation of the research being done."

A second category of suggestions (22 percent) concerns the experinenters
conduct of the research. Some subjects wanted experinenters to be nore kind
and courteous in dealing with subjects. One subject remarked that she "felt
| ke a guinea pig" and another stated

Start thinking of them as human beings and not test subjects. Doctors

have a tendency to diagnose a mental disorder and then feel they don't

have to deal with patients, except to refill prescriptions. In this
study, | resented being treated as a child, and the patronizing tone

of the doctors. They could have provided better hours. G oup therapy

fell apart. Should answer direct questions instead of skirting the

issue. They never asked ne if | felt better.

O hers were concerned that the experinental procedures thenselves be perforned

nmore carefully and nore hunanely.

A third, and smaller, category (nine percent) concerns inproving the risk/
benefit ratio by increasing types of care and service benefits or by reducing
ri sks through testing nore thoroughly before the experiment. One subject sinply
stated that "research projects should not be harnful to subjects.”
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Table 1.1

Percent of Projects Involving
the Mentally Infirm

Per cent of Proj ects

(N=1835)
Projects Including the Mentally Infirm 11%
Projects not Including the Mentally Infirm 89
Al Projects 100%

"Based on the assunption that 172 out of 1835 that are non-respondent
distribute like the respondent cases.
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Table 1.2

Research Involving Mentally Infirm
Subj ect s: Type of Institution

Percent of Projects

Type of Institution (N=174) "
Universities” 7%
Medi cal schools™™ 26
Hospitals 16
Institutions for the mentally infirm 50
Cther institutions 1

Tot al 100%

" The N's reported in these tables regarding the nentally infirm
i nclude projects for which investigators were not interviewed.

Including IRBs at universities only if the IRBs are separate
fromthe nedical school review board

Including IRBs at universities that share an IRB with a nedical
school .

* ok k

I ncluding children's hospitals.

*ok ok ok ok

For exanpl e, biomedical research institutions.

NOTE: This table is one of several tables provided by the Survey Research
Center on Novenber 3, 1976 to substitute for tables in the origina
report of Septenmber 8, 1976. "The data in these tables will differ
fromthat included in our earlier report on the nentally infirm
More cases have been added and new wei ghting procedures have been
applied which conpensate for research investigators who did not
respond to our interviews." (Letter from Robert A. Cooke, Novenber 3

1976.)
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Table 1.3

Type of Research Involving the Mentally Infirm

Percent of Projects

(N=151)
Bi ormedi cal 34%
Behavi oral intervention 15
Behavi or al 44
Secondary anal ysis 7

Tot al 100%
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Table 1.4

The Primary Intervention or Procedure in Each Study

Bi onedi cal
Clinical evaluation of bodily tissues or fluids
Administration of drug, chemical agent or blood product
Use of diagnostic and/or therapeutic devices

Behavi oral Intervention
Educati onal intervention

Modi fication of an organization or a service delivery
system

Soci al or psychol ogi cal therapy

Behavi or nodification or experimentation
Behavi oral (other)

I nt ervi ews- questi onnaires

Psychol ogi cal or educational testing

Behavi oral observation

Interviews with patient (e.g., nedical histories)
Secondary Anal ysis

New anal yses of existing data

Revi ew of nmedical records

Third party study of tissue or fluids obtained

for other purposes

Tot al

"Less than 1 percent but nore than zero.
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Table |.5

Is this a Phase I, IIl, Ill, or IV test?

Percent of Projects

(N=151)

Phase | 0%
Phase |1 4
Phase 111 1
Phase |V 4
None of these 3
Don't know 4
No answer 3
| nappropriate’ 81

Tot al 100%

“I'ncl udes other than drug administration research.
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Table 1.6

General Types of Research Involving the
Mentally Infirm Type of Institution
(Percent of Projects)

Behavi or al Behavi oral Secondary
Bi onedi cal Intervention O her Anal ysi s Al
(N=62) (N=24) (N=74) (N=10) (N=170)
Uni versities 1% 21% 10% 9% 7%
Medi cal school s 40 12 19 13 26
Hospital s 16 0 17 37 16
Institutions for
the nentally infirm 43 67 52 41 50
O her 0 0 2 0 1
Tot al 100% 100% 100% 100% 100%
NOTE: This table is one of several tables provided by the Survey Research

Center on Novenber 3, 1976 to substitute for tables in the original
report on Septenber 8, 1976. "The data in these tables will differ
fromthat included in our earlier report on the nmentally infirm
More cases have been added and new wei ghti ng procedures have been
appl i ed whi ch conpensate for research investigators who di d not
respond to our interviews." (Letter from Robert A Cooke, Novenber
1976.)
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Types of Research (Percent Proj ects)’
Type of Research
Behavi or al Behavi or al Secondary
Bi omedi cal I ntervention (O her) Anal ysi s
(N=53) (N=24) ( N=66) (N=8)
More information 25% 41% 27% 16%
Modi fication in consent procedures 14 29 16 0
Modi fication in scientific design 5 15 0 0
Modi fication in subject selection 12 5 0 0
Modi fication regarding risks, 10 13 2 0
di sconforts
Modi fication regarding 0 5 8 0
confidentiality
O her nodifications 12 5 5 0

Table 1.7

Actions Fornmally Required of the Investigator

by the Revi ew Board:

"Percent ages need not add to 100% since respondents might indicate fewer

or

nore than one action required.
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Table 1.8

Prior to the submission of your proposal for review by the commttee,
did you have any informal discussions with any committee nenbers concerning
the use of human subjects or obtaining consent?: Type of Research
(Percent of Projects)

Type of Research

Behavi or al Behavi or al Secondary
Bi omedi cal Intervention (O her) Anal ysi s
(N=53) (N=24) (N=66) (N=8)
Yes 31% 63% 34% 53%
No 69 32 66 47
No information 0 5 0 0
Tot al 100% 100% 100% 100%
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Table 1.9
The following is a list of sonme nethods which you may be
using for your study--please check as nmany as apply.
(Percent of Projects)

Type of Institution

Institution for the

Mental ly Infirm Qther

(N=71) (N=63)
Single-blind method (i.e., subject does not
know whi ch study technique is being used) 17% 11%
Doubl e-blind nethod (i.e., neither subject
nor experinenter knows which study technique
is being used) 16 11
Different treatment or procedures assigned
by random net hod 11 14
Cross-over design (treatment or procedures
swi t ched between groups during the study) 14 3
Pl acebo admi ni stration 19 9

"Total s need not add to 100% since respondents could indicate fewer or nore
than one nmet hod.

"“Excl udes respondents who did not answer the relevant questions.
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Table 11.1

Did the review conmittee require you to make nodifications
in the proposed selection of subjects for your study? If yes, what changes?
(Percent of Projects)

Type of Institution

Institutions for the

Mentally Infirm O her
(N=83) (N=68)
Changes required 5% 5%
Change to fewer subjects 0 2
Oher limtations/restrictions in sanple 5 3
No changes required 93 95
Don't know 2 0
100% 100%

Tot al
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Table 11.2

Reasons for Selection of Subjects: Type of Institution

(Percent of Projects)

Type of Institution
Institution for the
Mentally Infirm Ot her

Are subjects selected because they (N=83) (N=68)
have a specific disease, condition,
problem or characteristic?
Yes 91% 95%
Some are, some not 1 1
No 8 4

Tot al 100% 100%
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Table 11.3

Reasons for Selection of Subjects: Type of Research
(Percent of Projects)

Type of Research

Behavi or al Behavi or al Secondary
Bi omedi cal Intervention (Cther) Anal ysi s
(NE53) (N=24) (N=66) (N=8)
Are subjects sel ected because
they have a specific disease,
condition, problem or character-
istic?
Sonme are, sone not 2 0 1 0
No 5 15 6 0
Tot al 100% 100% 100% 100%
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Table I1.4

Conditions Used as Basis for Subject Selection: Type of Institution
(Percent of Projects)’

Type of Institution

Institution for the

Mentally Infirm Q her
(N=83) (N=68)
Di sease or Medical Condition 7% 6%
Ment al di sorders 74 94
Psychoses 51 36
Neur oses, personality disorders 5 33
Mental retardation 13 13
QG her (including psychosomatic illness) 5 12
Behavi oral probl em 12 3
Educati onal probl em 3 0
Legal probl em 1 0
Personal adjustnent problem 7 0
Ot her behavi oral probl em 1 3
Denogr aphi ¢ characteristic 20 6
Age 9 5
Sex 4 0
Race 0 0
| ncone 0 0
Social class 0 0
Genetic or kinship ties 2 0
Educational, vocational situation 3 1
Life/fam |y situation 1 0
Personal characteristic 1 0
Cther selection criterion 1 0
No sel ection criterion 8 4

"Per cent ages may add to nore than 100% since respondents could nention nore
than one condition.
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Tabl e

Conditions Used as Basis for

1.5

Subj ect Sel ecti on:

Type of Research

(Percent of Projects)’
Type of Research
Behavi or al Behavi oral Secondary
Bi omedi cal Intervention (O her) Anal ysi s
(N=53) (N=24) ( N=66) (N=8)
Di sease or nedical condition 1% 0% 2% 12%
Mental disorders 90 76 77 76
Psychoses 60 26 44 25
Neur oses, personality
di sorders 19 15 11 18
Mental retardation 6 25 17 0
G her (including
psychosonmatic illness) 5 10 5 33
Behavi oral probl em 0 15 13 16
Educati onal problem 0 0 4 0
Legal problem 0 0 2 0
Per sonal adjustnment problem 0 15 5 0
O her behavi oral problem 0 0 2 16
Denogr aphi ¢ characteristic 11 20 17 12
Age 2 5 12 12
Sex 7 0 0 0
Race 0 0 0 0
I ncone 0 0 0 0
Soci al class 0 0 0 0
Genetic or kinship ties 2 5 0 0
Educati onal, vocati onal
situation 0 5 3 0
Life/fam |y situation 0 0 2
Personal characteristic 0 5 0
QG her selection criterion 0 5 0 0
No sel ection criterion 5 15 6 0

"Percentages may add to nore than 100% since respondents coul d mention nore

than one condition.
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Table 11.6

Types of Research Conducted for Those Projects Where No Sel ection
Criteria or Where Denpgraphic Selection Criteria
Were Used: Type of Institution
(Percent of Projects)

Type of Institution

Institution for the

Mentally Infirm O her
(N=11) (N=3)

Interviews and/ or questionnaires (non-nedical) 0% 36%
Psychol ogi cal or educational testing 18 0
Behavi oral observation 18 0
Research on educational innovation 18 0
Interviews with patient 9 0
Drug administration 18 0
Clinical evaluation of body parts or fluids 9 64
Soci al - psychol ogi cal therapy 10 0

Total * 100% 100%

"The total here represents only those projects where no selection criteria or
only denographic criteria were used for selecting subjects. These projects
represent 13 percent of the research conducted in institutions for the
nentally infirm and four percent of the research conducted in other
i nstitutions.
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Table 11.7
Which of the follow ng sources are used to obtain subjects

for this study?: Type of Institution
(Percent of Projects)

Type of Institution

Institution for the

Mentally Infirm O her
(N=83) (N=68)
0,
From anong own patients 24% 21%
. . 12 23
Referrals by other physicians, professionals
. 2
Referrals by other subjects 5
I nformation from records 11 19
Institutional population via professional
access 63 58
Advertisenent or notice 2 2
Ot her source 1 14
General popul ation 0
Formal groups, organizations 0
Ot her sources 1

"Percentages may add to nore than 100% since respondents could nention
than one subject source.
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Table 11.8

Wiich of the following sources are used to obtain subjects
for this study?: Type of Research
(Percent of Projects)

Type of Research

_ _ Behavi or al Behavioral  Secondary
Bi onedi cal  |ntervention (Qt her) Anal ysi s
(N=53) (N=24) (N=66) (N=8)
From anbng own patients 33% 20% 18% 43%
Referral s by other physicians, 26 19 9 0
pr of essi onal s
Referrals by other subjects 7 5 2 0
I nformation from records 6 11 12 76
Institutional population via
pr of essi onal access 60 62 62 59
Advertisenent or notice 2 3 2 0
O her-source 2 9 9 0
General popul ation 0 0 1 0
Formal groups, organizations 2 9 6 0
O her sources 0 0 2 0

"Percentages may add to nore than 100% since respondents coul d nention more than
one subject source.
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Table I111.1

Distribution of Projects by Purpose of Research

Percent of Projects

(N=I 51)
Benefit subject 27%
Benefit others 31
Q her purpose--subject selected by condition 26
Q her purpose--subject not selected by condition 3
No information 13
Tot al 100%
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Table 1.2

Distribution of Projects: Type of Research’
(Percent of Projects)

Type of Research

Behavi or al Behavi or al Secondary
Bi onedi cal Intervention  (CQther) Anal ysi s
(N=53) (N=24) (N=66) (N=8)
Benefit subjects 44% 43% 12% 0%
Benefit others 23 32 35 41
Ot her purpose-- subj ect sel ected
by condition 23 15 29 47
Ot her purpose--subject not
sel ected by condition 4 5 2 0
No infornation 6 5 22 12
Tot al 100% 100% 100% 100%

"Based on data provided by the investigators.
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Table I11.12

From what you have learned, in this study,
descri bes your present assessnent of benefits to subjects
as conmpared to your expectations when the research began?*

( Per cent

Much nore benefit than expected
Sormewhat nore benefits than expected
Benefits as expected

Sonewhat | ess benefit than expected
Much | ess benefit than expected
Assessment cannot be made

No information

Tot al

*

whi ch of

the follow ng best

of Projects)
Pur pose of Research
O her O her
Pur pose Pur pose
(Subj ects (Subjects not
Benefi t Benefit Selected by Sel ected by
Subj ects Others Condi tion) Condi ti on)
(N=41) (N=50) (N=39) (N=4)
10% 1% 3% 0%
4 10 8 0
56 61 44 25
10 0 9 25
5 0 0 0
15 15 21 25
0 13 15 25
100% 100% 100% 100%

Based on data provided by the investigators
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Table I11.13

From what you have learned in this study which of the follow ng best

descri be your present assessnent of risks to
expectati ons when the research began?*
(Percent of Projects)

subj ects as conpared to your

Much nmore risk than expected
Sonewhat nore risk than expected
Ri sk as expected

Sonewhat | ess risk than expected
Much less risk than expected
Unable to assess

No information

Tot al

Pur pose of Research

O her O her
Pur pose Pur pose
(Subj ects (Subj ects not
Benefit Benefit Selected by Sel ected by
Subjects Ohers Condition Condi tion
(N=41) (N=50) (N=39) (N=4)
0% 0% 0% 0%
0 0 0 0
71 80 80 75
13 0 3 0
3 1 0 0
11 12 9 0
2 7 8 25
100% 100% 100% 100%

*Based on data provided by the investigators.
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how certain

Very certain
Fairly certain

Not very certain

Not at all certain

No information

Tot al

Table I11.14

Before involving subjects in this study,
were you that you knew all

(Percent of Projects)

of the risks to subjects?*

Pur pose of Research
O her Gt her
Pur pose Pur pose
(Subj ects (Subj ects not
Benefit Benefit Selected by Sel ected by
Subj ects Others Condi tion Condi ti on
(N=41) (N=50) (N=39) (N=4)
57% 62% 79% 75%
40 31 21 25
3 0 0 0
0 0 0 0
0 7 0 0
100% 100% 100% 100%

*Based on data provided by the investigators.
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Table 111.15

Bef ore you began involving subjects in this study,
which one of the followi ng statenents best describe your assessnent
of the balance of risk and benefits to the average subject?*
(aside from any financial benefit)
(Percent of Projects)

Pur pose of Research

Q her Ot her
Pur pose Pur pose
(Subj ect s (Subj ects not
Benefit Benefit Selected by  Selected by

Subjects Qhers Condi tion Condi tion

(N=41) (N=50) (N=39) (N=4)

Mich nore risk than benefit 0% | | 0% 073. 0%
Somewhat nore risk than benefit 0 ‘ 6 | 0 0
risk and benefit 2 5 10 ; 0
Sormewhat nore benefit than risk 0 11 6 _ -0
Mich nore benefit than risk 85 34 27 25
No risk or benefit 4 35 53 75
Assessment cannot be made 6 ‘ 4 0 0

i nformation __3__ 3 4 _0"

Total 1002 100% 100% 100%

*Based on data provided by the investigators.
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Table 111.16
How woul d you assess the balance of risks and benefits

to subjects at the present tinme?*
(Percent of Projects)

Pur pose of Research

O her O her
Pur pose Pur pose
(Subj ects (Subj ects not
Benefi t Benefit Sel ected-by Sel ected by
Subj ects O hers Condi tion Condi ti on
(N=41) ( N=50) (N=39) (N=4)
Much nore risk than benefit 0% . 0% 0% 07
Somewhat nore risk than benefit 0 4 4 0
Equal risk and benefit 0 7 o 0
Sonmewhat nore benefit than risk 5 8 6 0
Mich nore benefit than risk 77 37 23 50
No risk or benefit 9 - 35 49 50
Assessnent cannot be made 6 4 0 0
No information 3 5 7 0
Tot al 100% 1007 .100% 1007

*Based on data provided by the investigators.
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Table I11.17

Is there any provision for giving treatnent to subjects
if they suffer any harnful effect due to this research?*
(Percent of Projects)

Pur pose of Research

Q her O her
Pur pose Pur pose
(Subj ects (Subj ects not
Benefit Benefit  Sel ected by Sel ected by
Subj ects Ohers Condi tion Condi tion

(N=41) (N=50) (N=39) (N=4)

Yes 58% 28% 31% 25%
No 5 11 8 0
Don't know 3 5 6 0
Question inappropriate 34 56 55 75

Tot al 100% 100% 100% 100%

*

Based on data provided by the investigators.
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Table IV. 1
Modi fications by Review Committee Regarding

Informed Consent: Type of Institution
(Percent of Projects)

Type of Institution

Institution for the

Mental ly Infirm Qt her
(N=83) (N=68)

Did, the review commttee require that you

make nodifications in your study in regard to

how consent woul d be obtained from subjects?

Yes, change required* 117 27%
Required witten (rather than oral) consent 2 6
Required addition of material to be
di scl osed 0 2
Required sinplification of material to be :

di scl osed 1 5
Required other changes in material to be
di scl osed 5 . 12
Required change in setting in which consent .
obt ai ned 0 Y
Required change in tining of obtaining .
consent 0 0
Required change in who obtains consent 0
Required presence of witnesses when consent
obt ai ned 0 0
Required proxy consent 0 0
Required subject as well as proxy consent 0 0‘
O her changes 3 4
No, no change required 88 73
No i nformation 1 0
Tot al 1002 100%

*

Percentages in the offset colums represent distributions annn? those projects
where the "yes" response was checked. Mre than one of the offset responses

coul d be checked in any project
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Table 1V.2

Modi fications by Review Conmittee Regarding
I nf ornmed Consent: Type of Research
(Percent of Projects)

Type of Research

Behavi or al Behavi oral Secondary
Bi omedi cal Intervention (Ct her) Anal ysi s
(N=53) N=24 = N=8
Did the review comittee re- ( ) (R=66) (N=8)
quire that you make nodifica-
tions in your study in regard
to how consent would be ob-
tained from subjects?
Yes, change required* 14% ) 29% 16Z 0oz
Required witten (rather ,
than oral) consent 1 10 4 0.
Required addition of mater- ,
ial to be disclosed 2 0 0 0
Required sinplification of :
material to be disclosed 3 0 4 0
Required ot her changes in :
material to be disclosed 10 5 7 0
Required change in setting ’ .
in which consent obtai ned 0 0 0 0
Required change in timng
of obtaining consent 0 0 0 0
Required change in who
obt ai ns consent 0 0 0 o
Required presence of wt-
nesses when consent obtained
Requi red proxy consent 0
Required subject as well as
proxy consent 0 0 0 0
O her changes 0 14
No, no change required 84 71 84 100
No information 2 0 0 0
Tot al 1007 100% 100% 100%

—
Percentages in the offset colums represent distributions anong those projects

where the "yes" response was checked. Mre than one of the offset responses
coul d be checked in any project.
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Table 1V.3
Type of Consent Obtained in Projects Involving

the Mentally Infirm Type of Institution
(Percent of Projects)

I nstitutions

Uni ver- Medi cal for Mentally
sities Schools Hospitals Infirm O her All
(N=24) (N=54) (N=15) ( N=80) (N=1) (N=174)
On this study, is either
oral or witten consent
obtai ned from subjects
or soneone acting for
subj ects?
Yes, oral 67 5% 3Z 47 1474 Y4
Yes, witten 67 58 30 61 100 56
Yes, oral and witten 18 33 48 23 0 29
No consent obtai ned or , )
needed 9 4 19 12 0 11
Tot al 100Z% 100% 100% 100% 100% 100%
NOTE: This table is one of several tables provided by the Survey Research

Center on Novenber 3, 1976 to substitute for tables in the origina
report on Septenber 8, 1976. "The data in these tables will differ
fromthat included in our earlier report on the nentally infirm

More cases have been added and new wei ghti ng procedures have been
appl i ed which conpensate for research investigators who did not
respond to our interviews." (Letter from Robert A Cooke, Novenber 3,
1976.)
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*

Table 1V. 4

Type of consent obtained: Type of Research

(Percent

of Projects)

Type of Research

Behavi or al Behavi oral Secondary
Bi onedi cal Intervention (O her) Anal ysi s
. (N=53) (N=24) ( N=66) (N=8)
In this study, is either oral
or witten consent obtained
from subj ects or sonmeone acting
for subjects?
Yes, oral 17 5% 47 127
Yes, witten 57 76 55 0
Yes, both 32 16 32 0
No consent obtai ned/ needed* 10 3 9 88
Return of questionnaire inplies 0 0 0 0
consent
Have sign-up sheet 0 0 0 0
Participation voluntary--no ‘
further specification 0 0 0 0
Anonynous/ confi dential research 0 0 0 12
Research invol ves necessary
treat ment/ procedure 2 0 0 0
Subj ect's own physician
determ nes participation 1 0 0 0
Research involves routine
pr ocedur es 0
Only existing records used 0 0 63
Materials from previous ,
research being used 2 0 _ 0 12
Consent obtai ned el sewhere 0 0 0 . 12
Participation requested/
recomended by soneone ot her
than research staff 0
Not required by review conmittee 4
I nvestigator says "no risk/harm
i nvol ved for subjects” 0
& her 5 ,
No I nfornation 0 0 0 0
Tot al 1007 100% ~100% - 1007

Percentages in the offset colums represent distributions anmong those projects

where the "no" response was checked.
could be checked in any project.

More than one of the offset responses
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Table IV.5

Oral Explanation of Study: Type of

Institution
(Percent of Projects)

Type of Institution

Institution for the

Mental ly Infirm Q her
(N=83) (N=68)
Are subjects (or proxies) given an oral
expl anation of the study?
Yes 64% 83%
No 9 4
Question inappropriate 16 12
No information 11 1
Tot al 100% 100%
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Table 1V.6

Oral Explanation of Study: Type of Research
(Percent of Projects)

Type of Research

Behavi or al Behavi oral Secondary
Bi omedi cal Intervention (O her) Anal ysi's
(N=53) (N=24) (N=66) (N=8)
Are subjects (or proxies).
given an oral explanation,
of the study?
Yes 68% 78% 79% 12%
No 7 19 6 0
Question inappropriate 12 3 9 88
No information 13 0 6 0

Tot al

100% 100% 100% 100%



Tabl e

Who bt ai ns Consent:

V.7

Type of Institution

(Percent of Projects)
Type of Institution
Institution for the
Mentally Infirm O her
(N=83) (N=68)
Who obt ai ns consent?

I nvestigator usually obtains consent 21% 27%

I nvestigator shares consent responsibility 30 40

G hers usual ly obtain consent 35 21

Question inappropriate 14 12

No i nformation 0 0
Tot al 100% 100%
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Table V.8

Who Obt ai ns Consent:
(Percent of Projects)

Who obtains consent?

I nvestigator usually obtains
consent

I nvestigator shares consent
responsibility

Qthers usually obtain consent
Question inappropriate
No information

Tot al

Type of Research

Type of Research

Behavi or al Behavi or al
Bi onedi cal I ntervention (O her)
(N=53) (N=24) (N=66)
15% 31% 29%
49 34 26
26 32 36
10 3 9
0 0 0
100% 100% 100%
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Table IV.9

O hers Who Cbtain Consent: Type of Institution
(Percent of Projects)*

Type of Institution

Institution for the

Mentally Infirm O her
Study Staff LN=83) (N=68)
Prof essi onal col | eague 282 - 23%
Resident or research fellow in nedicine 1 5
I ntern/nedi cal student/dental student 2 1
G aduat e student 7 4
Nur se/ physi cal therapi st 4 1
Techni ci an/ dental assistant/physician's
assi st ant 2 0
Research assistant/students 14 29
I ntervi ewer
Q her 4
Soci al wor ker/counsel or 0 3
Secretary/receptionist 0 0
El enent ary/ secondary school staff 0 0
O her 4 0
Staff (not on study)
Pr of essi onal col | eague 7 2
Resi dent or research fellow in nedicine 1 1
I ntern/nedi cal student/dental student 0 0
G aduate student 2 0
Nur se/ physi cal therapi st 2 0
Techni ci an/ dental assistant/physician's
assi st ant 1 0
Research assistant/students 0
I ntervi ewner
G her 6 -
Soci al wor ker/counsel or 5 -
Secretary/receptionist 0 0
El enent ary/ secondary school staff 0 0
Q her -1 0
Question inappropriate 43 42
No infornation 3 0

*
Percentages nmay add to nore than 100% si nce nore than one response coul d be
checked. 1-73



Table 1V. 10

Wo Else is Present When Consent Obtained: Type of Institution
(Percent of Projects)

Type of Institution

Institution for the

Mentally Infirm Q her
( N=83) (N=68)
Asi de from yourself and the subject (and/or
proxy), is anyone else usually present when
consent is sought?
Yes* 40% 50%

Fam |y nmenber 4 26

Physi cian or denti st 5 22

Nur se 14 19

Research assi stant 7 22

* %

Q her 18 19
NO 31 34
Question inappropriate 17 15
No information 12 1

Tot al 100% 100%

T

Percentages in the offset colums represent distributions anong those projects

where the "yes" response was checked. More than one of the offset responses
coul d be checked in any project.

* %

The others who were present when consent was sought included institution staff,
secretaries, ward assistants, or anyone who was available at the tine.
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Who Else is Present

Asi de from yourself and the
subj ect (and/or the proxy),
i s anyone el se usually pre-
sent when consent is sought?
Yes*

Fam |y menber

Physi ci an or denti st

Nur se

Resear ch assi st ant

O her
No
Question inappropriate
No i nformation

Tot al
—

Table V.11

When Consent btained: Type of Research

(Percent of Projects)
Type of Research
Behavi or al Behavi oral Secondary
Bi omedi cal Intervention (O her) Anal ysi s
(N=53) (N=24) ((N=66) (N=8)
43% 61% 43% 0%
8 22 12 0
14 22 6 0
22 26 10 0
6 30 13 0
10 33 23 0
26 29 42 12
15 10 9 88
16 0 6 0
100% 100% 100% 100%

Percentages in the offset columms represent distributions anmong those projects

where the "yes" response was checked.
could be checked in any project.

More than one of the offset
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Table V.12

Emphasis in Description of Study:
(Percent of

Are any of the follow ng.
enphasi zed when you descri bed
this study to a prospective
subj ect or proxy?

Direct benefit to subject

Benefit to other individuals'

in the future

Benefit to scientific
know edge

Sonet hing el se
No direct benefit to subject
hazar ds

Enphasi zed ri sks,

G her (unspecified)
Question inappropriate

No i nformation

*

Percentages may add to nore than 100% si

checked.

Primary Purpose of Research

Projects)*

Pri mary Purpose of Research

O her O her
Pur pose Pur pose
(Subj ects (Subj ects not
Benefit Benefi t Selected by  Selected by
Subj ect s O hers Condi ti on) Condi ti on)
(N=41) (N=50) (N=39) (N=4)
59% 37% 11% 25%
48 68 36 25
51 44 41 50
9 11 17 0
0 3 3 0
8 0 6 0
1 8 8 0
31 15 29 25
0 9 10 0

1-76
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Table V.13

Maj or Enphasis in Description of Study: Primary Purpose of Research
(Percent of Projects)

Pri mary Purpose of Research

O her O her
Pur pose Pur pose
(Subj ects (Subj ects not
Benefit Benefit Selected by Selected by
Subj ect s O hers Condi ti on) Condi ti on)
(N=41) (N=50) (N=31) (N=4)
Where nmore than one issue is
emphasi zed in describing this
study, which one is enphasized
nost ?
Direct benefit to the subject 34% 11% 0% 0%
Benefit to other individuals
in the future 6 31 19 0
Benefit to scientific know edge 7 2 12 0
No direct benefit to subject 0 0 0 0
Sonet hing el se 0 0 2 0
Question inappropriate 48 34 55 50
No information 5 29 12 50
Tot al 100% 100% 100% 100%
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Table 1V. 14

Participation Request or Reconmendation: Primary Purpose of Research
(Percent of Projects)

Pri mary Purpose of Research

Benefit Sel ected by
Condi tion)

O her
Pur pose
(Subj ects not
Sel ected by
Condi tion)

(N=4)

Benefit
Subj ect s
(N=41)
When you are obtaining consent, is
participation in this study presented
to subjects (or proxies) as your
request, your recommendation, or both?
Request 30%
Recommendat i on 2
Bot h 32
Nei t her 5
Question inappropriate 31
No information 0
Tot al 100%
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Table 1V.15

I nformati on Not Divulged to Subjects: Type of Institution
(Percent of Projects)

Type of lInstitution

Institution for the

Mentally Infirm Qt her
(N=83) (N=68)

In sone research the design of the study

requires that certain information not be

di vul ged to subjects. Is that the case in

this study?

Yes, certain information not divul ged* 23% 18%
Exi stence of study 2 1
Pur pose of study 7 4
Pur pose of specific procedures 10 8
Exi stence of confederate 0 1
Tape recording/film ng/photographing 0 0
Possi bl e benefits to subjects 2 4
Possi bl e risks or disconforts to subjects 0
Medi cation or treatnment being used 2 ‘
Q her 7 8

No, not required by study design or all

i nformation divul ged 76 81

No information 1 1

Tot al 100% 100%

*

Percentages in the offset columms represent distributions among those projects
where the "yes" response was checked. Mre than one of the offset responses
could be checked in any project.



Table 1V.16

Informati on Not Divul ged to Subjects: Type of Research
(Percent of Projects)

Type of Research

Behavi or al Behavi oral Secondary
Bi onmedi cal I ntervention (O her) Anal ysi s
(N=53) (N=24) (N=66) (N=8)
In sone research the design
of the study requires that
certain information not be
di vul ged to subjects. Is
that the case in this study?
Yes, certain information not
di vul ged* 26% 15% 22% 0%
Exi stence of study 4 0 2 0
Pur pose of study 6 6 7 0
Pur pose of specific pro-
cedures 6 11 13 0
Exi stence of confederate 0 3 0 0
Tape recording/fil mng/
phot ogr aphi ng 0 0 0 0
Possi bl e benefits to subjects 2 0 5 0
Possible risks or dis-
conforts to subjects 2 0 0 0
Medi cation or treatnent
bei ng used 12 3 2 0
O her 10 5 8 0
No, not required by study
design or all information
di vul ged 72 83 78 100
No information 2 2 0 0
Tot al 100% 100% 100% 100%

"Percentages in the offset colums represent distributions anbng those projects
where the "yes" response was checked. Mdrre than one of the offset responses
could be checked in any project.
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Table 1V.17

Subj ects Told Things Not True: Type of Institution
(Percent of Projects)

Type of Institution

Institution for the

Mentally Infirm Ot her
(N=83) (N=68)
For purposes of your study is it necessary
to tell sone subjects some things which are
not true?
Yes, necessary to tell things not true* 2% 1%
Exi stence of study 0 0
Pur pose of study 0 0
Pur pose of specific procedures 0 1
Exi stence of confederate 0 0
Tape recording/film ng/photographing 1 0
Possi bl e benefits to subjects 0 0
Possi bl e risks or disconforts to subjects 0 0
Medi cation or treatnent being used 0 0
Q her 1 0
No, not necessary 97 98
No information 1 1
Tot al 100% 100%

*

Percentages in the offset columms represent distributions anong those projects

where the "yes" response was checked. Mre than one of the offset responses
coul d be checked in any project.
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Table 1V.18

Subjects Told Things Not True: Type of Research
(Percent of Projects)

Type of Research

Behavi or al Behavi oral Secondary
Bi omedi cal Intervention (O her) Anal ysi s
) (N=53) (N=24) (N=66) (N=8)

For purposes of your study is

it necessary to tell sone

subj ects some things which are

not true?

Yes, necessary to tell things

not true 0% 5% 2% 0%
Exi stence of study 0 0 0 0
Pur pose of study 0 0 0 0
Pur pose of specific pro-
cedures 0 0 1 0
Exi stence of confederate 0 0 0 0
Tape recording/fil mng/
phot ogr aphi ng 0 5 0 0
Possi bl e benefits tosubjects 0 0 0 0
Possible risks or discom
forts to subjects 0 0 0 0
Medi cation or treatnent
bei ng used 0 0 0 0
O her 0 0 2 0

No, not necessary 98 93 98 100

No i nformation 2 2 0 0
Tot al 100% 100% 100% 100%

*
Percentages in the offset colums represetn distributions anong those projects
where the "yes" response was checked. More than one of the offset responses
could be checked in any project.
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Table V.19

Payment for Participation: Prinmary Purpose of Research
(Percent of Projects)

Primary Purpose of Research

Gt her Ot her
Pur pose Pur pose
(Subj ects (Subj ects not
Benefit Benefit Selected by Sel ected by
Subjects Ohers Condi ti on) Condi ti on)
(N=41) (N=50) ((N=39) (N=4)

Are subjects paid? If so,
what is the average paynent?

Al'l subjects paid 0% 5% 3% 0%

Sone subjects paid 0 3 3 0
Aver age paynent
$1-5
$6- 10
$11-15
$16- 20
$21-25
$26-50
$51-75
$76- 100
$101- 150
$151- 200
$201- 300
More than $300

QG her paynment (e.g.
dol I ars per hour) 0 0 0 0

O O O O O o o o o o o o
O O O O O o o N A O o N
O O O O o O O w o o w o
O O O O O o o o o o o o

No subjects paid 100 91 92 6

No i nfornmation 0 1 2 94

Tot al 100% 100% 100% 100%

1-83



Tabl e V. 20

Difficulty in Deciding to Participate: Prinmary Purpose of Research

(Percent of Projects)

Pri mary Purpose of Research

O her O her
Pur pose Pur pose
(Subj ects (Subj ects not
Benefit Benefit Sel ected by Sel ected by
Subj ects Qthers Condi ti on) Condi ti on)
(N=41) (N=50) (N=39) (N=4)
How difficult for prospective
subjects is the decision to
partici pate?
Very difficult 1% 2% 0% 0%
Somewhat difficult 10 10 0 0
Not very difficult 25 36 19 9
Not at all difficult 30 31 42 61
Question inappropriate 14 9 25 12
No i nformation 20 12 14 18
Tot al 100% 100% 100% 100%
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Table 1V.21

People Decline to Participate: Primary Purpose of Research
(Percent of Projects)

Pri mary Purpose of Research.

O her O her
Pur pose Pur pose
(Subj ects (Subj ects not
Benefit Benefit Selected by Sel ected by

Subjects Ohers Condi tion) Condi ti on)
(N=41) (N=50) (N=39) (N=4)
Have any people declined to
participate in this study
after having been given
i nfformation about it?
Yes, some declined 36% 57% 46% 18%
Percentage declining 9 20 23 11
No, none declined 27 21 17 52
Question inappropriate 14 9 25 12
No information 23 13 12 18
Tot al 100% 100% 100% 100%
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Table V.23

I nstances of Proxy Consent: Type of Research
(Percent of Projects)

Type of Research

Behavi or al Behavi or al Secondary
Bi omedi cal Intervention (Ot her) Anal ysi s
(N=53) (N=24) ( N=66) (N=8)
Are there instances in this
study in which proxy consent
is involved?
Yes 34% 59% 33% 0%
No 39 38 53 12
Question inappropriate 10 3 9 88
No i nformation 17 0 5 0
Tot al 100% 100% 100% 100%
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Table 1V.24

Ci rcunstances under Wich Proxy Consent

Under what circunmstances has proxy consent
been obt ai ned?

Age

Intellect

Degree of illness
O her

Question inappropriate

No i nformation

*

Used: Type of Institution
(Percent of Projects)*

Type of Institution

Institution for the

Mentally Infirm O her
(N=83) (N=68)
14% 19%
10 10
17 5
2 0
58 68
11 4

Percentages may add to nmore than 100% since nore than one response could be

checked.
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Table 1V.25

Ci rcunst ances under Wi ch Proxy Consent Used: Type of Research
(Percent of Projects)

Type of Research

Behavi or al Behavi oral Secondary
Bi onedi cal Intervention (O her) Anal ysi s
(N=53) (N=24) (N=66) (N=8)
Under what circunstances has
proxy consent been obtai ned?
Age 9% 19% 23% 0%
Intellect 12 8 10 0
Degree of illness 22 20 5 0
Q her 0 10 0 0
Question inappropriate 59 50 62 100
No information 11 0 11 0

Percentages may add to nore than 100% since nore than one response coul d be
checked.
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Table V.26

Who Acts as Proxy: Type of Institution
(Per cent

Wio is asked to give proxy consent
for subjects in your study?

Parent or other relatives

Legal guardian

Subj ects own physician
Institutional representative
Courts

Soneone el se

Question inappropriate

No information

*

of Projects)*

Type of Institution
Institution for

Mentally Infirm Ot her
(N=83) ( N=68)
29% 32%

14 14

1 0

1 0

4 2

0 1

58 68

10 5

Percentages may add to nore than 100% since nore than one response could be

checked.
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Tabl e V.27

Who Acts as Proxy: Type of Research
(Percent of Projects)*

Who is asked to give proxy

consent for subjects in your
st udy?

Parent or other relatives
Legal guardian

Subj ects own physici an
Institutional representative
Courts

Soneone el se

Question inappropriate

No information

*Percentages nmay add to nore
checked

Type of Research

Behavi or al Behavi or al Secondary
Bi onedi cal Intervention (Qther) Anal ysi s
(N=53) (N=24) (N=66) (N=8)
30% 40% 31% 0%
7 35 15 0
0 5 0 0
2 0 0 0
2 5 4 0
0 2 0 0
59 48 62 100
11 2 9 0

t han 100% si nce
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Table V.28

Subj ects Reluctant to Participate: Type of Institution
(Percent of Projects)

Type of Institution

Institution for the Q her
Mentally Infirm Q her
(N=83) (N=68)
In this study, how often do instances arise
in which subjects for whom proxy consent has
been obtained are reluctant to participate?
Often 2% 0%
Sonet i mes 2 2
Rar el y 11 4
Never 15 21
Question inappropriate 58 68
No information 12 5
Tot al 100% 100%
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Table V.29

Subj ects Reluctant to Participate: Type of Research
(Percent of Projects)

Type of Research

Behavi or al Behavi oral  Secondary
Bi onedi cal Intervention (Other) Analysis
(N=53) (N=24) (N=66) _(N=8)
In this study, how often do
i nstances arise in which subjects
for whom proxy consent has been
obtained are reluctant to
partici pate?
Often 0% 10% 0% %
0
Sonet i mes 2 10 0
6 0
Rarely 16 2
21 0
Never 12 24
100
Question inappropriate 59 48 62
11 0
No information 11 6
Tot al 100% 100% 100% 100%
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Table IV. 30

Proxy Consent Protection for Subject: Type of Institution

(Percent of Projects)

Institution for

Mentally Infirm Gt her
((N=83) ((N=68)
Recogni zing that it is necessary to use proxy
consent in sone circunstances, from your
general experience, do you feel that proxy
consent protects the interests of subjects
very well, fairly well, not very well, or
not at all?
Very wel | 18% 18%
Fairly well 24 32
Not very wel | 16 6
Not at all 4 10
Question inappropriate 14 13
No information 24 21
Tot al 100% 100%
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Table V.31

Proxy Consent Inadequate Protection: Type of Institution
(Percent of Projects)

Type of Institution

Institution for the Q her
Mental ly Infirm
(N=83) (N=68)
In what ways or in what situations may proxy
consent not adequately protect subjects?
Subj ects do not know they are involved in 1
research 0
Subjects are not given conplete infornation 3 0
Subj ects not told about risks/hazards 0 0
Subj ects have no choice about participating 5 2
Subject's right to privacy is violated 1 0
Subjects are incapable of giving consent 0 0
Wen children are invol ved 0 0
Proxy not adequately informed about research 0 7
Proxy not adequately infornmed about risks/
hazar ds 1 4
Pro>_<y may not care about/want to protect 9 14
subj ect
When proxy incapable of understanding
research 19 3
When proxy is a representative of the
institution in which the research in done 0 0
Wien proxy feels under obligation to the 0
institution 0
When proxy does not want to assune 1
responsi bility for subject 0
VWien proxy believes some good could cone 0
from subject's condition 0
VWien proxy has sonething to gain from 0
subject's participation 1
QO her conflicts of interest of proxy 1 0
When research dangerous/potentially harnful 2 0
Oppose proxy consent in general 0 5
Think consent, in general, no guarantee 1 0
O her 1 0
Question Inappropriate 45 51
No information 13 14

*Percentages nmay add to nore than 100% since nore than one response could be checked.
1-95



Table V.1

Types of Consent Forns Used: Type of Institution*
(Percent of Projects)

Type of Institution

Institution for the

Mentally Infirm O her
Type of Form (N=56) (N=49)
Institutional standard formwth 6% 14%
no details included about the
particul ar study
Institutional standard form which 27 12
i ncluded details about the
particul ar study
Oiginal form 64 62
* %
Not differentiable as to standard or original 3 12
No infornation 0 0
100% 100%

Tot al

*

Tabl e based on those projects for which consent fornms were avail abl e.

* %

These forns typically included details about the specific study, though in a
formand fornmat which suggested they nay have been witten on a standardi zed
bl ank form
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Table V.2

Distribution of Long and Short Consent Forns: Type of Institution*
(Percent of Projects)

Type of Institutions

Institution for the

Mentally Infirm O her
Length of Form (N=56) (N=49)
Short (less than 300 words) 93% 81%
Long (nore than 300 words) 7 19
No information 0 0
Tot al 100% 100%

*

Tabl e based on those projects for which consent forms were avail abl e.
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Table V.3

Are subjects given a copy of the consent formto keep?:
Type of Institution*
(Percent of Projects)

Type of Institution

Institution for the
Mentally Infirm

O her
(N=56) (N=49)
Yes 17% 10%
Upon request 3 20
No 68 68
2
No information 12
0 100%
Tot al 100% ’

*

Tabl e based on those projects for which consent forns were avail abl e.
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Table V.4

I ndex of Consent Form Conpl eteness: Type of Institution*
(Percent of Projects)

Type of Institution

Institution for the

Mental ly Infirm Ot her

(N=56) (N=49)
Degree of Conpl eteness **
1 Conplete or nearly conplete 5% 21%
2 14 9
3 31 21
4 22 22
5 14 15
6 Totally or nearly inconplete 7 10
No information 1 2

Total 100% 100%

*Tabl e based on those projects for which consent fornms were avail abl e.

**This index is based upon six itens: description of (1) purpose of the research,
(2) the procedures involved, (3) the risks, (4) the benefits, and the presence
of statements indicating that (5) participation is voluntary or that subjects
could withdraw without prejudice and that (6) subjects and proxies night ask
guestions about participation. A consent formin the npbst conplete category,
for exanple, would contain at |east four detailed descriptions and two brief
mentions of these six elements. A formin the |east conplete category could
i nclude no conplete descriptions and no nore than one brief nention of any of
these elements. See the following page for nore information about the coding
schemes used in the index.
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Mention in Consent

Mention of Alternatives

No Mention
Alternatives exist
Al'ternatives offered
No alternatives

No information

Tot al

Table V.7

Type of Institution

Form of Availability of Alternative Procedures:
Institution
(Percent of Forms)*

Institution for the Q her
Mentally Infirm
(N=21) (N=21)
100% 72%
0 18
0 5
0 0
0 0
100% 100%

*This table is based on 42 consent forms from projects described (by the

investigator) as intending to benefit subjects.
these projects made no nention in their consent formor oral

Seventy-four percent

alternative procedures or treatnents avail able to subjects.
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Table V.8
Mention in Consent Form of Experinmental Nature of the Research:

Type of Institution
(Percent of Forns)*

Type of Institution

Institution for the O her
Mention of Experinental Mentally Infirm
Nat ure of Project (N=10) (N=9)
No Mention 50% 397
Brief Mention 40 61
Experimental elements identified 0 0
No information 10 0
Tot al 100% 100%

*This table is based on 19 consent forns from projects described as experinental
in nature. Forty-three percent of these projects made no nention of the project's
experinental nature in either their consent form or oral statenent.
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Table V.9

Mention of Project Characteristics
in Consent Formor in Oral Explanation
(Percent of Projects)

% Mentioned % Not Menti oned No |nformation Tot al
I nvestigator reported
in interview that:
Project entailed risk
of breach of confiden-
tiality (N=33) 69% 28% 3% 100%

Subj ects were assigned
to different treatnents
or procedures (N=85) 13 78 9 100%

Proj ect involved the
use of placeboes
(N=18) 53 35 12 100%

| nformation about
research was withheld
from subj ect (N=20) 11 84 5 100%

Proj ect should
benefit subject (N=78) 47 46 7 100%

Proj ect shoul d not

benefit subject (N=17)

[ This now shows the

percent age of forms or

expl anations that

i ndi cate benefits] 54 33 13 100%
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Menti on of

El ement

Expect ed duration
of participation

Mention of review
commi ttee approval

Agreenment of partici-
pation included

Di scuss vol untary
nature of
participation

Mention injuries
will be treated

Mention harm will
be conpensated

I nvestigator or
institution released
from responsibility'
for harm incurred

Proj ect contact
i nformati on (phone
nunber) incl uded

Provi sion to contact
subject for future
research

Provision to all ow
future use of data

Results will be made
avail able to subject

Table V. 10

El ements Not Covered by Conpl et eness Anal yses

(Percent of Forms)
(N=105)

% Menti oned % Not Menti oned No Information Total
28% 69 3 100%
5% 92 3 100%
94% 6 0 100%
38% 61 1 100%
0% 97 3 100%
1% 96 3 100%
0% 97 3 100%
12% 85 3 100%
2% 95 3 100%
6% 91 3 100%
6% 91 3 100%
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Table VI.1
Attitudes of Investigators Toward Revi ew Procedure

and Committees: Institutions for the Mentally Infirm
(Percent of Projects)*

To a Large To Sone Not at

Ext ent Ext ent All Tot al
Procedure protected rights of
subj ect (N=69) 86% 13 1 100%
Procedure inproved quality of
research (N=67) 16% 36 48 100%
Procedure an unwarranted intru-
sion on investigator's autonony 0% 17 83 100%
(N=70)
Procedure runs with reasonabl e
Committee gets into areas not
appropriate to its function (N=61) 5% 43 52 100%
Committee makes judgnents it is
not qualified to make (N=65) 11% 32 57 100%
Procedure inpeded progress of
research (N=63) 11% 41 48 100%

*

Percentages do not include non-respondents.

1-112



Table VI.2

Attitudes of Investigators toward Revi ew Procedure
and Conmittees: Other Institutions
(Percent of Projects)*

Procedure protected rights of
subj ect (N=62)

Procedure inproved quality of
research (N=60)

Procedure an unwarranted intru-
sion on investigator's autonony
(N=62)

Procedure runs with reasonabl e
ef ficiency (N=61)

Conmittee gets into areas not'
appropriate to its function (N=60)

Conmittee mmkes judgments it is
not qualified to make (N=62)

Procedure inpeded progress of
research (N=60)

-

To a Large To sone Not at

Ext ent Ext ent Al l Tot al
76% 24 0 100%
21% 40 39 100%
1% 31 68 100%
54% 39 7 100%
5% 47 48 100%
2% 44 54 100%
3% 39 58 100%

Percentages do not include non-respondents.
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Table VI.3

Suggestions for Inprovenment: Principal I|nvestigators
(Percent of Projects)*

Type of Institution

Institution for the

Mental Iy Infirm Q her
( N=83) ( N=68)
No suggestions 30% 39%
Comment s regarding "bureaucratic problenms” with review
process and their negative consequences for research 23 22
Speed up the process; takes too |ong now 10 8
Sinplify; too conplicated; too nmuch to do 4 8
Revi ew procedures are having adverse effects on
research; slow it; prevent it; etc. 8 5
Less enphasis on details; nore on human subj ect
protection 1 1
Rul es shoul d be consistent across boards; avoid
multiple reviews by having a consistent procedure 2

Revi ew committees are overly protective, extrenme in

concern for subjects 4
Timing and scheduling of review causes problens 0
Parts of review process shoul d be abolished 18 15

Be less rigid/nmore lenient in application of rules
and procedures 5

Revi ew subj ect use only; don't review study design

and purpose. Should not control research beyond

human subject treatment; committee gets into areas

and deci sions not appropriate to its purpose 0 1

Eliminate reviews on previously approved studies;
don't review renewal s or continuations of projects 0 2

Differentiate; nore caution when risk/intervention
i nvol ved, less severe/rigid for nore innocuous
research, no review for innocuous research 10 11

Elimnate reviews on standard research practices 0

Be less rigid with research on patients with life
threatening conditions and termnally ill patients 1 0

Elimnate witten/inforned consent in sone circum

stances (for exanmple, participant observation and
cases where results would be biased) 2 4
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Table 3 (continued)

Type of Institution

Institution for the
Mentally Infirm O her

( N=83) (N=68)
Change structure and/or authority of review process
or review commttee 12% 8%
Get help or consultants if the review comittee is
not able to understand or handl e aspects of sone
Pr oposal s 5 1
Change or inprove the conposition of the committee;
get different kinds of people; use a different
sel ection process 2
G ve nore authority to |ocal boards
The committee is too political
Monitor the review conmittee for thoroughness,
fairness, efficiency 1 0
Have outside authority to which to appeal review
conmi ttee decision 0 i
Abol i sh the conmittee, certify investiagors, and
let them decide 2 0
Gve nore information to researchers; inprove
comruni cations between committees and researchers;
define; clarify, and set guidelines 19 13
Need nore guidelines in general 0 2
Define "informed consent;" tell investigators nore
clearly/specifically what needs to be done to neet
"informed consentfequirenent; provide sanple
consent forns 8 4
Deci de/clarify when witten consent nust be obtained 1 0
Deci de/ defi ne what research nust be revi ewed; define
"human subject" for review purposes 1 0
Define/clarify risks and deception 1 0
Define/clarify proxy consent 2 0
Shoul d be opportunity for interaction between the
researcher and the conmittee 4 7
Need speci al guidelines on children, fetal research 1 0
Do nore to protect human subjects--be stricter 8 8
Do job nore carefully/be tougher; nore strict review 0 4
Do nore followup after review to see that proposed
procedures are inplenented 2 4
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Table 3 (continued)

Type of Institution

Institution for the
Mental ly Infirm Q her

(N=83) (N=68)

Stress privacy and confidentiality for subjects 1% 0%

Simplify consent fornms for subject 1 0

Insure that all or nore research is reviewed 2 1

Physi ci an/ patient treatpent should be reviewed 2 0
M scel | aneous and ot her suggestions 5 2
S—

Percentages will add to nore than 100% since investigators could nake nore than

one nention.
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Table VI.4

Suggestions for Inprovenent: Subjects and Proxies

Percent of Subjects/Proxies*

(N=45)

No suggestions 47%
I ncrease benefits and reduce risks; inmprove ratio 9

I ncrease benefits to subjects--care/services 2

I ncrease benefits to subjects--general 2

Reduce risks; test more thoroughly before

human experi ment ati on 4
More and better information to subjects 27

More, better, or sinpler explanation of

procedures 4

More, better, or sinpler information given--

general or other areas 13

G ve information on results to subjects

and/ or proxies 13
Conduct of research 22

Perform procedures nore carefully, nore humanely 9

Perform procedures nore efficiently; be better

or gani zed 4

Be nore courteous and kind in dealing with

subjects; take nore tinme with subjects 11

Make it nore convenient; nore conveneint

[ ocation and scheduling 2
M scel | aneous 9

-

Percentages may add to nore than 100% si nce respondents coul d make nore than
one suggestion
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ON THE RIGHT OF THE "I NSTI TUTI ONALI ZED MENTALLY
I NFI RM" TO CONSENT TO OR REFUSE TO PARTI Cl PATE

AS SUBJECTS IN BI OVEDI CAL AND BEHAVI ORAL RESEARCH

Joseph Col dstein, Ph.D., LL.B.






ON THE RIGHT OF THE "I NSTI TUTI ONALI ZED MENTALLY | NFI RM'
TO CONSENT TO OR REFUSE TO PARTI Cl PATE AS SUBJECTS IN
Bl OVEDI CAL AND BEHAVI ORAL RESEARCH

Joseph Goldstein®

This essay has been requested by The National Commission for
the Protection of Human Subjects of Bionedical and Behavioral Research
for the purpose of evaluating "the conpetence and freedom of the in-
stitutionalized nentally infirm. . . to nmake a choice for or against
i nvol vemrent in bionedical and behavioral research,”" The Conm ssion's
objective is to develop "appropriate requirenments for infornmed consent"
for such persons in such circunstances. In responding to this request,
this essay presents first a brief summary of the current state of
"relevant” law and commentary; second a brief conment on hunman dignity

and constitutional considerations; third a restatenent of the problem

posed to accord with a reconmended node of analysis; fourth an effort

to resolve the problem and finally, a recapitulation sunmarizing the

suggested resolution for the problem

I. Review of Law and Comentary

In order to put in context the review of |law and comentary
and in order to alert the reader to the analytic stance and val ue ori -
entation of the witer, this essay begins with the follow ng general

observations from his article entitled For Harold Lasswell: Sone

Refl ections on Human Dignity, Entrapnent, Inforned Consent, and the

Plea Bargain, 84 Yale L.J. 683, 685-686 (1975):

+ | wish to acknowl edge the very substantial research assistance of
Donn Pickett and the critical substantive and editorial assistance

of M. Pickett and Lon Babby, both 3rd year students at Yale Law
School .
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The rules for regulating the doctor-scientist's
relationship with the patient who requires therapy or with
the experinental subject who may or nmay not be a patient
and who may or may not be subject to institutional restraints
are rooted in a basic commtnment of the |legal systemto
respect human dignity by protecting the right of every adult
to determ ne what he shall do and what may be done to him
[ The rul es] have been designed to assure that citizens . . . the
patient or experinental subject . . . remain free to nake their
respective critical choices w thout coercion or deception
by the authorities, doctor-scientist, hospital admnistration,
guardi ans, review comrittees. Yet these rules often disserve
their common purpose. They mistakenly direct [as the summary
of law and comentary will disclose] the attention of super-
vi si ng deci sionnmakers away from the conduct of the authorities
and to the actual state of mind--the understanding, know edge
intent and notivation--of the "consenting” citizen. To assign
to supervising courts and executive agencies the function of
determ ning whether, for exanple, an individual citizen's
consent is informed or intelligently made is to attribute
to such deci sionmekers a capability they do not have. Mor e
importantly, in fulfilling that assignnent, these agents of
decision arrogate to thenselves and to the authorities who are
to be supervised that which deference to human-dignity dictates
is to remain with the adult citizen. They act to undercut,
rather than to reinforce, respect for the individual's
conpetence and right to deternmine for hinself what he needs to
know (including that he does not want to know anything) in order
to choose what he thinks is best for himself. ["To respect
anyone is to protect his choosing function so long as its
exerci se does not seriously inperil the corresponding free-
dom of others." MDougal & Lasswell, The ldentification and
Apprai sal of Diverse Systenms of Public Oder, 53 Am J. Int'l
L.J. 24 (1959).]

The |aw nust establish standards of conduct for
the authorities, not for the citizens, in these transactions.
The rules should force supervising agents to focus (pri-
marily, if not exclusively) on the appropriateness of the
authorities' conduct in comrunicating with the citizens
concerned and in manipulating the settings in which decisions
to consent are obtained. The priority of attention for
inquiry would thereby be shifted from nore subjective to
nore objective concerns, from the consenting citizen's state
of knowl edge and understanding to the conduct of the au-
thorities in the process of informng the citizen for decision.
Whether the citizen actually gave or denied consent would
not be relevant to the inquiry. Wat would be critical to
a finding that the state's commtment to human dignity was
served or disserved would be the authority's conduct in
light of the nore objective standards set. (enphasis supplied)
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The state's police power to require nedical "treatment"” of the
mentally infirm wthout regard to their w shes, has |ong been recognized

E.g. Buck v. Bell 274 U.S. 200, 203 (1927) (upholding a Virginia statute

providing for the sterilization of the institutionalized insane); cf.

Ski nner v. GCklahoma, 316 U. S. 535 (1942) (invalidating an Okl ahoma

sterilization statute solely on equal protection grounds). In recent
times, nost reported cases concerning the institutionalized nmentally

infirm have dealt with a patient's right to treatnment, e.g. Jackson v.

| ndi ana, 406 U.S. 715 (1971).

However, the issue of "informed consent” (whatever that means)
by institutionalized patients to proposed research has infrequently
arisen and the judicial and scholarly response thus has been rather
sparse. The courts have not dealt with the institutionalized mentally
infirms right to refuse treatnent. Nor have the courts considered the
i mportant distinction between experinentation and treatnent, nor between
research with or without the potential for benefitting the subject.

This remarkabl e | ack of coherent precedent and analysis is characterized
by an absence of discussion of the institutionalized nmentally infirm
in the leading legal text on "informed consent,” J. Katz (with Capron

and G ass). Experinmentation with Human Beings (1972).

Several courts have sought to establish "informed consent”

procedures. For example, in Knecht v. Gllnmn, 488 F.2d 1136 (8th Cir.

1973) a behavioral "therapy" admnistered wi thout the patient's

consent, was enjoined as cruel and unusual punishnment in viola-
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tion of the Ei ghth Amendnent. Plaintiffs, institutionalized in the |owa
Security Medical Facility, conplained that they had been injected with
the drug aponorphine without their consent. The drug was injected as
"aversive stimuli" for the inmate's violation of behavior protocol in-
cluding talking, swearing, and lying. Id. at 1137. The drug induced
vomting within fifteen mnutes and the vomiting |asted for another
fifteen mnutes to an hour. The court held that this Pavlovian form

of "treatnent" could only be "administered to a patient who know ngly

and intelligently has consented to it." Id. at 1140 (enphasis supplied).

In an effort to guarantee such consent the court required that

1. A witten consent nust be obtained from the inmte
speci fying the nature of the treatnent, a witten
description of the purpose, risks and effects of
treatnment, and advising the inmate of his right to

term nate the consent, at any tine. This consent mnust
Include a certification by a physician that the patient
has read and understands all of the ternms of the consent
and that the inmte is mentally conpetent to understand

fully all of the provisions thereof and give his consent
t her et o.

2. The consent may be revoked at any tine after it
is given and if an inmate orally expresses any inten-
tion to revoke it to any nenber of the staff, a revo-
cation form shall be provided for his signature at
once. |d.

Despite the court's detailed consent procedure, neither the institution-
alized patient's freedom of choice nor the lowa officials' conduct in

the process of inform ng about the inplications of "aversive stinuli”

"treatnment" were considered.

Simlar guidelines for the informed consent of an institution-

alized nental patient were developed in the |eading case of Watt v.
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Stickney, 344 F. Supp. 387, 395-407 (MD. Ala. 1972) aff'd sub. nom

Watt v. Aderholt, 503 F.2d 1305 (5th Cir. 1974). In articulating

m nimal constitutional standards for adequate habilitation of the
mentally retarded, the court stated that "/r/esidents shall have a right
not to be subjected to experinental research [or any unusual or hazardous
treatment procedures including, for exanple, "/b/ehavior nodification
progranms involving the use of noxious or aversive stimuli..."/ wthout
the express and inforned consent of the resident, if the resident is
able to give such consent, and of his guardian or next of kin, after
opportunities for consultation wi th independent specialists and | egal
counsel ." 1d. at 401-02 (enphasis supplied). The research or treatnent
procedures were subject to review and approval by the institution's Human
Rights Conmittee prior to the seeking of consent. "Express and inforned
consent" was defined by the court as "/t/he uncoerced decisionof a
resi dent who has conprehension and can signify assent or dissent."

The nost significant case dealing with the consent of an in-

stitutionalized person to be a research subject is Kaimbwitz v. M chigan

Department of Mental Health, Civil No. 194-199 (Mch. Cv. C. July 10,

1973) (reproduced in substantial and relevant part in Goldstein, Dershowitz

and Schwartz, Crimnal Law Theory and Process at p. 76 et. seq. (Free

Press 1974).) John Doe had been conmitted to the lonia State Hospital,
a maxi mum security nental institution, eighteen years earlier as a

“crimnal sexual psychopath.” |In Novenber 1972, he was transferred
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to the Lafayette Clinic to becone one of twenty-four subjects in a
study of uncontrollable aggression. "The experinent was to conpare the
effects of surgery on the anygdal oid portion of the |enbic system of the
brain with the effect of the drug cyproterone acetate on the nale
hornmore flow." John Doe was selected as a candidate for the psycho-
surgery, and he and his parents signed an "inforned consent” form
agreeing to the operation. The procedure was approved by a Comunity
panel of three, conprised of a priest, a |lawer, and an accountant.
These facts draw into question the procedure for informng an institution-
alized nentally infirm person and obtaining his or her consent to bio-
nmedi cal experinentation.

The court established three prerequisites to a legally recognized
consent to an experinental procedure. The patient nust be conpetent to
consent; he nust knowingly give his consent; and the consent nust be
voluntarily given. The court held that an involuntarily conmtted in-
di vidual could not be conpetent to render an inforned consent:

Al though an involuntarily detained nental patient

may have a sufficient 1.Q to intellectually conprehend

his circunstances, the very nature of his incarceration

di sm nishes the capacity to consent to psychosurgery.

He is particularly vulnerable as a result of his nental

condition, the deprivation stenming from involuntary

confinenent, and the effects of the phenonenon of

"institutionalization'.

Furthernore, the court reasoned that the consent was not know ngly mnade.
"[T/he facts surroundi ng experinental brain surgery are profoundly

uncertain, and the lack of know edge on the subject nmkes a know edge-

abl e consent to psychosurgery literally inpossible." Finally, the
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court held that John Doe could not nmake a voluntary consent: "It is

i mpossible for an involuntarily detained nmental patient to be free of

restraint or coercion when his very release from the institution may

depend upon his cooperating with the institutional authorities and

giving consent to experinental surgery." (enphasis supplied) In short,

the court held that psychosurgical experinmentation could not be perfornmed
because it was (a) inpossible to obtain truly "inforned consent” from an
involuntarily committed individual and (b) the scientific foundation
for proposed research was too weak to pernit the experinents to be con-
ducted on human subjects. The court supported this holding by asserting
that the First Amendnent and the right of privacy constitutionally pro-
tect "/t/he freedom to generate ideas" and the freedom from "intrusion
into one's intellect."

The court did, however, close its opinion with a holding "that
an involuntarily detained nental patient today can give adequate con-

sent to accepted neurosurgical procedures."” (enphasis supplied) Accord-

ing to the court, proper and adequate consent could be given by an in-
stitutionalized patient to psychosurgery only "/w hen the state of

nmedi cal know edge develops to the extent that the type of psychosurgica
i ntervention proposed here beconmes an accepted neurosurgical procedure
and is no longer experinmental...." Thus, the court held that psycho-
surgical, if not other, research may not be conducted upon the institu-

tionalized mentally infirm By inplication the court seems to be saying

that if any such experinents are to be authorized, potential subjects
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must first be drawn from the free, non-institutionalized, population. Oherw se
what is experinental could never becone "an accepted neurol ogical procedure,

In fact, the John Doe of Kainbwitz was released from the hospital on
finding that M chigan's Sexual Psychopath Law under which he was being
hel d was unconstitutional. Once part of the free conmunity he became
eligible, it would seem to consent to be a subject of psychosurgica
research. But he suspended his "consent" "to see how it felt as a

free man...." (See an excellent article by one of the attorneys for

John Doe, Professor Robert A Burt, Wy We Should Keep Prisoners From

The Doctors, Hastings Center Report 25, 30 (Feb., 1975).

In summary, and without reviewing in detail the legal comrentary
whi ch, except for the Burt article, is by and large peripheral to the
Probl em posed by the Commi ssion, there appears to be a consensus that
"inforned consent” of the institutionalized nentally infirm person should
be required prior to initiating experinental research. | ndeed, Watt v.

Stickney, supra, and Knecht v. Gllman, supra, suggest that consent may

al so be necessary for therapeutic treatnent. Furthernore, with the
exception of the Kainmowitz Court, there is agreenent that the conpetence
of an institutionalized patient: to give "informed consent" is not
necessarily inadequate.

However, little, if any, attention has been focused directly
on the process of informng for decision. Nor has the distinction
bet ween therapeutic treatnment and experimental non-beneficial research
been adequately nmade. Finally, the freedom of an institutionalized

person to give consent is only erratically considered. For exanple, in
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Knecht the problem is not discussed, while in Kaimwitz it is central

to the court's holding. Despite the optimsm of some comentators

that the requirements detailed in Watt may rectify the effects of in-
stitutional coerciveness, those requirements do not confront the problem
beyond the dictate that "infornmed" consent be an "uncoerced decision."

(See e.g. Note, Advances in Mental Health: A Case for the Right to

Refuse Treatnment, 48 Tenple L.Q 354, 380-82 (1975). But courts, com
mentators or legislators do not seemto recognize the confusion, if not
duplicity, that is introduced by the notion of proxy or substituted

"consent" which is no nore than a euphenistic disguise for coerced sub-

m ssion to treatnent or experinment. (See e.g. Note, The Ri ght Agai nst

Tr eat ment : Behavi or Modification and the Involuntarily Conmitted, 23

Cath. U L. Rev. 774, 784-85 (1974) concluding that "informed consent"

shoul d be given by a patient if he is capable, otherwi se by a "neutral

deci si onmaker;" and nore to the point Pub. Law 93-348 directing the

Conmi ssion "to deternine the nature of the consent obtained from /the

institutionalized nmentally infirmi or their |egal representatives...")

Overall, it is apparent that the current state of the |aw and
scholarly commentary concerning informed consent" by the institutionalized
mentally infirmto be research subjects is unsettled and unsettling.

G ven this conclusion, a real opportunity to fornulate effective policy

is presented to the Conmi ssion,

. Saf eguardi ng Human Dignity and Constitutional Considerations.

In resolving the policy questions relating to the Problem posed,

there is no need in this essay to address the constitutional issues which

may exist under the First, Eighth, or Fourteenth Amendnents. Consti -

tutional paraneters set certain mininumlimtations on state intervention
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wi thin which policynmeking develops, but they do not and ought not to
determine policy. Full respect for human dignity does not require
consi dering, then, how close the state can cone to the linitations set

by the Constitution without violating it. The Conm ssion nust design

a process fully sensitive to the sancity of human beings, not one which

just barely conmports with the Constitution. Whether the policy to be
served is stated in terms of dignity, respect or autonomy, these words
must not obscure that the value at stake is no less than individua

freedom and liberty and the freedom and liberty to be an individual

I1l. The Problem Restated

The Conmission's letter of understanding requested that this

essay address the follow ng Problem

"in establishing "appropriate guidelines for
the selection of hunman subjects for participation
i n biomedical and behavioral research" and "in
i dentifying appropriate requirenments for inforned
consent” how "conpetent and free" are the "insti-
tutionalized nentally infirmto nmake a choice for
or against involvenent in bionmedical and behaviora
research?"

A. Wio are the "institutionalized nentally infirn®"

The "institutionalized nmentally infirm' include "individuals
who are nentally ill, nmentally retarded, enotionally disturbed, psy-
chotic, or senile or who have other inpairnents of a simlar nature

and who reside as patients in an institution." Pub. Law 93-348
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They are, for our purposes, "adult" persons in nmental institutions:

a. Who recognizing their own need for nmedical care sought on
their own initiative admssion for treatnment. As voluntary patients
in either public or private institutions, such persons, conceptually at
| east, though not always by statute, are presuned conpetent to determ ne
for thensel ves what treatment, if any, they will accept;

or

b. Who are judged to be nentally ill and renmobved to a hospital
authorized to detain them wthout regard to their w shes, usually for an
indeterm nate period. As involuntary patients in either public or private
institutions, such persons conceptually at |east, are declared inconpetent
and without authority to decide what if any medical treatnent they should

undergo.”~ Such involuntary hospitalization often rests on a finding

that the nentally ill person is either or both a danger to hinself or to

ot hers. (See Brackel & Rock, The Mentally Disabled and the Law, 17-132

(Rev. Ed. 1971).

B. Two Questions.

The word conpetent in the Problem forces focus on the capacity
of potential research subjects to decide, to nake a choice, about par-

ticipation in: research. The word free in the Problem forces focus nore

* A person who has reached the chronol ogical age of mgjority is an adult.
To be an adult in law then is not to be a child. A child is the responsi-
bility of and is subject to the control of at |east one adult called parent.
It is thus presumed that parents of children are the appropriate decision-
maki ng adult for children who may be voluntarily institutionalized by
their parents and who nmay be considered potential research subjects.

* %

Such institutionalized persons may include those declared inconpetent
to stand trial in a crinminal proceeding, those acquitted of crine by
reason of insanity; as well as those convicted of crinme who are found
mentally inconpetent to serve the sentence inposed.
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on the conduct of research and institutional authorities in relation to
their placing linmts on the right, (not on the conpetence), of the in-
stitutionalized nentally infirmto decide free of coercion or deception.
It is the burden of this essay that the conpetence of the institutionalized
mentally infirmto decide nust be presunmed and that their freedomto
exercise their capacity to choose nust be safeguarded from violation
by those in authority -- the researcher, institutional personnel in-
cluding research review conmittees and the state, including guardi ans
appointed to act on their behalf. It is the conduct of those in
position to exploit their relationships with potential research subjects
that must be subject to scrutiny. These authorities nust be held account-
able for their activities in relation to potential subjects, rather than
Vi ce versa.

The function of resolving the Problem of concern is not to find
a way of holding individual research subjects accountable for their
"m stakes" in judgnent, for being "uninforned" or "irrational" about
participating or not participating in research. Rather a resolution
requires establishing a process of accountability for those engaged in
research who, with the power and prestige of position and training, my
mani pul ate "institutionalized persons" by reducing their freedom of
choice, (not their conpetence to choose) beyond that which cones with
the mere fact of institutionalization.

The tension in focus is highlighted by separating the Problem
into the two questions which it poses:

(1) "How conmpetent is the institutionalized nentally
infirm to make an "informed choice?"
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"How free to make a choice is the institu-
ionalized nmentally infirm from the coercive
deceptive pressure of research and in-
stitutional authorities?"

1. Conpetence and Inforned Consent - An Inappropriate Consideration

To enpower a group of self appointed (or politically appointed)
wi senmen to determine, in response to question (1), whether an adult in-
di vi dual has the conpetence to judge what is best for hinself or herself
is a total affront to his or her human dignity. To force upon potentia
subjects a determ nation of the "rationality" of their processes of
decision in accord with some phil osophical or psychol ogi cal dogma about
what and who is rational, is to deny autonomy to all such persons and to
affront their dignity even if their choices are determned to be "rational"
and "inforned." To establish such a process would defeat its professed
function of safeguarding each person's right to consent, to refuse to
consent and even to refuse to negotiate in good faith, in the collective
bar gai ning sense, with the researcher who seeks consent. Finally, it is
beyond the conpetence of law which is; after all, a gross instrunment for
the regulation and control of interpersonal relationships, to provide
gui delines for deciding whether a person's consent or refusal to consent
"informed" or "rational" or nmore to the point, whether the person
wi shes to be restricted to "rational" decisions, if there be such, to

participate as a subject of non-therapeutic or non-beneficial research

experinents.
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Question (1), in the tradition of the "infornmed consent”

doctrine, obscures rather than facilitates clarification of the goa
whi ch the Conm ssion was established to serve. The goal is not to

protect a subject from hinself but is to protect his or her person and

autonony from the exploitative potential of authority to coerce, cajole,
entice or deceive anyone, but particularly disadvantaged persons into
"consenting" to be and to remain research subjects without regard to

their w shes. Pursuing a response to question (1) has led to the proposal

and devel opnent of nore detailed and conplex rituals of negotiation and
third party review which too easily obscure the extent to which the

researchers' goal -- to conduct his or her experinents - actually

deternm nes the nmeans of obtaining from a potential subject a signed
"informed consent” form It is just such routines for "assuring” that a
potential research subjects' decision is "rational" that shifts the
critical light of inquiry fromthe researchers and which too easily re-

lieves them of both responsibility for making critical choices and

accountability for their conduct and its consequences, (See Robert

Levi ne's paper for Conm ssion dated Decenber 1, 1975).

Further, there is a nonentumin the procedure for "inforned
consent™ which builds up pressures for obtaining "consents" (not "refusals").
It is fed by a generally accepted picture of researchers notivated by the
search for know edge for society's benefit -- leaving unstated, if not

denied, the perfectly appropriate but |ess benign personal and institu-

tional notivations for fame and fortune. Not unlike the prom scuous

way in which "national security" is used to rationalize violations
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of human rights, so too the goal of "crossing the frontiers of nedical
knowl edge" has conme to justify experinments on people, particularly the
exploitation of the specially vulnerable institutionalized poor and
mnority persons, by inposing upon them a "consent' obtained from their
"guardi ans. " (See N.Y. Tines, Editorial, p. 30, Jan. 23, 1976).

In the nane of respect for human dignity, the current concept
has been subtly construed to deny it (a) by granting to the authorities
(court, supervisory admnistrative agency or |icensed professional)
rather than to the individual (patient or subject) the final word in de-
term ning what is best for him including what he nust know -- i.e

how "well infornmed" he must be -- in order to nmake that decision; and

(b) by proceeding as if an authority's breach of obligation to disclose a

known risk "is legally w thout consequence" if the risk did not naterialize

during the research. Canterbury v. Spence, 464 F.2d 772, 790 (D.C. Cir.
1972). The materialized risk requisite denonstrates the extent to which
the concept has departed fromits purpose. It does not recognize that a
potential subject can be wonged w thout being "harmed", that his dignity
as a human being, has been violated and that an assault has taken, place
the nonent the deceiving authority comrences research, even if it turns
out to be "beneficial."

Finally, "consent", as opposed to "decision", in the |ega
concept of informed consent introduces a bias for perceiving refusals
as uni nformed, especially in research which has a therapeutic potential
Refusals may then be used as a justification for challenging the capacity

of potential subjects to decide for thenselves. Findings
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of inconpetence and mental infirmty deprive individuals of authority to
decide for thenselves, thus constituting the ultimte disregard of their
human dignity. "Consent by proxy," a dangerous legal fiction for the
right to inpose one's will on another, may then be obtained to accord
not only with what a potential research subject in his or her "right mnd"
ought to want, but also with what he or she ought to want to know if he
or she is to know what he or she wants. The researchers thus get their
way w thout risking liability--and avoiding this risk seens to be the
actual (primary) though unstated concern of those who design what are
strangely called "informed consent forns" to be signed by the research
subj ect .

Question (1) then is the wong one for the Conmission to ad-
dress. Because that question can be answered by presuning the conpetence
of potential subjects (infra p. 25-26), critical focus in the remainder of
this essay can be primarily in response to Question (2) which forces focus
where it belongs on the conduct of the persons who seek consent of
potential research subjects anpbng the institutionalized nentally infirm
Only then will there be sone chance of acconplishing, not defeating, the
intent of the Congressional assignnment to the Conmi ssion.

2. Freedom to Choose - The Proper I|nquiry.

VWiile it is beyond the capacity of law to ascertain the com
petence of an adult individual the |law can monitor and regul ate the
conduct of authorities who are in a position to exploit those in their
custody and care. The legal process can establish sone fundamentals though

m ni mum standards of conduct for research and institutional authorities
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in seeking to negotiate and in negotiating with potential subjects of
research. The law can determ ne prospectively, in guidelines, and
retrospectively in fact finding, what constitutes coercion and decept-
ion on the part of the authorities and whether in seeking or obtaining
consent the authorities refrained from using force (a) by manipulating
or offering to manipulate the institutional setting, (b) by deceiving
the potential subject about what he or she was being asked to do, or
(c) by refusing to provide the potential subject, unless the potentia
subj ect objected, not only with all of the information which the re-
searcher or regulatory body believed relevant to the exercise of choice,
but also with all of the information the potential subject believed

relevant to his or her decision.

In considering the Problem as posed primarily in Question (2)
on whether the institutionalized nmentally infirm person is free to make
a decision it becones inportant to consider whether a distinction

shoul d be made for such purposes between the voluntary and involuntary

pati ent and between the patient who is committed as a danger to hinself

and the one who is commtted as a danger to others. To the

extent those distinctions have nore than statutory neaning it seens ap-
propriate to consider the voluntary patient |ike any other hospita
patient who is ultimately (or ought to be) presuned both free and com

petent to decide As for the involuntarily institutionalized nmentally

infirm person comritted as a danger to self or to others, it should
first be noted that, like nmental illness and infirmty, the "dangerous-
ness” categories are suspect classifications and w thout adequate de-

finition to justify the use of the coerceive force of the state to de-
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prive a person of his or her liberty and freedom of choice, Goldstein

and Katz, Dangerousness and Mental Illness etc., 70 Yale L.J, 225, 235
(1960). By and large this "civil" conmitment process serves to circum
vent the nore stringent restraints on state power jnpposed by and on the

crimnal process. To be found "a danger to oneself" (a finding which

ought to be beyond the reach of a secular |legal systen) would be to suggest
that such person is "inconpetent to make a choice for or against involve-
ment in research,” and is thus outside, or ought to be outside, the poo

of potential research subjects. On the other hand a finding of only

"dangerousness to others" would have no bearing on the question of com

petence to make a choice except to the extent of the added risk to others
in research requiring such subjects to have contact with one another.

In that event, research subjects would be entitled to know of that risk.
O herwi se, such involuntary patients ought to be perceived, to the extent
a distinction is to be made, as no different from voluntary patients who
may be presunmed to be free and conpetent to decide what is best for them
sel ves. O course to say that a person has been involuntarily conmtted
to an institution is to say that he has been denied freedomto choose,
amongst other things, where he will live. Such persons, however, have
not by such a process been automatically denied the freedomto choose
everyt hing concerning what they will do or allow to be done to or for
thensel ves. Even within such settings of restraint the question of
freedom to choose has a neani ng which question (2) appropriately forces
into consideration. The freedom of concern is freedom from coercive
exploitative and deceptive conduct by those in authority wi thin such

settings.
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It becones critical then to nmake explicit the goals of requiring
consent -- the goals of requiring that the decisions of potential subjects
be uncoerced. Consent requirement cannot be justified because research
persons and institutions nmust be protected from personal injury suits
and crinmnal liability or because science should be pronoted. Requi ri ng
consent by the subject or patient is a recognition that the decision to
i nclude an individual in a research project is made by the individual
for himself and not by the state or surrogate panel of experts for that
person. Consent is the neans of protecting a person's individual, autonony
and of guaranteeing societal respect for his human dignity. It is not
a neans of assuring that he decide "rationally." Thus the State my
requi re the manufacturer of dangerous products to |abel the product wth
an appropriate warning. However, it nay not force the purchaser of the
product, for exanple the cigarette snoker, to read the warning nor may it
justify declaring him dangerous to self, though possibly dangerous to
ot hers, because he does not abstain. The goal of respect for hunman
dignity is advanced only by allowing the patient to agree to or refuse
the proposed procedure. The standard procedure in practically all cases
involving the voluntary as well as the involuntarily institutionalized
must be to offer the patient a choice, follow his or her desires, and

permt the decision to be nmade by that person,

IV. Resolving the Problem - Informng for Decision

In an effort to resolve the Problem posed by directly addressing

guestion (2) on how free is, or should be, the institutionalized nentally
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infirmto choose to participate as subjects of research it would be nore
productive to analyze the issues in terms then not of "inforned consent”
but "the process of informing for decision." Though a cunbersone phrase
it directs attention to the real task of the Conmi ssion which is to
think through standards of conduct for authorities who ask a citizen
to waive his possible clains in tort or crimnal |aw by granting per-
m ssion for the proposed research intervention. It is, after all, a
function of the law of torts and crimes to protect the integrity of each
citizen from unwanted intrusions upon his person and property w thout
due process. In these research transactions intervention nmay not be
tolerated unless it is wanted--unless consent is given,

Mninmally, deference for a potential research subject as a human
being would require researchers and institutions who seek consent (a)
to deternine whether the potential subject is willing to discuss possible
participation in a research project and only if a potential subject is
willing to enter into such a negotiation, (b) to offer to disclose the
pur pose, nature, and conceivable risks which the authority believes
woul d be relevant to a reasonable person's exercise of choice as wel
as alternatives to the proposed research experinment, (c) to honor the
wi shes of the potential subject who does not want to be told of sone or
of any information the authority must offer to disclose, and to answer, (if
necessary with an "I don't know,") any questions the potential subject asks,
even if the researcher thought that it was not "relevant" to a reasonable

person's rational decision or that it would not be "good" for the person

"Of course, if the potential subject does not wish to consider participa-
tion in the proposed research, further efforts to obtain consent would
constitute coercion and be in violation of a person's freedom to choose.
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to know the answer, (d) to offer to provide and to facilitate an op-
portunity for an independent consultation, (e) to honor the wish of a
potential subject who says to the researcher, "I prefer to rely on your
judgrment, for you to inform ne of whatever you think | should know, and
for you to do whatever you think is best for ne or even for others like
me, or for society, or whatever," (f) to honor a potential subject's
refusal to consent - without threatening to use or using the refusa

as a basis for asserting inconpetence, or of justifying the appointnent
of a guardian or the review of the decision by a special commttee, and
(g) to honor the subject's request to withdraw from the research ex-
periment at any tinme.

These conmmuni cations mnust, of course, be made by research and
institutional authorities in a way which reflects a full commtnent to
respect the wishes of potential subjects and in a |anguage and in
wor ds conprehensible to them as individuals. True decisions by potentia
subjects in such transactions can only be protected to the extent that the
authorities, w thout coercion or deception, facilitate and provide un-
restricted access to as nuch or as little information as the potentia
subject is willing and wi shes to have. This does not mean that potential
subj ects must negotiate in good faith with authorities, nor does it nean
that if they consent to consider participation in the proposed research
that they nust ask for information before a research experimenter is
required to offer to disclose. The burden is always on the authorities,
both individual and institutional, to determine if the potential subject

is willing to consider, discuss the proposal or offer to participate
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And if the potential subject is willing to negotiate, the authorities nust
offer to disclose (and to disclose and explain unless the potential subject
obj ects) at least that which legislative, judicial, or Conm ssion standards
define as critical to a reasonable person's refusal or consent.

To circunmscribe the process in this way is to set a standard of
conduct not for the potential subject, but rather for the research and
institutional authority. The potential subject may or may not take into
account that which nmight be divulged. He or she may or may not take into
account even information which he or she requests before making a decision,
whether it is considered relevant or irrelevant to the "inforned" consent
or refusal of reasonable people. Thus, the usual court and conmentator
assertion that "the patient's right of self-decision . . . can be ef-
fectively exercised only if the patient possesses enough information to
enable an intelligent choice" should be tilted slightly to read that "the
patient's right of self-decision is effectively safeguarded if the au-
thorities provide himwth a real opportunity (not with an obligation) to
possess what information he and a reasonable person night require in
order to exercise a choice." To acknow edge that "the potential subject's
right of self-decision shapes the boundaries of the duty to reveal" re-
quires not that the choice be an intelligent, inforned and unenotionally
determ ned decision, but rather that it be the potential subject's choice
and that the authorities--both institutional and individual--out of regard
for himor her as a human being, honor that choice, even if it be for
deat h.

To assert this view as a guide to state supervision of authority

is neither to question nor to challenge the follow ng statement by
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Pope Pius XilI: "/T/he patient (or experinental subject) is not absolute
master of himself, of his body or of his soul. He cannot. . . freely dis-
pose of hinself as he pleases. . . . He has the right of use; limted by
natural finality, of the faculties and powers of his human nature."”

Because he is a user and not a proprietor, he does not have unlimted

power to destroy or nutilate his body and its functions. Furthernore

"the patient cannot confer rights he does not possess . . . /t/he decisive
point is the noral licitness of the right a patient has to di spose of

hi nsel f. Here is the noral limt to the doctor's action taken with the
consent of the patient." Address by Pope Pius XlI, H's Holiness, to the

First International Congress on the Histopathology of the Nervous System
Sept. 14, 1952, (reprinted in J. Goldstein, A Dershowitz & R Schwartz
CRIM NAL LAW THECRY AND PROCESS 91-92 (1974).) What is challenged here is
the notion in current |legal doctrine and conmentary that the power of

the state nmay be enployed to inpose that noral linmt upon citizens who

do not share it or that such power be used to push believing citizens
beyond that noral boundary.’

A. Up to this point, the guides to the conduct of researcher and
of institution in their efforts to negotiate a consent free of coercion,
duress and deceit have neither sought to distinguish the voluntarily
from the involuntarily institutionalized nmentally infirm nor to nake a

distinction between those in public and private institutions.

"Though Congress falls into the informed consent error for the citizen

in Title **, "Protection of Human Subjects of Bionedical and Behaviora
Research," of the National Research Service Award Act of 1974 (8§ 202(a)
(1) (B)(iv), (A (2), Pub. L. No. 93-348, 88 Stat. 342), it does defer to
the human dignity of the researcher as citizen in his own right by providi
inter alia, that "[n]o individual shall be required to perform or assist
in the performance of any part of a health service program or research
activity... if his performance... would be contrary to his religious beliefs
or nmoral convictions,"” and that no institution receiving grants under the
Act may "discrimnate in the enploynment pronotion or term nation of em
ployment" of such persons either because they participated or refused to
participate in such activity. I d. 214.
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It is primarily to these distinctions that attention is now
directed. Bionedical and behavioral research too often seens, however,
to have been limted (as it ought not to be) to the inherently coercive
settings of the publicly funded involuntarily institutionalized nentally
infirm-- settings not unlike those which provoked the Nurenberg decl ara-
tion of principles for conducting nedical experinents on human beings.
Involuntary institutionalization of the nmentally infirm person is in
itself a deprivation, albeit with due process, of his human dignity --
of his freedomto choose for hinself. Although nothing can fully renove
this violation of personal dignity especially if institutionalization is
"for one's own good", it renmins appropriate in such circunstances to
enforce, indeed with special vigilance, standards of conduct for research
and institutional authorities in offering and providing information to
the inmate in order to safeguard his or her personal right to be or not
to be an experinental subject or even to enter or not to enter into
negotiations to be a subject. While the coercive setting does not
require altering the standards for a process of informng for decision
it does require recognition that the quality of volition in refusing or
consenting to negotiate or to participate, no matter how fully inforned,
has been altered. By definition, part of the information inplicitly or
explicitly communi cated consists of the coercive reality of the setting
for negotiations which the researcher hopes will result in consent.

Simlarly, the status of being institutionalized coupled with
that of being nmentally infirm further reinforces the inportance of focus-
ing the supervisory function of the |law on the infornmer (research and
institutional authorities) and on the spirit and atnosphere surrounding
the process of inform ng and negotiating with potential research subjects.

Again, the need to protect the potential
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subject's integrity is every bit as strong, if not stronger, than for
either the noninstitutionalized nentally infirmor for the nonnentally
infirm institutionalized or not. The |aw nust be especially careful
to design an informing process that will permit and facilitate conpliance
with the individual w shes and needs of potential subjects. The require-
ments for assuring responsible conduct on the part of research and
i nstitutional personnel do not change depending on the potential subject's
mental health or institutional freedom What researcher and institution
must know and expect is that they will and should be held accountable in
tort and crinmnal law for violations of the person of potential and actua
research subjects. Li ke the small print on standard contract forns, the
signed standard "inforned consent" form nore accurately designated
"rel ease form', should not constitute an automatic defense. On the other
hand, the common law rule which presunes the conpetence of all adults to
decide for thenselves should generally prevail so far as the researcher's
claimthat a subject or potential subject, even if from the popul ation
of institutionalized nentally infirm had the capacity, though not nec-
essarily the freedom to choose. To presune otherwi se would be to deprive
the nmentally infirmand/or the institutionalized person of his or her
entitlenent to respect as a human being. Thus to deny such persons the
right to decide whether to participate in research because he or she is
i nconpetent is to reduce that person's individual autonony beyond that
which can be justified by the designation or the incarceration.

In order to safeguard individual autonomy, rather than to

"promote"” it or "to encourage rational decisionmaking" as Katz and Capron
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woul d assert are functions of "inforned consent,"” a strong presunption of

conpetence would require honoring the wi sh of any potential or actua
subject so long as the requirenments and conditions of the process of
informng for decision (not consent) were net in fact and spirit. Katz

& Capron, Catastrophic D seases: Wi Decides Wat? 82-90 (Russell Sage

1975) .

The burden in law for inconpetence should be very high. No
evi dence other than a showing that the patient is comatose should ordinarily
be accepted as proof of inconpetence. Even if a patient is denonstrated
to be dangerous to hinself or to herself, a conclusion of inconpetence
shoul d not necessarily follow To find inconpetence in any great number
of persons would be to deny the purpose of requiring consent. Respect
for human dignity should not |essen according to an individual's nenta
heal t h. But practice does undercut that respect by naking provision for
"substituted consents" by a legal representative who may be forced upon
them without their "informed consent." To accept such proxy consents is
to authorize invasions of person and personality wi thout regard to the
wi shes of the research subject -- that is to deny them the freedom to
choose without saying so. Hopefully any proposal by the Conm ssion
shoul d preclude this node for deceiving the public and itself into
believing that consent of the potential subject is a requisite of
research in a system which accepts proxies. The critical question then
in reviewing research proposals and in deternmining responsibility and
accountability for the actual conduct of researcher and institution in
each transaction will be on setting and neeting the requirenments of the
process of informng for decision free of any coercion, deceit, or

dur ess

which nmight be attributable to researcher or institution.
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B. The question remains whether institutionalized

persons, particularly those not free to leave the institution at wll,
can be sufficiently free of pressures which originate with or are within

the control of the researcher or institution to justify an expectation of

there being a real opportunity for choice -- particularly to choose not
to negotiate or not to participate in the proferred research. Wen the
alternative is nothing but indefinite continued incarceration an op-

portunity to beconeinvolved in research, no matter how dangerous, nmay

be conpelling if a possible consequence, no matter how slight, of the
success of the research experinment were to be release fromthe institu-
tion. Yet this would be an exercise of choice that could be honored
However, were the condition of release to rest solely on participation

in the experiment, not on its outcone, there would be coercion. Freedom
of choice so far as it is within the control of the researcher and in-
stitution would have been denied to the potential subject. |In such a
case, a subject would in fact have been eligible to be deinstitutionalized
even if there had been no research. Hs decision would thus have

been coerced.

But the institutional setting alone or even when coupled with the
status of nental infirmty is not sufficient to rule out the possibility
of persons being free to choose. Such facts do demand, however, additiona
scrutiny of the <conduct of the researcher and institution, as
the aftermath of Kainmobwitz case drammtically denonstrates. There, neither the

review comrmittee's approval nor the signed "informed consent forn of
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John Doe and of his parents safeguarded his autonomnmy, his freedom to choose.
His later release, because of the unconstitutionality of his institution-
alization, in no way could be attributed to the possible outcone of the
research in which he was forced to agree to participate, despite this

and the "consent" form of others on his behalf. If Kainowitz and its
aftermath suggests anything, it is that any invitation to the institutionalized
mentally infirm persons to participate in research should be restricted

by Iimting inducenents for participation to those that could only possibly
be related to the results of the research -- i.e. nothing should be

offered a potential subject so far as his institutional setting is

concerned which could be offered to himeven if there were no research

or no research results. Thus researchers night appeal to a potential
subject's interest in furthering the state of know edge, but could not

of fer better food or acconmpdations to the institutionalized, because
such provisions for better living within the institution could and shoul d
be made available without regard to research. The freedom from institu-
tionalization which could have been made avail able to John Doe w thout
his participation was the blinding star with which research and insti-
tutional authorities coerced "consent." Coupled with the nunbing effect
of "institutionalization" outlined in Kaimw tz, the opportunity for
freedom may force patients, as John Doe, to opt for the role of guinea
pig in hazardous, untested experiments rather than face a seemingly
l[imtless future in the institution. And for that, however neticulously the
researcher and the institution pursued the ritual of "infornmed consent"

and review, they should have been held accountable in tort and crininal
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law for their violation of person. However, if there were a possibility
of release only if the experinment caused a change in the person which would
make himeligible for rel ease, John Doe would have been confronted with a
real choice which he should have been free to accept or reject.

VWiile this tension between safeguardi ng autonomy and protecting,
al beit paternalistically, from coercion is not easily resolved, a value
preference for individual autononmy and respect for human dignity |eads
one to conclude that the choice, however linmted, nust still be presented

to the patient for his or her decision. It nust be recognized that society

has previously decided to deny a part of the patient's personal autonony by

placing himor her in the institution. Unless the decision to deny ful
free choice by institutionalizing is determined to be incorrect and the
patient is released, the partial denial of autonomy should not be en-
hanced and strengthened by refusing even the very linited decision be-
tween further incarceration and participation in research. Respect for
human dignity should be advanced, not denied, even within the tight
boundaries of the institutionalized patient's choice. Institutionalization
is a terrible deprivation and because of that very fact the patient should
not be denied an opportunity for freedom from that environment -- if that

is an opportunity which he or she wants and which society cannot provide

any other way.
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C. It now becones appropriate to ask whether the force of |aw
shoul d ever be enployed to prohibit or to conpel certain research on human
subj ect s. Shoul d certain specific research be banned for all researchers
and potential subjects? Should certain research be ordered and enforced
by drafting researchers and subjects? Burt, has suggested, as has E.
Shills, that prohibition would be appropriate for research which mght be
intrinsically "sacrilege", - which mght reveal nan as nore "dog-like than
God-like." The argument has an enpotional force as strong as the neani ngs
of the operative phrases are vague. The |legal system nust ultimately
reject prohibitions, other than those generally condemmed by the crininal
law, unless it can discover (what is beyond its capacity to do) critically
preci se guides for distinguishing such research. In any event such
prohi bitions should be rare -- last resort determinations -- made with
full recognition that some societal value nust be identified which is
superior to individual personal freedom and respect for hunman dignity.
Further there should be a presunption against special prohibition because
| aw does not have the power to preclude violations -- only hopefully to
reduce their frequency and to respond to them when they occur --. | ndeed,
the prohibition often invites or provokes violation by the "outlaw' who
m ght better serve societal interests were his activities subject to
prior review, regulation and a process of accountability. Partial pro-
hi bitions m ght be inposed not for specific research but for any research
in certain institutional settings because, for exanple, if the specific in-
stitution does not conply with standards set by court, |egislature or
Constitution. Nevertheless, the state may determine that the coercive

nature of some institutions is so great that research will be prohibited
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to protect the system from becom ng exploitative, despite the depri-
vation of a potential subject's freedomto choose. The State may justify
such a prohibition because it consciously decides that the sacrifice of
i ndi vidual freedom to be a research subject is slight on the scale of
freedons to be protected when wei ghed against the value of safeguarding
all institutionalized persons from an abuse of power.

No one, it seems, sSince Nuremberg has openly suggested that
whi ch would be even nore visibly offensive to both the autonony of
researcher and the potential research subject -- that is that sone re-
search mght be ordered, not prohibited, by the state against the w shes
of researchers or potential subjects. Both might be conpelled to partici-
pate to serve an overriding state interest. As already noted, researchers
are protected from such pressures under the act which established the
Conmi ssi on. Title Il 88 202(a)l(13)(l1V)(a)2 88 Stat. 342. Conceptually
the "informed consent"” requirenment of the Act and case law is designed to

protect potential subjects from being forced to violate their own con-

sci ence. OF course, as With prohibition, conplusory research on humans
may be openly deternmined to be conpelled by the national interest. In
that event, which hopefully will never arrive, both researchers and sub-

jects should be drafted in order to avoid exacerbating the abusive dis-
crimnation of past research which has neant that the deprived, the mnority,
the poor, the institutionalized have been nore likely than not subjected

to the risks of research on "voluntary" human subjects.

V. The Problem Resolved - A Recapitulation Wth Questions and Answers.

1. ARE THE | NSTITUTI ONALLY MENTALLY | NFIRM COVPETENT TO CHOOSE I N WHAT
AND VHICH ACTIVITIES THEY WLL OR WLL NOT ENGACE?

Al adults (by chronological age) in this category ought, out

of respect for their human dignity and their fundanmental right to pursue
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their life in accord with their own individual concepts of what the
good or the bad is, be presuned to have the capacity to decide what they
wsh to do with and for thenselves. To the extent those in this category
are children (by chronol ogical age) the ultinmate authority to choose
nust be with their parents. Parents, of course, can honor the w shes of
the child concerned, and in effect give recognition to an individual
child s conpetence to decide.

Conpetence goes only to capacity, not to authority or freedom
to choose. But to deny capacity would preclude authority or freedom to

choose.

a. Should a distinction be nade between the voluntarily and

involuntarily institutionalized nentally infirm so far as conpetence is

concerned?

No. The voluntarily institutionalized, in theory at |east, have
denonstrated their conpetence to choose the care and treatnent they w sh
If however all or nost voluntarily institutionalized nmentally infirm
are, in fact, persons who would and knew they would be involuntarily
incarcerated if they refused to consent to institutionalization the
distinction between voluntary and involuntary would seem to be w thout
a difference.

To the extent all are, in reality, involuntarily institutionalized

mentally infirm persons they have been deprived in |aw of conpetence to
determ ne whether to accept or reject care and treatnment -- not necessarily
of any other conpetences and clearly and nore specifically not of com

petence to decide whether to participate as subjects in bionmedical research.
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O course the "inforned" requisite to consent, which this essay
argues agai nst inmposing on any potential subject, is a way of denying
conpetence to all whose dignity the inquiry is designed to protect by
del egating, wi thout consent, to sone third party the conpetence and the
authority to determ ne whether the consent or refusal was inforned i.e.

conpetently nmade.

b. Should a distinction be nmade, so far as conpetence is con-

cerned, between bionedical and behavi oral research?

No. Although not specifically addressed in this essay, the dis-

tinction would seem to have no bearing on conpetence of a potentia

subject to decide. However, specific research for conpelling state or

national interests, may be, though it is difficult to conceive of
any such circunstance, prohibited or ordered, bypassing for purposes of

this inquiry both the questions of conpetence and of freedom to choose

c. Should a distinction, so far as conpetence is concerned be

made between those who are institutionalized as dangerous to thensel ves

as opposed to dangerous to others?

No. This response, however, nust be qualified by acknow edging
that the witer questions the legitimcy, at least in terns of human
dignity and personal autonony, of the authority of the state to declare
any adult a danger to him or herself. For those who are willing to accept
the appropriateness of such a status, the question of conpetence to decide
for oneself whether to participate as a research subject, as opposed to a
treat ment-and-care subject may still be answered "yes." On sone relative

scal e of respect for human dignity and freedom a declaration of inconpetence
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limted to care and treatnent is |ess offensive than one which covers
more or all spheres of individual decision nmaking

If the answer to the conpetence question for those dangerous to

themselves is "no", then of course they should neither be asked nor forced
to participate as research subjects, nor should anyone be authorized to
"consent” for them They mght, of course; be eligible to be drafted

in the rare event of a nationally ordered research project, so long as
they are not discrimnated against either by making them the only potenti al

subjects or by excluding them as subjects.

d. Should a distinction so far as conpetence is concerned be

made between the publicly and privately institutionalized nentally infirnf?

No. Like race, creed, or color the public or private character

of institutional status has no bearing on conpetence.

2. ARE THE I NSTI TUTI ONALLY MENTALLY INFIRM FREE TO MAKE A CHO CE FCOR
OR AGAI NST | NVOLVEMENT | N Bl OMEDI CAL AND BEHAVI ORAL RESEARCH?

Yes -- so long as free does not nean free in the usual sense
of being at liberty, but free under the circunstances. Here the question
must be phrased to ask should (as opposed to are) such persons be free
to choose -- free in the limted sense of being free from conduct by
research and institutional authorities which is unduly coercive -- i.e.
which is nore coercive than it need be to carry out in good faith the custody
and care goals of institutionalization. Any restraint greater than nec-
essary to achieve these goals would constitute coercion and a deprivation
of a potential subjects freedomfirst to decide whether to consider and

di scuss participation in research and second, if willing to discuss, to
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deci de whether to participate in the proposed research.

Since the question is not one of the conpetence of the insti-
tutionalized nentally infirmto decide each of these questions, it is the
research and institutional authority who nust be subject to regulation
and review for accountability in order to assure that a potential subject
is not denied an opportunity to nake a choice by the use of coercions
beyond these already inherent and essential to the institutional setting
in which the potential subject is held. To this end the guidelines

21

set forth on page 20 & above should be observed in fact and in spirit.

a. If release from institutionalization is offered as a reward

for participation in the research, is a potential subject being denied

freedom to choose by the researcher or institution?

Yes. \Vhether it be assunmed that nost institutionalized persons
woul d prefer release is not relevant. What is relevant is that the
force of authority should not be used to restrict freedom of novenent
for research purposes. Only if the direct consequences of the research
directly alter the person of the subject to make him or her, who was
otherwise ineligible, eligible for release would raising the possibility,
if it is real, of release be allowed to be introduced as an incentive to
partici pate. Of course such an "incentive" may be rejected by the potentia
subject without the possibility of his conpetence to decide being

questioned or his decision being reversed by proxy.

b. If financial conpensation is offered to those who agree to

participate is the freedom to choose the institutionalized nentally infirm

being violated by the researcher or institutional authority seeking consent?
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Not necessarily. Money conpensation is the traditional node of
exchange for encouraging free persons to do work others may w sh themto
do. O course perceiving participation in research as enploynent facili-
tates recogni zing that researchers should be obliged to be equal opportunity
enpl oyers and that there must be no discrimnation, unless relevant to the
research itself, because of race, creed, color, sex, or age. Whether
nmoney could be offered to such persons unless they were being fully
conpensated for their stay in the institution, an unlikely prospect, is ques-
tionable. Mney offered to such a deprived population for participation
would in all likelihood be unduly coercive. Yet to make such a determ na-
tion is to reduce the possible area of opportunity and choice for the
potential subject. The discrimnations of the past which pressed the
underprivileged nminorities into such "jobs" as research subjects pronpts
suggesting the establishnent of sone form of affirmative (or negative)
action program The apparent absurdity of that idea that researchers
must, so far as potential subjects are concerned, be an equal opportunity

enpl oyer reinforces the free exercise of choice notion which must be

maxi m zed for all.

c. If consent by proxy, or by substitute, is permtted has a

potential subject been denied by researcher or institution his or her

freedom to choose?

Yes. Consent, when qualified by "substitute" or "proxy" is a

m snoner, unless the proxy was freely chosen by the potential subject to

make such decisions on his or her behalf. To be free to decide (to consent

or refuse to consent) does not nmean to be free of either internal pressures
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or the external pressures of famly, friends and of the general environ-
nent . It means only to be free of coercive and deceptive pressures that
may be exerted by the researcher or institution through the manipul ation
or offer to manipulate the institutional setting. If such pressures are
exerted a potential subject has been denied his or her freedomto choose
to participate or not to participate.

In any challenge by a subject or a potential subject to the
violation of his freedom to choose, the burden would be
upon the researcher and institution to overconme the presunption of
coercion which characterizes institutional settings.

3. MJST | NFORMED CONSENT BE OBTAINED FROM A POTENTI AL SUBJECT BEFORE A
RESEARCHER |S ENTITLED TO ENGAGE H M OR HER I N THE RESEARCH PROPOSED?

No. Consent nust be obtained, whether orally or witten, in
accord with the process of infornmng for decision which nust be observed
by researcher and institution, but that consent need not be "rational"
or "infornmed" whatever those words nay nean to the reasonable, or the w se
The decision to participate nmust only be an exercise of choice, not in
the sense of being free of all internal or external pressures, but only
in the sense of being free of coercion and deception by the researcher,
the institution, the state, or any persons acting on their behalf.

4. SHOULD ANY SPECIAL CONDITIONS BE | MPCSED ON THOSE WHO W SH TO
ENGAGE THE | NSTI TUTI ONALI ZED MENTALLY | NFORM AS RESEARCH SUBJECTS?

Yes. Because of the coercive setting in which such potenti al
subj ects are held, because of a history of abuse, the follow ng special

conditions (in addition to those to be generally inposed on all research)

shoul d be inposed:
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a. No research should be authorized to be conducted exclusively
in such institutional settings unless the know edge ;ought in the re-
search could, in the scientific sense, be obtained only from persons who
are categorized as institutionally mentally infirm If the know edge
sought can be obtained, in the scientific sense, from persons free of
institutional restraint or free of the designation nentally infirm
research subjects would first have to be drawn from the free commnity.
In any event, though quotas on their face are offensive, it may be
appropriate to limt the percentage of institutionalized nmentally infirm
subj ects, (fairly divided between public and private institutions) and
the percentage of subjects fromthe free community to the percentages
each group represents in the total adult popul ation. At | east the
institutionally nentally infirmshould not constitute a greater per-
centage of subjects than they represent in the total community.

b. Research for know edge which, in a scientific sense, could
only be obtained from subjects who are institutionalized mentally infirm
persons mght be further restricted or even prohibited, at the expense
of the freedom of choice of such persons, upon a finding that the setting is so
coercive the opportunity to make a choice is, in fact, not real. Such
a finding could also be nade with regard to research for know
| edge which mnight be obtained from subjects in the free comunity.
However, with the special conditions inposed in (a) it is anticipated
that undue pressure on the nentally infirmto participate would be

greatly reduced.
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5. TO WHAT STANDARD OF RESPONSI BILITY AND ACCOUNTABILITY SHOULD RESEARCH
AND | NSTI TUTI ONAL SUBJECTS BE HELD W TH REGARD TO CONDUCTI NG RESEARCH
ON THE | NSTI TUTI ONALI ZED MENTALLY | NFI RM?

Research and institutional authorities should be held to the
hi ghest standards. Violations of procedures established for informng
potential subjects for decision will be strictly enforceable and enforced
in both tort and criminal |aw. Serious consideration should be given
to making the failures to abide by the proscribed standards of conduct a
matter of strict liability in crimnal law. The enforcenent of re-
sponsibility and the standards of accountability should not be diluted
or undercut either by attaching high social goals indiscrimately to all
research, or by the notion that "inforned" attached to "consent" on the

rel ease form automatically safeguards potential subjects from coercion

and deception by persons in authority.
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| NTRODUCTI ON

The area of informed consent by institutionalized nental patients
to experimentation conbines the issues found in regard to prisoners
and children. The problemis two-tiered, concerning both the |ega
capacity of the individual to consent and the issue of institutionali-
zation. The major questions may be highlighted by reference to one
of the principles of the Nurenberg Code.® Does an institutionalized
mental patient, in general, have the |egal capacity to consent?

Is a particular nental patient conpetent so as to enable an "under-
standi ng and enlightened decision?" |s proxy consent ever valid, and
if so, under what circunstances? Does the fact of institutionalization
create a situation which effectively renoves the individual's ability
"to exercise free power of choice?"

Institutionalized mental patients are perhaps the nost isolated
and underpriviliged nmenbers of our society. The human and |egal rights
of mentally ill and retarded persons? have been grossly violated for
centuries. The result is that they are often victims of numerous socia
injustices, including horrible facilities, poor or non-existent treat-
ment and education, indiscrimnate sterilization, and deprivation of
basic legal protections, including the performance of unethical and/or
illegal hunman experinentation.

Large institutions, although outdated and often inefficient, have

historically carried the responsibility for caring for the nentally
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deficient individual who either cannot function in the community
or whose fanily has decided not to have himremin at hone.? Thi s
i nvolves a substantial nunber of people. There are approxinmately
200,000 residents in 190 public institutions for the retarded in the
United States.® Many have spent most of their lives in institutions
In addition, one out of every ten Americans will at sonme tine be
hospitalized for mental illness.” There is an abundance of literature
critical of mental hospitals.® For many individuals, institutionali-
zation results in a worsening of their mental condition.’ Long-term
residents actual ly sufferdeterioration and abuse.® I ndeed, it has
been estimated that the effects of institutionalization are so severe
that, if a patient is not released within two years of his adm ssion
the chances are good that he will die in the hospital.® Dehunani zat i on
has been anply denonstrated in such residential facilities.'®
Institutionalized nmental patients have traditionally been subjects
of experiments, and not necessarily because the research has specia
applicability to this group.™ Research frequently requires that
a convenient, stable subject population be followed over a period
of time. Thus, the institutionalized are particularly attractive to
i nvestigators because they constitute a "controlled" or "captive"
community, with a relatively uniform diet, schedule of sleeping hours
and daily routine, and since they are often wards of the state, they
form an inexpensive pool of experinental subjects. In addition
people in institutions are often easily manipul ated, either due to

their own nental deficiencies or the lack of interest in their welfare
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denonstrated by their legal guardians and/or facility administration
and staff.

For exanple, it has been reported that eighty nmentally defective
patients of the District of Colunbia Training School in Laurel, Maryland
were the subjects of an experinment designed to neasure the bl ood fl ow
in people suffering from dementia. A long needle was inserted in the
femoral artery in the thigh of each individual. Then the juglar vein
in the neck was treated simlarly, with another needle going in just
bel ow the jaw and extending to the bulb in the vein. Finally, the
patients were forced to inhale radioactive gas through a tight-fitting
mask, and their blood flow was checked.® In another case, a nenin-
gitis vaccine was injected into mentally retarded children at the
Hanburg State Home and Hospital Institution in Pennsylvania w thout
the consent of either subject or parent, since the investigator
thought that the administrator of the hospital was the |egal guardian
of the involved minors.™

An especially illustrative exanple of experinmentation on insti-
tutionalized nmental patients involves the drug Depo-Provera, a derivative
of progesterone that was approved by the FDA in 1960 for treatnent of
a gynecol ogic condition known as endonetriosis, and in 1972 for treat-
nent of carcinonmia of the lining of the uterus. The drug has been
i nvestigated for contraceptive use in human clinical and ani mal
studi es under an |nvestigational New Drug Application (IND) since
1963. In 1970, studies in dogs reveal ed that Depo-Provera produced

manmary tumors, and new information received in 1972 indicated that sone
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of these nodul es were malignant.'  Contraceptive studies wth Depo-
Provera under the IND were severely limted and the subjects under
study were required to sign the follow ng detailed witten infornmed
consent form
REVI SED DEPO- PROVERA WRI TTEN | NFORMED CONSENT FORM
FOR CONTRACEPTI VE STUDI ES

| MPORTANT NOTE: This is NOT the sanme informed consent

form that you signed before. It has been changed to bring

to your attention that breast cancers have devel oped in

sonme beagl e dogs undergoing long-termtests with injections
of Depo-Provera. Please read it carefully.

This is to certify that | her eby
agree and consent to receive an experinmental drug called
Depo- Provera every three nonths under the care and super-

vision of D | understand that this injection
will ge given to me in an attenpt to keep nme from beconing
pregnant . | have been told that tests in dogs injected with

this drug showed that some of them devel oped tunmors in their
breasts. Sonme of these tunmbrs were cancer and spread to

ot her organs. It is not known whether or not simlar
tunors or cancers will grow in nmy breasts after receiving
the drug.

It has been explained to me that there are avilable
ot her non-experimental nethods of preventing pregnancy
such as pills, vaginal creams, jellies, foans, diaphragns,
various devices which are inserted into ny wonb and use of
a rubber (condom) by ny husband. The effectiveness of these
various methods of contraception, as well as the advantages
and di sadvant ages of each nethod, has been explained to ne.
Surgical sterilization of nyself or nmy husband (along with
its risks, advantages and di sadvantages) has been expl ai ned
to me as a nonreversible nmethod of contraception. | have
al so been told of the effectiveness of Depo-Provera.

| have read and understand the panphl et prepared by
the Anerican Medical Association, American College of
Obstetricians and Gynecol ogi sts and the Food and Drug
Administration informng users of the pill about the possible
probl ens which a wonman may encounter during its use. |
understand al so that Depo-Provera is sinmlar to the pil
in that | may have sonme of the sane problems occurring that
are nmentioned in the panphlet such as blood clots, tender
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breasts, nausea, vonmiting, weight gain, weight |oss, spotty
darkening of the skin of the face, nental depression

el evated | evel s of sugar and fatty substances in the bl ood

di zziness, loss of hair, increase in body hair and increased
or decreased sex drive

It has been explained to ne that it is quite likely that
I will have unexpected vaginal bleeding, completely irregular
menstrual cycles or no nenstrual bleeding at all as a result
of the Depo-Provera injections. | also understand that the
injections may have sone effect on the anmpunt of estrogenic
and adrenal hornmones produced in ny body and that the
i mportances of these changes is still being investigated

| understand, also, that after a woman stops taking
Depo- Provera there may be an unpredictabl e and prol onged
del ay before she is able to become pregnant or nay be
unabl e to becone pregnant at all. Because of the possi-
bility of an occasional case of permanent sterility,
Depo- Provera should not be used by wonen who nmay wish to
have another baby in the future

I have tried all other kinds of birth control nethods
and cannot use themor | refuse to use all other kinds of
birth control nethods. Therefore, | hereby vol unteer
of my own free will to receive injections of the experimenta
birth control drug, Depo-Provera, with the full know edge
and understanding that it produced breast tunors and cancer
in sone dogs and it is not known whether similar tunors or
cancers will develop in ny breasts.
I understand that | may withdraw fromthis investigationa
study of the use of Depo-Provera for contraception at any
time.
Al t hough Depo-Provera is an experinental drug for the purpose
of birth control, it was considered by the authorities of the Arlington
Hospital and School, a facility for the mentally retarded in Tennessee
as a viable and val uabl e contraceptive nethod since it is highly
effective, tenporarily halts the patient's menstrual cycle, and need
only be adm nistered through an injection once every three nonths.

Beginning in 1970, alnost 200 femal e chil d-bearing age residents of

the institution were receiving Depo-Provera.'” However, in contrast
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to the elaborate consent formpresented to the "normal" subjects
using Depo-Provera, the follow ng formwas enployed to obtain the consent
of the parents or guardian of the institutionalized individuals to

the admnistration of the drug

PERM T FOR DEPO PROVERA PROGRAM

l , (father, nother or |egal guardian)
of , now a resident of Arlington Hospital and
School, give my pernmission to enter her into the program
designed at Arlington Hospital and School to use depo
provera.

This drug is to be injected every three nonths for
the purposes of preventing nmenstruation, thereby nmaking
resident nore confortable and to |essen nursing care. A
second purpose is that of preventing pregnancy in the event
of exposure.'®

I ndeed, based on the statenents by Dr. James S. Brown, superin-
tendent of the facility, before Senator Kennedy's 1973 Hearings on
Human Experinentation, the institutional authorities were either

unaware of or had little concern for the experinmental nature of the

drug.

Dr. Brown: I would like to clarify a couple things, at
least in termnology, as | listened to the hearings this
morning. We keep referring to Depo-Provera as an experi-
nment al drug. It has never been our understanding that it
is an experinmental drug, and our use of Depo-Provera has
not been within the context or the framework of the way
we woul d go about doing an experinmental study if we did
one.

Senator Kennedy: Just to clarify our ternms. Dr. Edwards
(Conmi ssi oner of Food and Drugs, Department of Health,
Education, and Welfare) indicates Depo-Provera is an
experimental drug for the purpose of birth control

Dr. Brown: What is an experinmental drug? If you have
a drug such as Depo-Provera that is licensed for human
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use at a certain dose, and for certain indications, is it
experinmental ?

This is the question in my mind. Is it experinmental again
for another indication that you are using it for in human
bei ngs?

Senator Kennedy: Dr. Brown, Dr. Edwards just said this
norning it is not to be used for birth control purposes.

Dr. Brown: He said the FDA has not licensed it for birth
control purposes.

Senator Kennedy: That is right.

Dr. Brown: Senator, | am not an expert on Depo-Provera

As a pediatrician and as an adm nistrator | wuld like to

tell you about our problem and what we did and how we went

about it.®

Dr. Brown went on to indicate that the najor reason for admnis-
tration of the drug was to provide an effective neans of preventing
pregnancy and nenstruation, two conditions which present problens

to the efficient functioning of an institution. Indeed, the testimony

continued as follows:

Dr. Brown: Senator, | do not think that anyone has given
you any information on the unsafety of the drug for human
use. We do not have it either. If we could get it, we

woul d stop the drug today

Senator Kennedy: The Food and Drug Administration, which
is the present regulatory agency, which has the resources -
financial and research resources - to make these judgnents,
has indicated that it has not approved this for this pur-
pose

Your consultants have reached other conclusions. Wat we
nmust determine is whether we are going to have individua
doctors using these various drugs, or State agencies in
effect substituting their judgment for the judgment of the
Food and Drug Administration.

Shoul d that be pernitted?
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Dr. Brown: Well, certainly, if there is any question about
its safety and the FDA had not told ne what it is, ny
consultants would certainly find out and advi se us, and we
woul d take our people off the drug. I think we still have
note quite established this, Senator Kennedy.

Senat or Kennedy: You what?

Dr. Brown: | am not sure we have established what this is,
at least so far as communicating is concerned.

Senator Kennedy: Do you think physicians shoul d i nde-
pendently be able to decide whether or not a drug is

saf e?

Dr. Brown: No, | do not. | certainly do not.

Senat or Kennedy: Is this not really what has happened here?
Dr. Brown: Well, | do not think the FDA has said it was
unsaf e.

Senat or Kennedy: Unresol ved questions of safety? You say
there is a significant doubt, a serious doubt.

Dr. Brown: That is correct.

Senat or Kennedy: That doubt on the part of the Food and

Drug Administration is in no way reflected in your consent

form is it?

20

Dr. Brown: No, it is not.
It seens clear that the administrator of an institution for the nentally
retarded failed to understand the significance of the fact that the
met hod chosen by the facility to achieve a particular purpose was
experimental, and that accordingly different factors enter into the

determination as to its use and the paraneters of the informed consent

required before its enploynent.

3-8



CAPACI TY TO CONSENT

In general, "every human being of adult years and sound m nd
has a right to deternine what shall be done with his own body."?*
Thus, the conpetent adult has the right to choose the course of his
care and to be apprised of the facts necessary to nake that choi ce. #
This is true even though the reason for a particular nedical decision

may seemirrational when viewed objectively. For exanple, in Palm

Springs Ceneral Hospital v. Martinez, 2 the court determined that a

conscious adult patient who was nmentally conpetent had the right to
refuse nedical treatment involving surgery and bl ood transfusions,

al t hough medi cal opinion deened the procedures necessary to save her
life.

Institutionalization in a facility for the nentally deficient
and | egal inconpetence are not necessarily synonyrmus.25 Thus, the
institutionalized individual is often deemed to have the sane |ega
ability to exercise his rights as a free-living person.?

This principle has been recognized by court action in a nunber

of states.? In the recent case of Horacek v. Exon,?® it was determi ned

that all nmentally retarded persons in Nebraska, including those
institutionalized, have the same rights as all other persons in that

st at e. The court in MAuliffe v. Carlson® rul ed that the Connecticut

statute which provided for the appointment of the state Comm ssioner
of Finance as conservator for the funds of residents of nental insti-

tutions was unconstitutional because the conservator was appointed
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wi t hout any hearing to determine that the resident was inconpetent to
manage his own affairs. A sonmewhat similar process for state manage-

ment of patient finances was struck down in Vecchione v. Whl genuth, ¥

based on the court's determnation that the fact of institutionalization
does not in and of itself create a status of inconpetency.

This principle is applicable to the ability of an institutionalized
patient to give or withhold consent to nedical treatment. In the case
of Inre Yetter,® a sixty-year-old involuntarily committed nental
patient declined to consent to a recomended surgical breast biopsy.
Her fears were based on the death of an aunt follow ng such surgery
(al though the court was presented evidence indicating that the aunt
had died fifteen years following the surgery fromunrel ated causes),
as well as the concern that the operation would interfere with her
genital system affecting her ability to have babies, and would
prohibit a nmovie career. Al though her reasoning was beconi ng sonewhat
del usional, the court found that at the tine the patient nmade her
initial decision not to have the surgery, she was |ucid, rational
and had the ability to understand the recomended procedure and the
possi bl e consequences of her refusal, including the risk of death.

Even though it indicated that the patient's decision in this situation
m ght be "irrational and foolish,"the court neverthel ess deternined
that Ms. Yetter was conpetent to reach this conclusion, and therefore
declined to appoint a guardian for her for the purpose of consenting
to the surgery. The court stated that the mere commitnment of an

individual to a state facility does not destroy the person's conpetency

3-10



nor require the appoi ntment of a guardian

32 33 34
Several states, such as California, M nnesot a, M chi gan
35 36 37 38
Massachusetts, New York, Gkl ahonmm, South Carolina, South
39 40
Dakot a, and Tennessee, have statutes which specify that institu-

tionalization is not automatically equivalent to inconpetency. O her
state statutes deal with the question on an issue-by-issue basis,
determ ning whether institutionalization renders an individual incom

petent for a particular purpose. Thus, for exanple, nental patients
41
are specifically given the right to vote in South Carolina, Sout h
42 43 44 45 46 47
Dakot a, New Mexi co, Loui si ana, Kent ucky, Al aska, Georgi a
48 49 50
Maryl and, and New York, the right to contract in South Carolina,
51 52 53
Loui si ana, Kent ucky, and Al aska, the right to marry in South
54 55
Carolina, and the right to nake a will in South Carolina and
56
CGeorgi a.

However, the laws in a nunber of states still envision the nmenta
patient as one who is and will continue to be devoid of ail ability
to conprehend or exercise any rights.57 A nunber of states have
bl anket restrictions on the right to narry, vote, contract, drive, or
conduct one's affairs, giving little regard to the particular individual's
capacities to exercise those rights.58 For exanple, a West Virginia
| aw provides that "[t]he entry of an order ordering hospitalization
for an indeterm nate period shall relieve the patient of |egal capcity."59
while a Wsconsin |aw provides that "[h]ospitalization under this

chapter, whether by voluntary adm ssion or conmitnent . . . raises a

rebuttabl e or disputable presunption of inconpetency while the patient
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60

is under the jurisdiction of hospital authorities.” The rights to
61
vote, nmake a will, contract, or marry are restricted in Al abans,
62 63 64
Arkansas, Mai ne, and New Jersey.
Overall, the state of the lawin this area may be sunmmari zed
as follows:

The effect in law of a hospitalization order on the
conpetency status of a patient varies fromstate to state.
In a few states the hospitalization order is also an
adj udi cation of inconpetency; in others, it results in at

| east a presunptive incapacity; and in still others,
there is a conplete separation of hospitalization and
i nconpetency. . . . In nmany states the effect of a hospi-

talization order on conpetency cannot be determined from
the witten law, [but] the trend in legislation during the
| ast 15 years has been toward a conplete separation of
hospital i zati on and i nconpet ency. ®

It may reasonably be concluded that nmental patients are not presunptively

inconpetent in nost jurisdictions.
66

In general, therefore, as concerns a therapeutic bi orredi cal
or behavioral procedure, infornmed consent is needed prior to its
per f or mance. This consent is to be obtained fromthe patient,
unless he is a mnor or has been judicially declared an inconpetent,
in which case the requisite consent is obtained fromhis parent or
| egal guardian, respectively. This substitute consent is valid since
by definition, a therapeutic procedure is for the benefit of the

67
i ndi vi dual . Thus, if an inconpetent nental patient needed an

appendectony, the substitute consent of his guardian would be sufficient.

In regard to non-therapeutic procedures, while inforned consent is
still a prerequisite, this consent may only be secured from a conpetent

patient hinself. Since the procedure is not for the patient's benefit,
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proxy consent is not sufficient.
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BARRI ERS TO CAPACI TY

A Effects of "Institutionalization"

The probl em of whether an institutionalized individual is
conpetent to consent is conplicated by various factors. In the first
place, the very fact that the individual is institutionalized may
have a practical effect on the issue of conpetency. This is due to
the results of a process ternmed "institutionalization." People who
are cordoned off fromthe outside world are often effectvely stripped
of their concept of "self," a perception which is vital in order to

satisfy the demands of informed consent. Erving Goffman, in his book
69
Asyl uns, di scusses the effects of "total institutions."

In total institutions there is a basic split between a
| arge nmanaged group, conveniently called inmates, and
a small supervisory staff. Inmates typically live

in the institution and have restricted contact with
the world outside the walls; staff often operate on

an eight-hour day and are socially integrated into

the outside world. Each grouping tends to conceive

of the other in ternms of narrow hostile stereotypes,
staff often seeing inmates as bitter, secretive, and
untrustworthy, while inmtes often see staff as
condesceni ng, hi gh-handed, and nean. Staff tends

to feel superior and righteous; inmates tend, in

some ways at least, to feel inferior, weak, blane-
worthy, and guilty.™

This may result not only in [owered self-esteem but in a dininution
of decision-making power as weII.71 The total effects of this can
be devastating. For exanple, a report by the M chigan Auditor
General on the Caro Residential Center for the Mentally Retarded

found at least five people in that facility who were not retarded
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but had been institutionalized for so long that the Center felt that
they would not be capable of living in the outside world.72
Further conplicating this situation is the elenent of duress
present within the institution whenever an attenpt is made to obtain
consent . Physicians are often able to "engineer" consent fromtheir
pati ents/subjects by manipulation of their "fiduciary" relationship
In addition, a patient will often be swayed by hopes of influence
with institutional authorities or release from an indetermnate
conmmtnent - even if these things were never pronised nor even mentioned
by the physicians in his discussions with the individual. The supreme
i nducment to consent is the hope of obtaining freedom This is
revealed in the words of a fornmer mental patient, "I played the game
of patient to wits end, as the only neans of escape."73 The institu-
tional setting makes it difficult for one not to feel some sort of
coercion or encouragenent to consent nerely in being approached for
the particular procedure. This is particularly true for those
i ndividuals who see little or no hope of their eventual release, but
who are assured that this particular treatnent may make this possible
This was the situation under consideration in Kainmowtz v.

74
Departnment of Mental Health. The controversy arose with a proposa

for a research project designed to conmpare the effectiveness of psycho-
surgery and drug therapy for stopping uncontrollable aggression in
chronically violent wards of the state. The chemical method invol ved
the administration of cyproterone acetate, a drug which renders the

patient inpotent as well as docile. The surgical procedure was to
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have consisted of measuring waves on an el ectroencephal ogramto determ ne
whet her the patient's brain manifested a disturbance that could be
chart ed. If so, electrodes would have been inserted into his brain
to determine if the condition was generalized or |ocalized. If
generalized, no further action would have been taken; if localized,
the amygdal a woul d have been renpved by el ectrocoagul ati on, a sophisticated
form of surgery involving the burning out rather than the cutting out of
75

the alleged affected parts

The original programoutline was to include twenty-four patients.
The subjects were all to be non-psychotic brain damaged mal es who had
not responded to traditional treatment and who were deened to be
capabl e of understandi ng and deci di ng whet her they wanted to undergo
the treatment. The first subject chosen was thirty-six-year-old
Louis Smith, a crimnal sexual psychopath who had been in state
institutions for the crimnally insane for seventeen years after
confessing to nmurder and rape. Both Smith and his parents signed
the followi ng detailed consent form

Since conventional treatnment efforts over a period

of several years have not enabled me to control ny outbursts

of rage and anti-social behavior, | submit an application'

to be a subject in a research project which nay offer me

a form of effective therapy. This therapy is based upon

the idea that episodes of anti-social rage and sexuality

m ght be triggered by a disturbance in certain portions of

ny brain. | understand that in order to be certain that a

significant brain distrubance exists, which mght relate to

ny anti-social behavior, an initial operation will have to

be performed. This procedure consists of placing fine

wires into nmy brain, which will record the electrical acti-

vity fromthose structures which play a part in anger and

sexuality. These electrical waves can then be studied
to determine the presence of an abnormality
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In addition electrical stinmulation with weak currents

passed through these wires will be done in order to find

out if one or several points in the brain can trigger ny

epi sodes of violence or unlawful sexuality. In other words
this stimulation may cause me to want to conmmit an aggressive
or sexual act, but every effort will be nmade to have a suffi-
cient nunber of people present to control ne. If the brain
di sturbance is linmted to a small area, | understand that the
investigators will destroy this part of nmy brain with an

el ectrical current. If the abnormality cones froma |arger
part of my brain, | agree that it should be surgically

removed, if the doctors determine that it can be done so,
without risk of side effects. Shoul d the electrical acti-
vity fromthe parts of nmy brain into which the wires have been
pl aced reveal that there is no significant abnormality the
wires will sinmply be wthdrawn.

| realize that any operation on the brain carries a
nunmber of risks which may be slight, but could be poten-
tially serious. These risks include infection, bleeding,
temporary or pernmanent weakness or paralysis of one or nore
of my legs or arns, difficulties with speech and t hinking,
as well as the ability to feel, touch, pain and tenperature.
Under extraordinary circumstances, it is also possible that
I mght not survive the operation.

Fully aware of the risks detailed in the paragraphs

above, | authorize the physicians of Lafayette Cinic and
Provi dence Hospital to performthe procedures as outlined
above. "

Conventional therapies had been considered to be ineffective for
treatnent of Smith's condition. Therefore, although he was |ater
rel eased fromthe institution on the basis of the court’s conclusion
that he could be safely returned to society,77 t he psychosurgery
appeared at the tine to be the only possible hope for securing his
freedom

The court adopted the Nurenmberg Code as a guide in its deter-
m'nations.78 Therefore, it concluded that, in order for the infornmed
consent of an individual to be valid, the three necessary conponents -

79
conmpetency, voluntariness, and know edge - nust be present.
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In its consideration of conpetence, the court did not maintain
that a nental patient is automatically legally inconpetent. | nst ead,
the court found that the process of institutionalization and the
dependency which often acconpani es residence in a nental hospita
lead to an atrophying of a patient's decision-naking powers, rendering
hi m i ncapabl e of mmki ng deci sions as serious and conpl ex as whet her
to undergo experinmental psychosurgery. As concerns voluntariness,
the court considered the issue in relation to the institutional setting.
It perceived that a captive person unavoi dably views any cooperation

80
with his keepers as a potential key to rel ease. Even in the absence

of direct pressure frominstitutional authorities, the realities

of confinenent and total institutional control over every ninute detai
of a patient's Iife81 create an inherently coercive environnent

In this setting, the potential subject is not "able to exercise free
power of choice, without the intervention of force . . . or other
ulterior formof constraint or coercion.“82 The fact that Smith,

upon his release fromthe institution, revoked his consent to the
psychosurgery, adds credence to the court's point of view.83 Wth
respect to the know edge factor, the court considered expert testinony
about the conplexity of the brain, and evidenced concernabout the |ack
of extensive animal and human experinentation in determ ning and
studying brain function. It viewed the risks and benefits of psycho-
surgery as profoundly uncertain, and held that "lack of know edge

on the subject nmakes a know edgeabl e consnet to psychosurgery literally

84
i npossi bl e. "
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There are various problens with the court’s reasoning. To begin
with, if institutionalization leads to the deterioration of decision-
making abilities, thereby rendering a patient inconpetent to consent
to experinmental psychosurgery, it would seemthat this same condition
woul d render the person inconpetent to nake other inportant and
conpl ex decisions. Yet any extension of this concept beyond the
specific facts of the case would be unacceptabl e because it would
practically resurrect the notion that nental patient status per se
establ i shes | egal inconpetence (at least as to those patients who have
been institutionalized for a long period of tine) - a notion that
is rapidly losing credence in the |aw.

Simlarly, the court’s conception of coercion has disturbing
possi bl e ranifications. If the chance for release is the coercive
el enent behind consent to psychosurgery, then it may al so be viewed
as such in relation to other, nore generally accepted forms of therapy.
I nvoluntary commitment could therefore be considered to coerce al
decisions to engage in therapy, thereby making all such decisions
i nval id.

In its discussion of know edge, the court, as noted earlier
found that the |lack of know edge about experinental brain surgery
makes know edgeabl e consent to experinmental psychosurgery inpossible
to obtain. However, the consent form signed by the patient was extrenely
detailed, listing nunmerous serious risks, including the possibility
of death. It may be argued that such a conplete form adequately

notifies the patient of the potential risks involved in psychosurgery,
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since it is practically inmpossible to informa subject of hazards
whi ch are unknown to the nedical profession generally when a proposed
treatnent involves innovative procedures. This interpretation of the
knowl edge el ement of informed consent is unprecedented, and has yet
to be followed by another court.

Furthernore, the court concluded that, when psychosurgery is no
| onger considered experinmental but becones an accepted neurosurgica
practice, an involuntarily commted nental patient can give legally
bi nding inforned consent to its performance. However, this seems to
weaken the court's earlier discussion of the effect of institutionali-
zation on the elements of conpetence and voluntariness. The presence
of added know edge concerni ng psychosurgery and its possible risks
and benefits shoul d have no effect on whether the patient can give
voluntary and conpetent consent to the procedure.85

Utimtely, the decision of the court may be seen as a condem
nation of choices, the consequences of which it deens unacceptable.
Thus, choices considered beneficial typically are sustained despite
the presence of many of those sane el enents which negated the effec-
tiveness of the patient's consent in the present case. If the conditions
of the entire situation are regarded as reasonabl e, the consent
will not usually be legally condermmed. Thus, psychosurgery, because
it is experinental, drastic, and irreversible, with no known |asting
benefits and many possibl e unknown side effects, is at present considered
by this court to be an inappropriate and inperm ssible treatmnment or

research choice for involuntarily confined patients. It is reasonable
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for patients to submit to generally accepted therapy, but it is
unreasonable for themto subnmit to no-benefit or |ow benefit, high-

ri sk experinmentation.

B. Ability to "Conprehend"

Anot her troubling factor influencing the issue of conpetency
is the fact that there are nunerous levels of mental retardation and
nental illness, ranging fromrather nmld to severe, found within
each facility. It is estimated, for exanple, that eighteen percent
of the nmentally retarded residents of institutions are either nmildly
or borderline retarded, while another twenty-two percent are noderately
retarded.86 These individuals are capable of a relatively independent
life, as opposed to the severely and profoundly retarded, who range
from those who may function under sheltered conditions to those who
are conpletely helpless. The sane holds true for the difference in
the level of functions of the various groups of nentally ill. The
severely nmentally ill constitute only about one percent of the total
hospi t al population.87 Many forns of nental illness have a highly
specific inpact, |eaving the decision-naking capacity and reasoning of
the involved individuals largely uninpaired.88 In addition, while
the condition of the nmentally retarded, which is often due to deficiencies
frominfancy, can usually be inproved with prograns of care and reha-

bilitation, it is a relatively stable and constant condition, not

subject to the sane possibility for rapid, frequent, and conplete
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change in nental capacity as is the case with nental illness. A
mentally ill patient may be conpetent to consent one day and yet
become inconpetent the next. An acute onslaught of particular forms of
mental illness are often possible, so that a patient’s condition can
change dramatically in a very short period of tine.

Finally, it is not always easy to distinguish conpetency from
i nconpet ency. Al t hough a particular patient may not have been judi-
cially determned to be inconpetent, froma practical viewpoint it
may be inpossible to gain adequate consent from him For exanpl e,
how does one obtain consent froma severely ill catatonic schizo-
phrenic who sits and stares at a blank wall all day, refusing to speak
to anyone? Certainly if a patient is psychotic or hallucinating and
cannot assimlate information about a proposed procedure, he does not
have the capacity to reach a decision about the matter in question
Some nental patients are incapable of evaluating information in what nost
people would call a rational manner. A treatnent decision night ordi-
narily be based on considerations of perceived personal objectives,
or long-termversus short-termrisks and benefits. But there are
patients whose acceptance or rejection of a treatnent is not nmade in
relation to any "factual" information. To add to this dil emm,
while a nental patient may refuse to give his consent to a procedure,
his refusal may only be a manifestation of his illness, having little

resenbl ance to his actual desires
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PROXY CONSENT

I ndi vidual s who are legally inconmpetent are precluded from
nmaki ng |l egally binding determ nations concerning medical care. The
fact that the person has not reached the age of majority is usually
taken to mean that he does not have the intelligence and capability
to comprehend fully the nature and purpose of a procedure or to engage
in the weighing of risks and benefits which is involved in the decision-
meki ng process. The sanme holds true for sonmeone who, as the result
of a judicial hearing, has been declared legally inconpetent to manage
his own affairs, and has therefore had a guardi an appointed for him
Thus is created a situation in which other parties the parents for
the child and the court-appointed guardian for the adjudicated nentally
i nconpetent adult, assune this function for him The purpose of this
is the protection of the inconpetent individual from harmthat night
result fromeither his own |ack of know edge or from coercive nethods
used to obtain his consent. However, under the common |aw, guardian
consent on behal f of an inconpetent may only be granted or withheld
on the sole basis of the inconpetent's welfare. I ndeed, the judgnent
of the guardian regarding the inconpetent's best interests is not always
conclusive, and the courts will intervene to protect the welfare of
t he inconpetent.89 Therefore, the state, exercising its ultimte respon-
sibility for the welfare of the mentally deficient under the doctrine

of parens patriae, which provides that the state has the duty to care

for those individuals who are not able to do so thensel ves, w |
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i ntervene when the question arises as to whether the guardi an has
acted in the best interest of his mard.go A nore detailed discussion
of proxy consent nay be found in the earlier section of this Report
dealing wth children.91 The general conclusions in that analysis
are applicable to the area of mental patients as well.

However, the proxy consent schene runs into a nunber of serious
probl ems when one considers it in relation to institutionalized
nmentally ill and nentally retarded persons. For exanple, there is
the question as to whether the parent/guardi an has both the notivation
and capability to represent the best interests of the institutionalized
i nconpet ent . Inplicit in the guardianship status is the belief that
there is an identity or, at least, conpatibility of interest between
the guardian and inconpetent. In addition, it is assuned that there
is a capability on the part of the guardian to care for and deal wth
the i nconpetent and represent himin his dealings with society in genera
and the institution in particular.92

There may be a conflict of interest between the guardian and
ward so as to preclude adequate representation of the institutionalized
person's interests. Thus, the parent/guardi an nay have been the
i ndi vidual who originally "voluntarily" placed a mnor/inconpetent
in the facility. There are many societal pressures that operate to
i nduce this, including mental and physical frustration, economc
stress, hostility toward the individual stemmi ng from added pressures,
and perceived stigma of nental deficiency.93 Oten, the individual is

institutionalized | ess for his own benefit than for the confort of

others. Simlarly, the guardian may have been the initiator of
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i nvol untary conm tnent proceedi ngs agai nst the inconpetent. In general
the fact of institutionalization affords the guardian the opportunity
to "distance” hinmself fromhis ward and to deal with the situation

in an abstract manner, thereby absolving hinself fromresponsibility
because the inconpetent is entrusted to an institution

Additionally, the particular guardian may be unable to dea
effectively with the public and private institutional providers of
service due to the disparity in |everage and sophistication that
normal |y exists between guardian and institution. The guardian may
be hesitant to counter the requests of the institution because the
person in the facility is constantly subject to the threat of subtle
or not so subtle, retaliation. Mrreover, the guardian nmay worry that
if he disturbs the institutional authorities, the inconpetent nay,
under certain circunmstances, be released and perhaps thereby becone
a direct burden on the guardian.

Accordingly, in making provisions for the application of proxy
consent on behalf of an institutionalized nental patient, one should
al ways be aware of these-potential conflicts. Particularly as regards
consent to experinentation, consent by proxy should be viewed with
suspi cion, and should not be accepted as valid and |egally adequate
until it has been critically reviewed to assure that it serves its
original purpose, i.e., the protection of the interests of the indi-

vi dual subj ect
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THERAPEUTI C EXPERI MENTATI ON

A Bi onedi cal Procedures

There is little statutory or case |aw dealing specifically with
experimentation on institutionalized nental patients. Therefore, it
is necessary to analogize to the factors involved in the non-experi-
mental situation. While this is probably worthwhile, it is also
potentially dangerous. One nust always keep in mind that, in the
non-experinmental situation, the patient's well-being is, theoretically
at least, the physician's only concern. Wth an experiment, not only
are there usually nore uncertainties and greater risks, but the
physi ci an who contenpl ates the procedure is notivated in part or
entirely by a search for nedical information. The physician-patient
relationship is altered by the broadened objectives of the physician-
researchers, who nmay no longer be sufficiently disinterested to be
an objective participant. Thus, it is likely that, with inforned
consent, the law will be stricter and nmore protective of the subject's
rights in its analysis of the experimental situation. The main codes
of ethics which guide researchers in their work with human subjects -

the Nurenberg Code (1948), the Anerican Medical Association Code

94
(1946 and 1966), and the Declaration of Helsinki (1964) - all base
95
their protections ultimately on the adequacy of inforned consent.
96
As stated earlier, in general, informed consent is necessary

before the performance of a therapeutic nedical procedure. This

consent may take the form of an assent by a conpetent patient or
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an assent by a guardian for an inconpetent patient.
A nunber of states have passed statutes which specifically limt
t he performance of certain nedical procedures, usually surgery,
wi t hout the consent of the patient.97 However, several statutes
al so provide for proxy consent to such nedical procedures, seemngly
regardl ess of whether the patient is deemed to be legally inconpetent.
For exanpl e, Tennessee provides that surgery nmay be performed if the
consent of either the patient, parent, guardian, or next-of-kin is
obt ai ned. ” Several states allow substitute consent when the patient
is incompetent or of "unsound mind" to give consent, but nost do not
go on to define inconpetent so as to indicate whether it is confined
to those situations in which the patient has been adjudicated i ncom
petent.99 In Al aska, the head of the hospital makes the conpetency
determ nation, and on this basis may substitute the consent of a parent,
spouse, or guardian for that of the patient.100 As can be seen, not
only is proxy consent permtted under these questionable circunstances,
but the person given this authority is expandi ng beyond the confines
of a legal guardian to include parents of children who have reached
majority, spouses, and even just the next-of-kin. I ndeed, in New
Jersey, the head of the institution can consent to physician-prescribed
nedi cal, surgical and dental treatment for the inmates of the facility.101
However, there is evidence that certain therapeutic procedures
may be given separate and different consideration by the |aw For
exanple, let us consider the case of sterilization
It is possible that the sterilization of an inconpetent individua

may be deemed to be "therapeutic,” or in his best interests. For those

i nconpetents who do not have the requisite nental capacity to adequately
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use alternative forns of birth control, sterilization may be the
only viable option for preventing pregnancy. There may be nedica
reasons preventing the adoption of other birth control options, as
wel | as social and psychol ogical information which contra-indicate
t hese met hods.

102
Regardl ess of this, the court in Relf v. Winberger deci ded

that the consent of a representative of a nentally inconpetent individua
cannot inmpute voluntariness to a person actually undergoing irrever-
sible sterilization. 1 This finding was based on the determ nation
that, at |east when inportant human rights are at stake, there is a
requirenent that "the individual have at his disposal the information
necessary to make his decision and the nental conpetence to appreciate
the significance of that inforrmtion."104 Therefore, since the

federal statute under consideration only permitted federally-assisted
famly planning sterilizations on a voluntary basis, the court held that
t hey cannot be perforned on any person inconpetent to personally

consent to the procedure. Thus, proxy consent to sterilization was
found not to be voluntary consent, seemnmingly regardl ess of whether the
particular sterilization was considered therapeutic or not. In a

105
further devel opment in this case, the court in Relf v. Mathews

rej ected proposed nodifications of its previous judgnent. The court
noted that it intended to inplenment its decision that federal funds be
avai l able for sterilizations only for persons having the necessary
capacity to decide voluntarily and free of coercion, and that the
nodi fi cations were designed to substitute a universal federal standard

of voluntariness which would permit sterilization of persons eighteen
years of age and ol der even where such persons were otherw se inconpetent

in fact because of age or nmental condition under state standards.
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Simlarly, the sterilization guidelines of the New York Health and

Hospital s Corporation absolutely prohibit sterilization of wonmen who
106
are legally inconpetent.
107
In Watt v. Aderholt, a three-judge federal court declared

that the Al abana involuntary sterilization statute is unconstitutional
In addition, it pronul gated guidelines for the voluntary sterilization
of institutionalized nental patients. Initially, the court determ ned
that, not only rmust the sterilization be in the "best interest" of
the resident, but it also may not be perfornmed without the consent
of the person to be sterilized if he is conpetent to consent. I'f the
i ndividual is inconpetent, the court does not allow guardian/proxy
consent, even though the procedure nust be, according to the guidelines,
in the best interest of the ward, and therefore traditionally w thin
the scope of authority of a guardian. Instead, the court provides
that sterilization may not be perforned under these circunstances
unless it is approved by the director of the institution, a review
108

committee, and a court of conpetent jurisdiction.

This principle of protecting the inconpetent's interests by

109
requiring court review was followed by the court in In re Anderson

In this case, the father and guardian of a nentally retarded wonan
petitioned the court for an order authorizing himto consent to her
sterilization. In denying the petition, the court stated that sterili-
zation may only be perforned when it is in the person's best interest,
and that, regardless of this, the authorization to sterilize may not

cone fromthe guardian but only froma court after a full evidentiary
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heari ng.

Thus, there is authority for the performance of serious thera-
peutic medical procedures upon a nental patient without his consent.
However, there is also authority for the proposition that certain
medi cal procedures are by their very nature so inportant and intrusive
that either proxy consent will not be found valid at all, or it wll
only be allowed in the context of stringent procedural safeguards.
While this has been found to be the case with irreversible steriliza-
tion, it is unclear exactly which other procedures would be included
in this category. However, it seens clear that, the nore drastic the
procedure and its possible effect upon the patient and the exercise

of his rights, the nore likely that the stricter standards will

apply

B. Behavi or Modification

The probl em of consent becones even nore conpl ex when one con-
siders behavior nodification procedures. The term behavior nodification
at one tine had a precise and narrowy defined neaning.110 Its under-
lying principle was that behavior is primarily influenced by its
consequences, so that in order to change behavior, it is necessary
to alter the consequences of that behavior. However, in recent years
it has come to nmean all of the ways in which human behavior is nodified,
changed, or influenced, and that is the definition which will be used

for purposes of this report. Therefore, behavior nodification may

include mlieu therapy, psychotherapy, positive reinforcenment, token
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econony programs, aversive conditioning, as well as electroconvul sive
111
therapy, injection of psychoactive drugs, and psychosurgery.

In this sense, behavior nodification is used to refer only to the end
product of the process - a change in behavior.
Initially, one may begin with the assunption that the analysis

112
made earlier is valid here, i.e., a mental patient has the power

to consent or w thhold consent to behavior nodification, unless he is
legally inconpetent, in which case a guardian can consent to those
procedures which are for his benefit.

113
Thus, in Wnters v. Mller, an involuntarily comrited nenta

patient alleged that her rights had been violated due to the inposition
of forced nedication, nostly in the formof tranquilizers. Al though
the court based its decision on First Amendnent grounds, in that the
patient was a Christian Scientist who was refusing to consent to the
treatment on religious grounds, the court neverthel ess enphasized

the fact that, although Wnters was involuntarily comittee, she

had never been legally determined to be inconpetent, and therefore
retained the ability to make her own choi ce concerning consent to

114
treatnent. Simlarly, the court in Belger v. Arnot found that the

consent of the husband to the care and treatnment of his wife's nental
condition was not valid and did not bar an assault and battery action
against the treating physician. Since the woman had never been
declared legally inconpetent, it was her consent which was essential
However, the situation is conplicated by consideration of the
115

purpose behind institutionalization of nental patients. The

majority of hospitalized nental patients in the United States are
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116
involuntarily confined. The statutory standards governing involuntary
117

conmm tnent vary greatly fromstate to state. About thirty-five
states provide for conmtnent of those people found to be "in need
of care and treatnent." This parens patriae theory has traditionally

118 119
been held a proper state purpose. Si nce 1845, both courts

and | egi sl atures have generally assuned that the parens patriae

power justifies the involuntary conm tnment of the nentally deficient
for care and treatnment and protection fromharm 0 Thus, under this
rational e, an individual may be conmitted when he | acks the capacity
to make a rational decision concerning hospitalization, and the treat-
nment avail able would be sufficiently beneficial to outweigh the
deprivations which commitrment would inpose. There is legal authority

for the proposition that inherent in this exercise of the state's

parens patriae power is the decision that the patient can be forced

to accept treatments found to be in his best interest. Thus, under
these circunstances, the concept of consent by the institutionalized
i ndi vi dual becones neaningl ess.

It is widely assuned that the conmtnent of a person
to a nental hospital . . . confers on the hospital adm nis-
trators the authority to "treat" himin whatever manner
t hey deem appropriate.'*
122
The case of Wiitree v. State seenms to support this view The

court held that a state hospital nust provide treatnent to a nenta
patient even if the patient will not consent to treatnent. Inits
decision, the court stated:

We find that he [Wiitree] was not treated with any

of the nodern tranquilizing drugs or any of their |ess

effective antecedents during his entire stay in the
hospi tal . We find that the reason for not using such
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drugs was that Witree refused them W consider such

reason to be illogical, unprofessional and not consonant

with prevailing nedical standards.?

If the above principle is accepted, the question follows whether

this is applicable to all treatnent offered under the parens patriae

authority of the state, i.e., in an attenpt to treat the patient's
nental condition, or whether it only applies to those procedures
general ly recognized and accepted as treatnent nodalities. The problem
here is that the arts of rehabilitation and treatnent are in a fairly
prinmtive state.124 For exanple, even trained personnel cannot
125

accurately deternmine the nost effective treatnent in each instance.
Indeed, there is a growi ng skepticismof the mental health profession's
ability to diagnose, treat, or even define various forns of nental
iIIness.126 There is also the predicanent of the patient with a
condition which is found not to be responsive to any of the traditiona
t echni ques. Thus, the range of available treatnent will often be pre-
sented in the context of what nmay be considered experinental treatnent
and rehabilitation techniques.

However, sone states allow involuntary commtnent only if the
i ndividual is dangerous to hinself or to others. The trend seens to
be in the direction of requiring this standard as the prerequisite
to involuntary conm'tment.lz7 It would seemthat such patients would

128

maintain the ability to nake treatnment decisions.

Moreover, what is the situation of the voluntary nental patient?
It may be argued that such a patient has the legal right to nake his

own deci si ons concerning treatnent. If he refuses to consent to

recommended therapy, the facility may sinply expel himunless the
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| egal standards for an involuntary conmmitnment proceeding can be net.
The practical application of this principle may be difficult, since
for many institutionalized nmental patients the option of release is
not a valid alternative, so they nay often be "forced" to give their
consent to a procedure as an involuntary patient. Nevertheless, this
does not change the premise that the ability to give or wthhold
consent is theirs.

Anot her view of this situation holds that, when a person is
voluntarily comritted, he cedes to his custodians all decisions con-

129

cerning treatnent during that confinenent. There are nunerous
difficulties with this. Again, the question arises as to whether this
only is neant to include treatnment within the bounds of generally
accepted procedures, or whether experinental therapies are also
enconpassed. Next is the problem of withdrawal of consent. Does not
the right to consent always inply the right to revoke? Although the
patient may have inpliedly consented to treatnment upon conmtnent,
can he not reverse his decision when later confronted with a particul ar
therapy? However, permitting this may result in no effective treatnent
at all, thereby frustrating the purpose of voluntary conmtnent.
Finally, mpost voluntary conmtnents are voluntary only in that a parent
or guardian (usually in these cases a state agency) volunteers his child
or ward to be institutionalized. Therefore, the actual patient has
not chosen to be placed in the facility, and cannot be said to have
personal ly consented to treatnent. However, this situation appears
to be changing, as several cases have held that minors may not be

"voluntarily" conmitted to an institution without due process guidelines
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130
bei ng observed.

Indeed, the entire distinction between voluntary and involuntary
hospitalization is often murky. The majority of voluntary admittees
enter "voluntarily" only under the threat of involuntary conmtnent, 131
so that the situation actually involves substantial elenments of coercion
For exanple, in Massachusetts, nmobst voluntary patients in institutions132
for the nentally ill are admitted as "conditional voluntary" patients.
This neans that the patient nust give three days notice to the super-

i ntendent of his intention to withdraw fromthe facility. However, if,
during this tine, the superintendent petitions the court to order the
patient’s involuntary commitnent, the patient will remain institu-

133
tionalized until a hearing on the nmatter is held.

Yet there are indications that, for the nore severe and intrusive
behavi or nodification techniques, nore protective consent nechani sns
are legally required, regardless of whether the institution views
the procedure as therapeutic and beneficial for the patient. The nore
the procedure is drastic and violative of self-determ nation, contro-
versial and experinental, and seens akin to punishnment, the nore likely
it is that these special requirenents will arise

134

In Kainowitz, the court held that the performance of psycho-
surgery on an involuntarily comitted nmental patient would violate
his constitutional rights. The court noted that psychosurgery is
"irreversible and intrusive, often leads to the blunting of enptions

and linmts the ability to generate new ideas." In addition,

the court noted that the surgery was experinental, posed unknown ri sks,

and was not even known to be beneficial. Under these circunstances,
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al t hough the surgery was recommended as the only available alternative
whi ch could possibly control the patient's hostility and aggressive-
ness; thereby giving himwhat was considered his only possibility of
release fromthe facility, it was found that the procedure coul d not

be perfornmed in that the patient's consent was a necessary prerequisite.

135
In Mackey v. Procunier, the plaintiff, a prisoner, alleged

that he consented to el ectroshock therapy as a behavior nodification
t echni que. I nstead of receiving this therapy, he was given succinyl -
choline, a drug generally used as an adjunct to el ectroshock and
given while the patient is unconscious. Succinycholine is a terrifying
drug that stops the patient's breathing and produces feelings of
i mm nent death. The administration of the drug was part of an experi -
mental design to test aversive therapy. The court held that proof
of the administration of this particular experinmental process wthout
the patient's consent could "raise serious constitutional questions
respecting cruel and unusual punishment or inpermssible tinkering

136
with the mental processes.”

137
Knecht v. G I man deals with the administration of the drug

aponor phine to two prisoner-residents of the lowa Security Medica
Facility. The vomit-inducing drug was used on unconsenting patients
as part of an aversive conditioning programfor individuals with

m nor behavioral problens. Admnistration of aponorphine without

i nformed consent was found to violate the patients' constitutiona
rights, and its adm nistration was enjoined except with the witten

consent fromthe participant which could be withdrawn at any tine.
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138
The court in the recent case of Scott v. Plante found that

there are numerous constitutional deprivations which nmay acconpany
the administration, wi thout his consent and against his will, of
psychot herapeutic substances to a patient confined in a state nental
institution. First, the involuntary adm nistration of drugs which
affect the nmental processes could anmount, under an appropriate set of
facts, to an interference with the patient's rights under the First
Anendnent . Furthernore, although the patient under consideration nmay
have been properly conmitable, he had never been adjudicated an
i nconpet ent who woul d be incapable of giving infornmed consent to
medi cal treatnent. Therefore, due process would require, in the
absence of an emergency, that some form of notice and opportunity,
to be heard be given to the patient or to soneone standing in |oco
parentis to him before he could be subjected to such treatnment. In
addi tion, under certain conditions, such a claimcould raise an
Ei ghth Amendrent issue respecting cruel and unusual punishnent.
Finally, a fourth possible constitutional deprivation might be an
i nvasi on of the patient's right to bodily privacy. Accordingly, the
court held that the forced admi nistration of drugs states a valid
cause of action.

Simlarly, the case of New York Health and Hospitals Corporation

139
v. Stein concerned an involuntarily commtted nental patient's

refusal to consent to el ectroshock therapy. The New York City Health
and Hospitals Corporation and the director of the institution applied

to the court for permssion to adm nister the therapy w thout the
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patient's consent. Although the court took note of the possibility

that, without this treatnent, the patient's condition night becone
irreversible, the court seemed even nore concerned with the fact that

el ectroshock therapy is "the subject of great controversy within the 140
psychiatric profession, both as to its efficacy, and as to its dangers."
The court concluded that, while the patient was sufficiently nmentally il

to require further retention, she still had the requisite ability to
consent or withhold consent to el ectroshock therapy, regardl ess of

whet her the court or others viewing the situation objectively would

agree with her decision. Therefore, the application was denied

The requirenent of patient consent prior to the provision of shock
141

t herapy has al so been found by courts in Mtchell v. Robinson
142 143

W/lson v. Lehnan, and Aiken v. Cary.

Recently, a number of states have decided to deal with this
situation by passing applicable statutes which require consent before
the administration of particularly intrusive procedures. The npst
frequently regul ated procedures are psychosurgery and el ectroconvul sive

144
t her apy. Sone states require informed consent prior to the adm ni-

145
stration of experimental drugs and other experinmental procedures.
However, many of those states which specifically require consent
to these procedures also nake allowances for the application of proxy
146
consent by relatives, a guardian, or a court, whil e others even
al l ow these consent requirenments to be overridden by the director of

the mental institution. For exanpl e, Massachusetts requires the

patient's consent to el ectroconvul sive therapy unless the superintendent
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determines that there is "good cause" for the therapy and the patient's

147
guardi an or nearest relative consents. There are a few cases
which permt this as well
148
Thus, in Farber v. dkon, the court found that the consent

of the parent of an institutionalized adult child to shock therapy
149

was legally sufficient.. Again, in Anonynous v. State, the consent

of the father to shock therapy on his institutionalized child was
uphel d, even though the patient was thirty-four years old and had
never been adjudged inconmpetent. Even the consent to shock treatment

of one spouse for another who had not been declared legally inconpetent
150
had been found to be valid.
151
The recent decision in Price v. Sheppard takes a nore conpl ex

view of the issue of consent than that exhibited in the previous

cases. In this case, a minor was involuntarily comitted to a nenta
institution, where his condition was di agnosed as sinple schizophrenia.
He was treated with tranquilizing and anti depressant nedications, but
apparently failed to respond and was instead aggressive and assaultive
to the staff and other patients. H's physician at the facility pre-
scri bed el ectroshock therapy, and sought the consent of the patient's
mother to the procedure. Although the nother refused to give her
consent, a series of twenty electroshock treatments was adm ni stered
to the patient. An action was filed clainming, that the administration
of shock therapy to an involuntarily comitted minor patient wthout
the consent of the minor's guardian violated his right to be free

from cruel and unusual punishment and his right of privacy. The court
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qui ckly dismi ssed the Ei ghth Arendment ground, stating that the electro-
shock therapy served the legitimte purpose of treatnment, rather than
bei ng used as a deterrent or to reprimnd the individual, so that the
cruel and unusual punishment clause was inapplicable.

However, the court had nore trouble with the issue of the right
of privacy. Defining the concept as the right to conduct one's life
free from governnental intrusion, it nevertheless stated that this was
not an absolute right, and nust therefore give way to certain legitimte
and inportant state interests. The bal anci ng process invol ved here was
seen as turning on "the inpact of the decision on the life of the
individual. As the inpact increases, so nust the inportance of the
state's interest."152 In addition, the nmeans utilized in serving this
interest must, in light of the alternatives, be the |east intrusive.153
In applying this principle to the situation under consideration, the
court determined that the inpact of the decision as to whether the
patient will undergo psychiatric treatnment is enornous, since the
result may be the alteration of the patient's personality. The state's

interest involved in assunming the decision is in the performance of

its parens patriae function, or the fulfilling of its duty to protect

the well-being of its citizens "who are incapable of so acting for
them;elves."154 The court concluded that, if this state interest is
sufficiently inportant to allow it to deprive an individual of his
physical liberty, it followed that it would be inportant enough for

the state to assune the treatnent decision, as |long as the nmeans chosen

was necessary and reasonabl e under the circumstances of a particular
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patient's case

Yet while the court upheld the right of the state to adninister
treatnment to an involuntarily committed nental patient wthout the
consent of the patient or his guardian, it nevertheless declined to
| eave this decision solely within the discretion of institutiona
personnel when it involved the inposition of the nore intrusive
forms of treatnent. Therefore, the court mandated that, in future
cases, if the patient is inconpetent to give consent or refuses
consent or his guardian refuses to consent, before nore intrusive forns
of treatnent nay be utilized, the medical director of the institution
must petition the court for an order authorizing treatnent. A guardian
ad litemis to be appointed to represent the interests of the patient,
and during an adversary proceeding, the court is to determne the
necessity and resonabl eness of the prescribed treatnent. I'n making
this determnation, the decision stated that the patient's need
for treatnent should be bal anced agai nst the intrusiveness of the
procedure, and included a list of six factors to be considered in this
determ nation:

(1) The extent and duration of changes in behavior
patterns and mental activity effected by the treatnent.

(2) The risks of adverse side effects.
(3) The experinental nature of the treatnent.

(4) Its acceptance by the medical comunity of this
state.

(5) The extent of intrusion into the patient's body
and the pain connected with the treatnent.

(6) The patient's ability to conpetently deternine
for hinmself whether the treatnent is desirable. ™
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The court did not clearly establish how one woul d determ ne which
forns of treatment are so intrusive as to require this procedura
heari ng. It did, however, state that the use of nmild tranquilizers
or those therapies requiring the cooperation of the patient would
certainly not fall within this category, while psychosurgery and
el ectroshock therapy woul d definitely be included.

Therefore, even though the court in Price pernits the admnis-
tration of electroshock therapy without the patient's consent, it
neverthel ess requires a detailed and el aborate system of review,
and aut horizes the use of this procedure only with the proxy consent
of a court. Significantly, in making its authorization decision, one
of the elenments to be considered by a court is the experinenta
nature of the procedure. Accordingly, it seens that the nore experi-
mental the proposed treatment, the nore likely it is that the individual's
privacy right will outweigh the state's interest in providing treatnment,
so that the state, or court, would not have the authority to authorize
its administration

156
The court in Watt v. Stickney attenpted to resolve the

dilemma in this area. This inportant case dealt with a class action
on behal f of patients involuntarily confined in institutions for the
mentally ill and nentally retarded. The court found that these

i ndi vi dual s have a constitutional right to treatnent, and furthernore
that conditions in the respective institutions were such as to deprive

the patients of this right. Accordingly, the court issued sets of
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m ni num constitutional standards for the adequate treatment of both
the nentally ill and nentally retarded

I ncluded in these standards were provisions which state that
patients of institutions for the mentally ill have "a right not to
be subjected to treatnent procedures such as |obotony, electroconvulsive
treatnent, adversive reinforcenent conditioning or other unusua
or hazardous treatnment procedures w thout their express and infornmed
consent after consultation with counsel or interested party of the

157
patient's choice."” In addition, patients have "a right not to be
subj ected to experinental research w thout the express and infornmed
consent of the patient, if the patient is able to give such consent,
and of his guardian or next-of-kin, after opportunities for consul-
1

tation with independent specialists and with [egal counsel."” »
It is also necessary for the proposed research to have first been
reviewed and approved by the institution's Human Rights Conmittee
It is unclear fromthe court's opinion whether this provision refers
to therapeutic as well as non-therapeutic experinentation

In regard to the institutionalized nentally retarded, the court
fornul ated slightly different standards. Behavi or nodification prograns
i nvol ving the use of noxious or aversive stinuli are to be revi ewed
and approved by the institution's Human Rights Conmittee and are to
be conducted only with the express and inforned consent of the resident,
if he is able to give such consent, and of his guardian or next-of-Kkin,

after opportunities for consultation with independent specialists

and legal counsel. The sane procedure must be followed for unusua
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or hazardous treatment procedures. Electric shack treatment is
considered a research technique and is allowed only "in extraordinary
circunstances to prevent self-mutilation . . . and only after alternative
t echni ques have failed." 0 The provision regarding experinental

research is the same as for the nentally ill.

Thus, the court in Watt recogni zed that certain behavior nodifi-
cation procedures nay be deenmed so offensive, frightening, or risky
that their use should be restricted by requiring the patient’s infornmed
consent . Ho0 Al t hough there are some provisions for proxy consent,
the court neverthel ess took steps to provi de added | ayers of protection
by requiring the opportunity for outside, independent consultation,
as well as the involvement of a Hunan Rights Conmittee.

It seems that the cost of some therapies is considered too great,
while others are considered acceptable. The problem cones in determning
the boundaries of the two. o In deciding whether a particular procedure
is so intrusive or coercive as to require these added protections, one
comrentator has suggested the followi ng guidelines:

1) The extent and duration of changes in behavior patterns and mental
activity effected by the therapy - the degree of change in personality.
2) The side effects associated with the therapy.

3) The extent to which the therapy requires physical intrusion

into the inmate's body.

4) The degree of pain, if any, associated with the therapy.

5) The extent to which an uncooperative inmate can avoid the effects
162
of the therapy.
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Thus, informed consent is not a unitary concept. It will vary depending
on the nature of the procedure for which it is requested. The nore
potentially harnful, intrusive, or experinental the procedure, the
stricter and nmore nunmerous nust be the safeguards to protect the

i ndi vi dual . Thus, there is precedent for the scrutiny of potentially
hazardous or intrusive "treatnents" and for an attenpt to delimt

the conditions under which inforned consent is obtained. Since each
state has differing statutes and case | aw concerning the use of

behavi oral techniques, it is inpossible to generalize as to the
l[imtations which nay be inposed. However, it is clear that there is
a trend toward increased regulation and inposition of protection in

this area.
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NON- THERAPEUTI C EXPERI MENTATI ON

The earlier analysis of capacity to consent provides the basis
for a discussion of non-therapeutic experinentation.163 To briefly
sunmmari ze, since non-therapeutic experinmentation is, by definition
not for the benefit of the subject, no proxy consent is theoretically
perm ssible. Therefore, unless the particular patient is legally
conpetent to give informed consent, it would seemthat there could be no
non-t herapeutic experinmentation on institutionalized nmental patients.

164
Thus, in Frazier v. Levi, a nother, acting as guardian, sought

a sterilization for her adult pregnant daughter, who had a nental

age of six years, was sexually perm ssive, and had two retarded
illegitimate children. Although the nother maintained that she was
no |longer financially and enotionally able to support any nore of her
daughter's children and that the operation would therefore be to
everyone's benefit, she admitted that the operation was not medically
necessary. The court refused to authorize the procedure and held that
the daughter |acked the mental capacity to consent to the operation
and that, w thout consent, she could not be deprived of her |ega

165

rights.
166
Simlarly, in In re Richardson, an action was brought by the

parents of a minor retarded child to pernmt the donation of one of the
child' s kidneys for transplantation into the child s ol der sister.
The nother, father, and ol der sister all consented to the procedure,

but the nentally retarded child, having a nental age of a three- or
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four-year old, was not capable of giving |egal consent. The court
defined its duties to be the protection and pronotion of the ultinate
best interest of the child. In particular, it deternmined that the ninor
had a right to be free frombodily intrusion to the extent of the |oss
of an organ unless it was specifically found that the renoval of the
kidney was in the child' s best interest. Rejecting a claimthat the
child would benefit by a successful operation because, when his nother
and father die, his older sister would be able to take care of him
the majority found that the operation would clearly be against the
child's best interest, and that therefore neither his parents nor the
167

courts could authorize the surgery.

However, there are circunstances under which non-therapeutic
procedures are perforned on inconpetents. These situations also
invol ve the transplantation of organs and sterilization

168
In Strunk v. Strunk, the nother of an inconpetent ward of the

state petitioned the court of equity to pernit the renoval of one of
his kidneys for transplantation into his twenty-eight-year-old brother
The potential donor was twenty-seven years of age, but had a nental age
of approximately six years and had been previously committed to a state
institution for the feeble-mnded. Al other nenbers of the fanmly
and the Departnment of Mental Health had consented to the operation,
but the donor was considered inconpetent to give legally valid consent.
A guardian ad litem had been appointed to contest the state's authority
to allow the operation at every stage of the proceeding.

The court placed controlling enphasis on the psychiatric testinony.

A psychiatrist who exanmined the inconpent determned that, in his
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opi ni on, the death of the brother would have "an extrenely traunmatic

effect" on the potential donor. It was also argued that, while nenta

i nconpetents have difficulty establishing a sense of identity with

ot her people, they neverthel ess have a need for close intimcy, so that

the donor's identification with his brother, who was his fanmly tie,

made it vital to the inconpetent's inprovenent that his brother survive
Even though the transplant, from the donor's point of view, was

physically non-beneficial, the Kentucky Court of Appeals inplicitly

and sunmarily equated benefit in the constitutional sense with a

vague showi ng that possible psychol ogi cal detrinment mght be avoided.

The court concluded that, while a parent did not have the authority

to consent to such an operation, except when the life of the i ncom

petent hinself was in danger, the court did have the ability to do so

169
by exercising its equitable powers under the doctrine of parens patriae.

Anot her case following this nmold is Howard v. Fulton-DeKalb
170
Hospital Authority. In this case, a mother was suffering from

chronic renal disease and the only person nedically suitable for
transpl ant purposes was her fifteen-year-old "noderately retarded”
daughter. Bot h not her and daughter consented to the operation

However, the court found that, due to her minority and nental retar-
dation, the daughter's consent was not legally valid. It also recognized

the duty of the court, through its function as parens patriae, to

i ndependently review the circunstances of the case to assure that the
best interests of the child were being protected, regardless of the

exi stence of the nother's consent. However, this court also paid
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special attention to the psychiatric testinmony, and decided that the

ki dney transplant should be allowed to proceed so as to protect the
daughter from "the physical deprivation and enotional shock" which would
result from the loss of her nother.

However, the factors involved in this type of situation, including
the fact that a specific life will be saved in exchange for the
inmposition of a minimal risk on the inconpetent donor, as well as the
concept of family unity in nmaking determinations of this type, make
this line of cases somewhat inapplicable to other instances of non-

t herapeuti c procedures on inconpetents.171

Anal ogy can al so be nade to the conpul sory sterilization of
i nconpetents for non-therapeutic purposes. At present, twenty-three
states have laws providing for some formof sterilization of persons
suffering from nental disorders.172 Al of these |aws provide for
sterilization of persons in state institutions. The statutes vary in
their provisions. Mst pernmt the superintendent of the institution
in which the individual is confined to begin the proceeding. Sone
also pernit relatives, guardi ans, physicians, state welfare boards
or others to initiate the proceeding. Most of the statutes provide
for notice to the person who is to be sterilized and usually to his
relatives, as well as for a hearing before an adninistrative agency
or a court. Sone states (Mntana, Connecticut, Miine, M nnesota
North Carolina, and West Virginia) have "noderni zed" their conpul sory

sterilization laws by introduci ng new procedural safeguards. Some

of these states have added a requirenent that the candidate for

3-49



sterilization, or his relatives or guardian, consent in witing to the

procedure; others guarantee that the person to be sterilized have a
173

hearing, with the right to counsel at all stages of the proceedings.
None of the new | aws, however, provide for a review comittee
The validity of such statutes was upheld by the Suprene Court in

174
Buck v. Bell. The issue was the constitutionality of a Virginia

statute authorizing the sterilization of patients in state institutions

who were afflicted with hereditary forns of nental illness and nenta

retardation. The statute was prenmised on the assunption that the state

was supporting in institutions "many defective persons who if

di scharged woul d become a nenance but if incapable of procreating m ght

be di scharged with safety and beconme sel f-supporting with benefit

to themselves and to society."175 The Court accepted the trial court's

finding that "Carrie Buck 'is the probable potential parent of socially
176

i nadequate offspring."'" Anal ogi zing sterilization to conpul sory

vaccination, the Court held that the neans chosen were reasonably

related to a pernissible state purpose, preventing society from being

177
"swanped with inconpetence.” In the closing words of Justice
178
Hol nes: "Three generations of inbeciles are enough.” The Buck
case has never been specifically overturned, so that it is still the

| aw today. However, recent devel opnents in both |aw, concerning the
right to privacy, particularly as it involves marriage and procreation
and genetics, which opens to question the scientific base of the decision
make it unlikely that the sane controversy woul d be decided in a simlar

179
manner at the present tine.
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In the only other sterilization case heard by the Suprene Court
180
since Buck, Skinner v. Cklahong, procreation was determined to be

a fundanental interest. Therefore, in order to justify the sterilization
statutes, a state interest of sufficient inportance to subordinate the
individual's interest nust be found. Two legitimate state interests
are generally considered to be furthered by such legislation. The
first is eugenic, or the interest of the state in avoidi ng anot her
generation of nentally deficient people and, nore generally, in inproving
the gene pool of the population,181 al though, as mentioned above, this
justification is becom ng viewed w th suspicion anong the scientific
community. The second is the state's interest in providing children

182
with fit and capable parents.

183
In the case of Cook v. Oregon, the plaintiff appealed from a

sterilization order by the State Board of Social Protection. The court

determ ned that the seventeen-year-old girl in question, who was both

nentally ill and mentally retarded, would not be able to provide the

parental guidance and judgnent which a child requires. Inability of

an individual to provide a proper environment for a child was considered

to be an adequate reason for the state to require sterilization

Therefore, on that basis, the court affirnmed the sterilization order.184
Thus, there may be situations in which a procedure that is

adm ttedly non-therapeutic nay be carried out, w thout the consent of

a conpetent institutionalized individual and regardl ess of the comopn

law inability to obtain valid consent on behalf of an inconpetent.

However, this exception is limted to those circunstances in which a
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valid state interest sufficiently outweighs the rights of the individua
so as to justify use of the police power in this manner. Thus, its
application is admttedly narrow. -

The nobst notorious case of non-therapeutic experimentation on
institutionalized individuals took place in New York's WII owbrook
State School.185 The crowdi ng and unsanitary conditions of the facility,
coupl ed with poor personal hygiene, caused an epidemnm c of fecally-borne
infectious hepatitis. Hepatitis is frequently protracted and debili-
tating and sometimes fatal to the victim Nearly everyone at the
school was infected, so that new arrivals would probably have contracted
the virus within six nonths.

Physicians at the institution worked at finding a vaccine for
this particular strain of infectious hepatitis. They isolated strains
of the virus, then with parental consent, infected several retarded
children newy admitted to the school. Many of the children becane
quite ill. Al of themrisked serious illness. However, as a result
of these efforts, a vaccine for the WI I owbdrook virus was devel oped
Ironically, an expert in the field of nental retardation, Dr. Richard
Koch, has noted that the immunization work is "q;gbably the only good
thing that's ever come out of the institution.™

This experinment was one of the factors which, conbined with the
general horrible conditions of the facility, led to the filing of the

187
suit in New York State Association for Retarded Children v. Carey.

The court found that voluntarily institutionalized mentally retarded
i ndi viduals have a constitutional right to protection fromharm This

is simlar to the right to treatnent found by the court in Watt v.
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Sti ckney. Appropriately, the court approved a detail ed consent

decree which set up standards and procedures, sinmlar to those in Watt,
whi ch woul d serve to ensure the recognition of the residents' right to
protection fromharm This was felt to be necessary because "harm
can result not only from neglect but fromconditions which cause
regression or which prevent devel opment of an individual's capabilities."189
Significantly, the decree absolutely forbids medical experinmentation.
In addition, it creates three boards with inportant functions. The
Revi ew Panel w |l oversee the inplenmentation of standards and procedures
mandated in the consent decree, the Consuner Advisory Board wll
eval uate al |l eged dehunani zi ng practices and violations of individua
and legal rights, and a Professional Advisory Board will give advice
on professional prograns and plans, budget requests, and objectives,
as well as investigate alleged violations.

Presently pending in Mchigan is a case which may deci de many
of the issues in this area. Jobes v. M chigan Department of Menta

190
Heal t h i nvol ves a suit brought to prevent a study which hypothesi zes

zinc deficiency as a cause of behavior and intellectual problens.

This experinent was to be carried out on mnor residents of a state
mental institution. Plaintiffs allege that parental or court consent
is valid only if there is a direct therapeutic benefit to the child-
subject, which is absent in the study under consideration. Thus, the
case is concerned with, under what circunstances and from whom

one nmay obtain legally binding inforned consent to non-therapeutic

experi nentation on an inconpetent nental patient.
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In August 1975, the M chigan Departnment of Mental Health pro-
mul gated administrative rules that deal with many of the points raised
in the case. Specifically the regulations require that any experinent
whi ch pl aces subjects at physical, psychol ogical or social risk nust
be reviewed and approved by a conmittee. They allow participation in
an experiment which places a subject at risk only if the participant is
ei ghteen years of age or over and conpetent. In addition, the subject
nust give his express and informed consent, and this is in turn revi ened
by a consent conmittee. Based on these regulations, plaintiffs
have noved for a summary judgnent in the case on the issue of research

and experinentation.
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CONCLUSI ONS AND RECOMVENDATI ONS

1) I n acknowl edgerment of the problens pertaining specifically to
institutionalized nental patients, the |aw has scrutinized consent

with special care, but in general has permtted either resident or
substitute consent to procedures after ascertaining that reasonable
efforts have been undertaken to ensure capacity and vol untari ness.

2) Consent is even nore carefully anal yzed and protected when the
procedure to be enployed is particularly hazardous and/or intrusive.

Yet sound public policy dictates that standards for consent be fornu-

| ated whi ch bal ance the threats to the obtaining of informed consent
agai nst the equally serious threat of paternalism

3) There seens to be no | egal reason for precluding institutionaugied
mental patients fromparticipating in therapeutic experinmentation

A conpetent patient could consent for his own treatnent, while proxy
consent by a guardian woul d be appropriate for an inconpetent individual
4) Unless the illness is serious and any conventional and/or |ess
intrusive or |less hazardous treatnments have either already been
exhausted or are not likely to help, the risks should not be great

5) A problem arises concerning patients who are inconpetent in the
practical, as opposed to |legal, sense of the term as discussed
earlier. e A possible solution to this dilemma has been offered

by one commentator, who suggested that persons incapable of giving
consent should be treated with the |least intrusive therapies unti
they learn "to appreciate the value of treatment and those who offer

193
it." Anot her possibility would be to bring all people falling
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within this category to court for a conpetency hearing. I f found
i nconpetent, a guardian could then be appointed. Problems with this
approach include the fact that the procedure woul d be burdensone and
ti me- consumi ng. In addition, it may be an instance of "overkill."
Does one really want to subject the patient to the stigma of the
i nconpetency label, as well as the renoval of many of his rights,
under these circunstances? Beyond that, many of these individuals
woul d probably not neet the standards necessary for declaring soneone
legally inconpetent. Persons who are nentally handi capped may have
i mpaired functioning in sone areas but be perfectly functional and
conpetent in others

Anot her way of approaching the predicanent would be to, on a
procedur e- by-procedure basis, classify legally conpetent patients
who are potential subjects into tw groups: those having the capacity
to give consent and those not having that capacity either because of
an inability to communicate or because of their illness. Those in
the second group would be subjects in the experiment if a neutra
deci si on-maker decided it was in their best interest

In determning which patients are nmenbers of which category,
one could define the requisite conpetency in a nunber of ways. For
exanpl e, one could require the reviewer to determ ne whether the
patient's decision was one which a reasonably conpetent person woul d
have nade.194 Conpetency coul d be defined as the capacity to understand
the nature of the procedure, to weigh the risks and benefits, and to

195
reach a decision for rational reasons. The reviewer could be
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obliged to honor the patient's decision so long as he had a sufficient
under standi ng of the nature of the procedure, its risks and benefits,
and the possible alternatives. 0 Alternatively, conmpetency could
sinply be defined as the ability to understand and know ngly act

197
upon the information provided.

The goal in choosing a standard of competency is to enhance self-
autonony and guard agai nst paternalism while sinmultaneously providing
for added protection. in determning the best interest of the patient
when necessary. Any determination of what personalities and traits
are considered worthy of protection is highly subjective. Unfortunately,
too little attention has been focused on this problemto date.

6) It is difficult at this tine to nake a hard and fast rul e about
non-t herapeuti c experinentati on based on the |aw In general, com
petent patients nmay consent to participation.

7) When the need for the information is great, and the risk to the

i ndi vi dual participant absolutely mnimal, this type of research should
probably be permitted with inconpetent patients as well, assum ng that
proxy consent has been obtained. Exanples of procedures included in
this category are the taking of blood and the collection of urine

speci mens. However, the refusal of an inconpetent person to involvenent
in the experinent should be binding, regardless of either his reasons
for the decision or the wishes of the patient’s guardian.

8) Non-t herapeutic research is justified only when the condition under

investigation is related to nental diability and cannot be obtained

from non-institutionalized subjects.
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9) Institutions often seemto inpute constraints on the rights of
patients which are sinply not found in the law. Thus, in that the
institutional setting always carries a serious potential for abuse
of the rights of residents, a systemof review should be devel oped
to make sure that the above guidelines are being foll owed.

Initially, there should be a review of the experinental procedure.
In addition, there should be a review of the consent itself. This would
ensure the conpetent and voluntary character of the consent. The closer
that the institution came to nmeeting the constitutional m ninum

standard of Watt v. Stickney, the nore likely it would be that, as

concerns the effect of institutionalization on a patient's conpetence
and voluntariness, the consent would be found to be valid. For adju-
di catively-found inconpetent patient, this would review the best
interest determ nation nade by his guardian in his proxy consent
deci si on. For the practially-inconpetent patient, this would consist,
not of a review of a consent decision by the patient or guardian
but of an original determination of the best interest of the patient.
The categorizing of the patient as a nenber of this group could be
made either at this level or, as an added nmeans of protection, by an
earlier determnation by a separate review nechani sm
10) These review nechanisns nay take several different forms. The
director or superintendent of the facility could performthis function
However, there may be a possible conflict of interest problem here.
A problem may al so be presented by the possibility of role
conflict arising fromthe entrusting of the notice and

expl anation of right function to the sane agency which
undertakes to performthe therapeutic function. 1
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Instead, a conmttee structure could be used, either totally independent
of the institution or one conposed partly of institutional admnistration
and staff and partly of independent people. The conmittee could be
patterned after the Human Rights Committee provided for in Watt.
Alternatively, this review could be done by an agency specially created
to protect mental patients' rights. Finally, there could be court
review of the adequacy of these procedures. However, this |ast

procedure mght prove very costly and cunbersone, so that it mght

be best to reserve it for those cases in which particularly coercive

or intrusive experinents are being considered.
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92. See, Allen, Legal Rights of the Disabled and D sadvant aged
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Is there now or was there ever a conspiracy to use drugs in
order to nmodify the behavior or personality of black political
activists? This question goes directly to the inportant inplica-
tions of our topic for discussion. W are fanmiliar with references
to the narcotization of so-called hyperactive children, enptionally
di sturbed adults, felons, anxiety-ridden housew ves and persons

dependent on illicit drugs. W are less familiar with specific
cases in which drugs have been used to discredit or control key
menbers of groups within the non-white comunities. However,

because of recent revelations in the news nmedia and congressional
hearings concerning FBI and CIA efforts to discredit Dr. Martin
Luther King and others, the conspiracy theory does not now
presently seem so far-fetched.

I can recall a black student-activist at Texas Southern
University in the late 60's receiving a 25 year jail sentence for
al l eged possession of a small amunt of nmarijuana. | also

remenber the story of Lewis Tackwood, a Los Angeles police
informer who used drugs to befriend menmbers of the Black Panthers

and other groups. Wio could forget the tribulations of singer
Billie Holiday, a lady who after kicking the habit was framed by
federal narc agents. Black slaves in the U S. were encouraged

to indulge thenselves in alcohol on official national holidays.
The opium abuses and wars in China is a l|egacy of colonial

powers. Today black nusicians, entertainers and athletes, the
favorite images of the black comunity, openly use and condone
a wide variety of illicit narcotics.

In ny opinion, we are free enough to decide that the net

effect of all of this and the best historical perspective for
understanding it is indeed conspiracy. If we assume the conspiracy
theory as | do, we nust acknow edge that it is not only real but

al so successful. If black behavior was at one time in the 1960's

a serious threat to the status quo it is, in ny opinion, no |onger
so in the 70's. Qur behavior has been effectively nodified, and
what is perhaps nore unfortunate, the nodifications tend to be

for the nost part self-inposed. Yes, | think narcotics have been
used to blunt political activism It is therefore, inportant for

us to understand the nature of our volnerability. In the health

field as in any other, black vulnerability through exploitation

is due in large neasure to a lack of perspective and conmpn sense.

I define conmon sense as the ability to reach intelligent

concl usi ons based upon experience which requires no specific training
sophistication or specialized know edge, and includes the ability

to analyze information and to act in one's best interests. It

is what some of wus call having good understanding.



In the main we lack a body of integrated assertions, theories,
and aims which constitute a socio-political program W lack also
a firm institutional source of well-organized information and

communi cation, as well as the power to make and enforce decisions.
I WII attenmpt to cite a few issues and exanples to clarify the
above contention, and let me pick a subject which | am sure is the

favorite at this conference and has been discussed before.

The controversy over psychotechnology has led to the
energence of numerous issues around which blacks are [|anguishing

in unresolved conflict. Proponents of psychotechnol ogy, which

i ncl udes psychosurgery, electro convulsion therapy, condi ti oning
behavior, etc., argue that it is useful and necessary for the
altering of thoughts, social behavior patterns, personality traits,
and enotional reactions which are not solely neuropathological in
nat ure. Opponents of psychotechnology believe that in the alleged

attenpts to suppress violence and other anti-social behavior the

| argest social pressures are ignored in favor of focusing on

i ndi vi dual abnormalities. Let us refer to a couple of statenents
to highlight the above argunent,

Dr. Jesse Barber, in an article to Uban Health in October of
1975, has mde the follow ng statenent: "Psychosurgery offers
the best hope we have at the present time for patients who are
treatnment failures in other nodes of therapy. The newer nodes of

psychosurgery are safe, reasonably successful and, despite their
great potential for abuse as a tool to control political, civil
and social dissent, they have an equally great potential for
treatment of patients.” Bar ber defines psychosurgery as the
removal , destruction or stinulation of brain tissue by surgical
or radiothermal techniques in the absence of known organic brain
di seases at the site with the primary intent of altering

behavi or, thought or nobod of the patient.

The counter argument is well-stated by Stephen Korova, and |
quote "I think that the nost inportant task before us is to develop
alternate ways of perceiving social problens. W nust learn to
see such things as violence and hyperactivity as sonething other
than individual infirmty. We nust shift the enphasis in our

thinking from a preoccupation wth controlling individuals deviant
to the problem of wunderstanding the various systenms, social,

political and family, of which both deviance and its control are
interrelated. "

Dr. Barber's definition of psychosurgery indicates use in the
absence of known organic brain disease. Yet another psychosurgery
proponent, Dr. Vernon Marks, who co-authored the book Violence
and the brain, a professor at Harvard University, defined psycho-
surgery as brain surgery to correct mental and behavioral disorders
and states that in his opinion such treatnment "should be used only
if sone recognized disease is the primary cause of a patient's

unwarranted and abnormal behavior." The Barber and Marks defini-
tions are in conflict, and it is not surprising that blacks can
be found supporting both sides of the controversy. My  opi ni on,

the definition, termnology, and wunderlying theoretical framework
of the psychotechnology controversy is shrouded in confusion.
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VWhat are the appropriate criteria for such terms of conflict
as abnormal behavior, disease, enotional disorder, unwarranted
behavior, primary cause? Wiat is anxiety, depression, and
aggression? Are they behavioral traits associated with brain
di sfunction or environnental pressure? Who is to decide? 1Is
science and nedicine ever purely objective and value free? |Is
the nmedical nodel scientific? |Is there not a history of science
having been used to justify oppression? Dr. Marks feels that
"The nedical nodel wupon which psychosurgery rests is nore scientific,
nore cautious, and ultimately nore hunmane than the socio-political
alternative. It demands an accurate and thorough diagnosis of
each patient for treatnent."” Marks views socio-political

criticism as an attack on psychiatry and the rights of patients
treat nent.

Dr. Korova, on the other hand, has argued that when we
begin to investigate a social or behavioral problem how we

decide what the cause and best solutions are, in other words,

how we nake a diagnosis depends upon what aspect of the situation
we choose to study. VWen we decide to study a problem in a certain
way we are mmking a decision that has political inport. If we

start with a predisposition to identify and deal only wth synptons
of disorders of the individual as many behavioral scientists do,
we adopt an arbitrary and essentially non-scientific perspective.

W inevitably tend to ignore other possible approaches. Once
we focus our attention on the behavior of the individual, it becones
highly unlikely that we wll be disposed to deal with the |I|arger

social concept in which behavior occurs.

Now self-destruction of brain tissue is irreversible. I't
is inmportant to know whether specific benefice for patients flow
from brain lesions, or if we are giving same to a nmedical procedure
which is experinental in nature wth consequences that are not
only unpredictable but possibly repressive. The issues confronting
bl acks are no less confused by their would-be allies. For
instance, Dr. Korova, while he is «critical of psychotechnol ogy
advocates the legalization of illicit drugs. It is hard for me
to imagine how any narcotic could inprove the skills of certain
stances of black people. I do not know, at least to my know edge,
any drug which one could take that would nake him politically
astute and effective.

My general point is sinple. Bl acks have no sophisticated or
conmon-sense way of constructively dealing with the confusion

and contradictions of issues confronting them in the fields

of health, education and welfare. So long as this is so, our

vul nerability wll continue adnauseam What is the true signif-

i cance of concepts such as informed consent or right to patients
anong the people who are without the inherent power and resources
to enforce then? There is not nuch sense in denying that the
absence of financial wealth and econonmic opportunity make the
securing of rights for mnminorities especially difficult. Conf erences,
peer group review, legal and legislative action cannot be depended
on to resolve the confusion. They are necessary but not totally
sufficient solutions. Moreover, although they believe otherw se,
the nentality of many scientists and physicians is not conducive
to a proper sense of social responsibility or accountability.
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Dr. Mirks for instance, has categorically stated, "There has never
been a society or culture wthout nmental illness.” Only
persons who are ethnocentric, chauvinistic or possessive of a

col ossal sense of their own ommipotence could make such a
stat ement .

If is a reflection of a nmentality with which the powerful

or specially afflicted, it is they who tend to believe that
their history and their culture and their values are suprene.

The signs of our tinmes are om nous. The latest rmanifestation

of black self-inposed behavior nodifications is the change in the
nation of Islam from separatist to integrationist. There is a
civil war in Angola, west Africa being fought on neocol onial
terms. Many outstanding black |eaders have been assassinated.
Civil rights groups are now defunct, financially inmpoverished,

or meek. Bl ack nationalists have retreated into the tired
rhetoric of Marx and Lenin. There is not nmuch black behavior
left which is worth nodifying. It is only necessary to nmaintain
what is.

W do not have a development plan for wunifying cultural
aesthetics to make us conscious of what constitutes a functional
and constructive existence. We have been oppressed far too
long perhaps to understand the full nature of our dilema.
However, there is no excuse for inaction.

In closing, | would take the liberty to say that | feel
a kind of anxiety in our people. It is as if we expect sonething
bi blical to happen. Sonmething is gravely wong and we sense
that solutions are Ilife-threatening in nature. It may well be
that the ultimate solution to our problem is a kind of political
pill which apparently we are all too reluctant to swallow.
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| NFORVED CONSENT: ETHI CAL | SSUES | N BEHAVI ORAL RESEARCH*

JACQUELYNE JOHNSON JACKSON, PH. D. **

A few years ago, | prohibited ny daughter, now el even years old, from
subject participation in any research conducted on her school's prenises
by outsiders without ny specific pernission. | also informed the appro-
priate school officials of this proscription, and requested their coopera-
tion. The triggering event was her use as an uninformed consent subject
in a federally funded research study, whose principal investigator was a
psychol ogi st at a neighboring institution. | |earned about her participa-
tion fromher after the fact. M concern increased as she described the
tasks she conpleted. Subsequent investigation confirmed nmy suspicion that
anot her study focused upon racial differences in |earning was underway. |
also critiqued several published articles by that psychol ogi st, and was dis-
mayed by his inappropriate nmethodol ogy for isolating racial differences, as
well as by his prejudicial interpretation of racially conparative results.

My proscription to ny daughter was based upon ny belief that informed
parental consent is sine qua non for a black child s assunption of the sub-

ject role in any research, including educational, psychol ogical, sociologi-

*Invited presentation for the National Mnority Conference on Human Ex-
perimentation, National Uban Coalition, 6-8 January 1976, Reston, Virginia,

**Associ ate Professor of Medical Sociol ogy, Departnent of Psychiatry, and

Senior Fellow, Center for the Study of Aging and Human Devel oprment, Duke Uni -
versity, Durham North Carolina.

5-1



cal, and simlar research using race as a variable, as may be true in re-
search about school desegregation or nmental health. Black parents shoul d
i nvoke this proscription by forbidding their mnor children from becom ng
subjects in any research in the absence of a priori voluntary and inforned
parental consent. Black adults should also generally refrain from subject
participation in behavioral research unless that participation is voluntary
and is preceded by their informed consent

I ndi vi dual s maki ng such decisions for thenselves or others may well be
confronted by ethical and pragmatic difficulties in determning their spe-
cific rights in becomng or refusing to become subjects in human experinmen-
tation in behavioral research, as well as their specific rights in seeking
to induce others to become or refrain from beconm ng such subjects. Obvious-
ly, different individuals will reach different decisions, depending upon a
variety of factors, including their assessnents of the need for research
qualifications of researchers, use of research outcones, and the relation-
shi p whi ch ought prevail between the individual and the society. Extrenely
few individuals will oppose human experinmentation with a reasonabl e proba-
bility of expansion of the know edge paraneters critical to the pronotion
of individual and societal welfare. But fewwll also voluntarily subject
themselves to risky experimentation even when the probability of persona
benefit may be high. Mbst individuals prefer the selection of other indi-
vidual s as subjects in risky experinmentation, and nost individuals deplore

the deceptive use of other individuals in high-risk experinentation
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Neverthel ess, sonme unethical researchers have deliberately abused the
rights of unsuspecting subjects for unworthy purposes, as in the Tuskegee
syphilis study. Ohers, for exanple, have deceptively injected |live can-
cer cells into elderly patients at the Jewi sh Chronic Disease Hospital in
Brookl yn, or hepatitis virus into nentally defective children at the WIIow
Brook State School on Staten Island. Many other exanples, no doubt, |ay
buried, but they all fall within the genre of the continued physical and
psychol ogi cal abuse and harm of unsuspecting subjects by unethical research-
ers, or by researchers who place significantly higher value upon the good
of the society than the good of the individual

I nasmuch as the unprecedented growth in unethical researchers over the
past few decades can be attributed directly to the unprecedented and vast
public funding made available for the initiation and execution of behaviora
research, and inasmuch as public pressures have forced the governnment to re-
consider carefully its proper regulatory role in the conduct of human experi -
mentation, it is fitting that the governnent nove toward nore stringent and
direct control of the conditions mandatory for human experinentation within
behavioral research. It is also necessary, sinultaneously, for individuals
qua individuals to become nore sophisticated about research, so that they,
themsel ves, will be able to determne for thenselves the extent to which
they may w sh to become guinea pigs

Consequently, one of the mmjor issues surrounding human experimentation
in behavioral research is that of informed consent. It is good that the

National Conmission for the Protection of Human Subjects of Bionedical and

5-3



Behavi oral Research has been charged with the responsibility of consider-
ing the nature and definition of infornmed consent in various research set-
tings, and of identifying the requirenents for informed consent for parti-
cipation by children, prisoners, and the institutionalized nmentally infirm
under Title Il of Public Law 93-348 (12 July 1974). The Conmi ssion has a
mej or responsibility in protecting both the rights of subjects and the
rights of researchers, and, no doubt, on occasion, the Commi ssion has been
pressured by representatives of the latter group much nore intensely than
by representatives of the former group, and especially by menbers of the
fornmer group who are disproportionately overrepresented anong the inpover-
ished least likely to be able to provide their informed consent in the event
that they participate as subjects in human experinentation.

Thus, in the time remaining, | wish to review briefly sone aspects which
have led us froma state of "no consent" to "inforned consent," and to offer
for your consideration some general recomendations about the nature and de-

finition of and requirenents for inforned consent from a mnority perspective

From No Consent to Informed Consent

The nost influential evolution of witten codes of ethical principles
governing the use of human subjects in behavioral research has occurred
within the nedical sphere. However, follow ng the exposure of the gruesone
Nazi abuses in human experimentation, it was not until the year 1946 that
the Anerican Medi cal Association made any specific mention of the problens

of human experinentation, when, according to Romano (1974:129), it stated
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t hat :

"(1) It is essential to obtain voluntary consent of the
person on whom a new study (involving new drugs or procedures)
is to be carried out; (2) The danger of each procedure nust
be previously investigated by animal experiments; (3) The
clinical research nmust be performed under proper medical pro-
tection and nanagenent."

Over the next two decades, and with alnost no |aw as a guide, the American
Medi cal Association studied codes of behavior regarding the protection of
human subj ects which existed in various research institutes, as well as
principles enunciated in the 1947 Nurenberg Code and the 1964 Declaration

of Helsinki. In 1966, the American Medical Association's House of Del egates
endorsed the Declaration of Helsinki, and its Judicial Council, again accord-

ing to Romano (1974:129-130), issued the follow ng "Ethical Cuidelines for

Cinical Investigation:”

Consent of the subject nust be obtained

Research shoul d be conducted only by qualified persons under
adequat e supervision

| mportance of the objective nust be in proportion to the in-
herent risk to the subject; all possible risks must be carefully

assessed, in conparison to foreseeable benefits to the subjects
and ot hers.

Nature, purpose, and risk of the research nust be expl ai ned
to the subject by the doctor

At any time during the course of research the subject should
be free to w thdraw permission for work to continue.

Resear chers shoul d di scontinue their work if continuation
woul d prove harnful to the subject

I nvestigators must denonstrate concern for the welfare, safe-
ty, and confort of the subject, and safeguards must be provided
A conparison of the 1946 and 1966 statenents by the American Medical Associa-
tion shows that the consent scope was wi dened, including the subject's en-

titlement to an explanation of the nature, purpose, and risk of the research.

The risks/benefits ratio was introduced. The burden of responsibility for
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protection of the welfare of the subject by the researcher was increased
dramatical ly

Romano (1974:131) believes that such variables as the establishment
of the National Institutes of Health, substantial increases in public
funds for research initiation and execution, the immense devel opment of
new drugs, and various technol ogi cal advancenents led to new conpl ex
probl ens, including the need for precise definitions of death, as well
as problens caused by the growi ng number of behavioral researchers who
were not physicians and who "did not carry with themtraditional medica
ethics, nanely, biologists, social scientists, and psychologists.” In
addition, threats to individual privacy, caused by technol ogi cal advances
in conputer processing and storage data banks |led to the appoi ntment by
the President's Ofice of Science and Technol ogy of a panel to study the
rel ationships between the right to privacy and behavioral research

The 1967 report of that panel indicated that attention should be given
to the protection of the privacy of research subjects, that the scientific
obligation included the protection of privacy of individual subjects and
subject protection from permanent physical or psychol ogical harm It re-
affirmed individual investigators as the guardians of ethical practices in
research, and nerely suggested that Governnent agencies should satisfy
thenmsel ves that the institutions enploying federally funded research had
effectively accepted their responsibilities to require ethical standards.
The report clearly repudiated the need for any legislation to assure appro-

riate rights of human subjects, due largely to its inflexible characteris-
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tics, but reaffirned the right of the professions to devel op and enforce
their own ethical codes. The panel also called for voluntary subject
participation, and informed consent insofar as it was consistent with

the research objectives, but consent could al so be based solely upon trust
inthe qualified investigator and the integrity of the supporting institu-
tion.

The five specific recommendations (Romano, 1974:132) placed the burden
of ethical policing of the rights of human subjects upon individual insti-
tuions, and, with respect to informed consent, recommended specifically

That investigators and institutions be notified of the im

portance of consent and confidentiality as ethical requirenents

in research design, and that when either requirenent cannot be

met, the reasons nust be explained in the application for funds.

This 1967 report can be viewed positively in the evolution of federal con-
cerns about human abuses in behavioral research, but its conclusions and
recommendati ons smack heavily of vested interests. That is, nore explicit
and inplicit protection was given to the researchers than to those to be
resear ched.

For example, the panel recomended the acquisition of infornmed consent
from subjects, as previously noted, only if such an acquisition was not con-
trary to the research objectives. The specification that subject consent
coul d be based upon trust in a qualified investigator and institutional in-
tegrity presupposes conditions frequently absent in the inpersonal research

worl d, a world where increasingly the principal researchers are surrounded
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by a battery of assistants generally untrained in ethical principles of
research, and in research itself. The determ nation of invasion of pri-
vacy of the subject was left up to the investigator and his peers, whose
judgnents about the risks/benefits ratio may not parallel that of the
subj ects, or subject subsets. The panel's anti-legislational stance was
designed to reduce to the bare mnimm any governnental intervention. No
recommendati ons were set forth for identifying, apprehending, and punish-
ing those investigators who violated individual subject rights, nor was
there any concl usion or recomendati on about a grievance and conpensation
procedure for human subjects whose rights might be abused or violated under
behavioral research conditions. Finally, no reconmendation focused upon
the inportant factor of dissem nation infornation about the rights of human
rights to the general public. This educational responsibility is critica
if individuals must give their informed consent to becone research partici-
pants.

The Decenber, 1971 U S. Departnent of Health, Education, and Welfare's

The Institutional Guide to DHEW Policy on Protection of Human Subjects (DHEW

Publication No. NH 72-102) stressed a flexible approach to ground rules and
regul ations. Devel oped without the assistance of lay persons, the responsi-
bility for safeguarding the rights and wel fare of human subjects was pl aced
directly upon the institutions receiving DHEWresearch grants, with the pro-
viso that such institutions establish internal review conmttees.

The operational definitions and guidelines for the concept of informed

consent are inmportant within the present context. The CGuide was quite clear
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in stating that "No subject can be expected to understand the issues of
and benefits as fully as the [institutional review] conmittee
Its agreenent that consent can reasonably be sought for subject partici-
pation in a project or activity is of paranount practical inportance”
(p- 7).

The verbatimrendition of the sections pertaining to informed consent

is as follows:

The informed consent of subjects will be obtained by nethods
that are adequate and appropriate

Note.--In the United States, adherence to the regul ations of
the Food and Drug Adnministration (21 CFR 130) governing consent

in projects involving investigational new drugs (IND) is required
by |aw.

Informed consent is the agreenent obtained froma subject, or from
his authorized representative, to the subject's participation in
an activity.
The basic elenents of informed consent are
1. A fair explanation of the procedures to be followed, in-
cluding an identification of those which are experinental
2. A description of the attendant disconforts and risks;
3. A description of the benefits to be expected
4, A disclosure of appropriate alternative procedures that
woul d be advantageous for the subject;
5. An offer to answer any inquiries concerning the procedures;
6. An instruction that the subject is free to withdraw his con-
sent and to discontinue participation in the project or
activity at any tine.
In addition, the agreement, witten or oral, entered into by the sub-
ject, should include no excul patory |anguage through which the subject
Is made to waive, or to appear to waive, any of his legal rights, or
to release the institution or its agents fromliability for negligence

I nformed consent nust be docunented....Consent shoul d be obtained
whenever practicable, fromthe subjects thenselves. Wen the subject
group Wi ll include individuals who are not legally or physically ca-

pabl e of giving informed consent, because of age, mental incapacity,
or inability to conmunicate, the review commttee shoul d consider
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the validity of consent by next of kin, |egal guardians, or by other
qualified third parties representative of the subjects' interests.

In such instances, careful consideration should be given by the
committee not only to whether these third parties can be presuned to
have the necessary depth of interest and concern with the subjects
rights and wel fare, but also to whether these third parties will be
legally authorized to expose the subjects to the risks involved

The review committee will determine if the consent required, whether
to be secured before the fact, in witing or orally, or after the fact
following debriefing, or whether inmplicit in voluntary participation in
an adequately advertised activity, is appropriate in the light of the
risks to the subject, and the circumstances of the project

The review conmittee will also deternine if the infornmation to be
given to the subject, or to qualified third parties, in witing or orally,
is a fair explanation of the project or activity, of its possible bene-
fits, and of its attendant hazards

Where an activity involves therapy, diagnosis, or managenent, and a
prof essi onal / patient relationship exists, it is necessary "to recognize
that each patient's nental and enotional condition is inmportant...and
that in discussing the element of risk, a certain anount of discretion
nmust be enpl oyed consistent with full disclosure of fact necessary to
any informed consent."

Where an activity does not involve therapy, diagnois, or managenent,
and a professional/subject rather than a professional/patient relation-
ship exists, "the subject is entitled to a full and frank disclosure of
all the facts, probabilities, and opinions which a reasonable nman ni ght
be expected to consider before giving his consent."

When debriefing procedures are considered as a necessary part of the
plan, the committee should ascertain that these will be conplete and
pronpt. ..

2. Informed consent. An institution proposing, to place any individua
at risk is obligated to obtain and document his infornmed consent....The
actual procedure in obtaining infornmed consent and the basis for commttee
deternminations that the procedures are adequate and appropriate are to be
fully documented. The docunentation will follow one of the followi ng three
forms:

a. Provision of a witten consent document enbodying all of the basic
el ements of informed consent. This formis to he signed by the subject or
his authorized representative. A sanple of the formas approved by the
conmittee is to be retained in its records. Conpleted forms are to be
handl ed in accordance with institutional practice

b. Provision of a "short" formwitten consent docunent indicating that
the basic elements of inforned consent have been presented orally to the
subject. Witten summaries of what is to be said to the patient are to be
approved by the commttee. The "short" formis to be signed by the subject
or his authorized representative and an auditor-witness to the oral presen-



tation and to the subject's or his authorized representative's
signature. A copy of the approved summary, annotated to show
any additions, is to be signed by the persons obtaining the
consent on behalf of the institution and by the auditor-witness.
Sampl e copi es of the consent formand of the sumrmaries as
approved by the conmittee are to be retained in its records.
Compl eted forms are to be handled in accordance with institu-
tional practice

c. Mdification of either of the above two prinmary procedures,
Al'l such nodifications nust be approved by the committee in the
minutes signed by the conmittee chairman. Ganting of pernission
to use nodified procedures inposes additional responsibility upon
the review committee and the institution to establish that the
risk to any subject is mninmum that use of either of the prinmary
procedures for obtaining informed consent would surely invalidate
obj ectives of considerable imediate inmportance, and that any
reasonabl e alternative neans for attaining these objectives would
be | ess advantageous to the subject

As is apparent froma careful exam nation of the above, |egal requirenents
govern the consent of human subjects using investigational new drugs, while
local institutions or other DHEW grant recipients are permtted a signifi-
cant amount of flexibility in operationalizing and approving inforned con-
sent. Further, the required signature of the consenting subject provides
greater protection for the investigator and the institution than it does
for the subject. Further, inasmuch as subjectivity undoubtedly influences
prof essional judgments about the validity of given research objectives and
met hodol ogi es, the omi ssion of external reviewers is significant. In this
respect, it should be noted that the minimal review which nay be done by

the specific granting agency is insufficient to override this objection

Quite significant, as well, is the glaring provision pernitting inforned
consent after the fact. In all professional/subject research, | believe
that a priori informed consent is essential. For exanple, | wonder if the
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subjects in Gentry's (1971) the "Effect of Wite Instigated Attack on
Bl ack Anger, Aggression, and Vascular Arousal" might have cooperated if
they had been aware in advance of the research objectives. There, a white
psychol ogi st used 28 bl ack students enrolled in psychol ogy courses at a
black college to determne the effects of interpersonal attack upon aggres-
sion and related behaviors in an interracial situation by deliberately de-
ceiving them about the research intent. The experimental conditions in-
cl uded subjecting one-half of the subjects to verbal abuse by a white of
the same sex. The attacked subjects experienced a significant increase in
diastolic blood pressure under the experinental conditions

Gentry (1971) concluded that anger, verbal aggression, and a rise in
diastolic blood pressure were all higher in the treatment than in the con-
trol group. His findings contradicted other findings which showed the rel a-
tive absence of anger and aggression in blacks follow ng white frustration
or attack. He attributed the differences in findings to such factors as
design differences and the rapidly changing black social position. He also
determ ned that hostility was significantly higher anong the attacked fe-
mal es than anong the attacked males, a sex difference which becanme diffi-
cult to explain. Possible explanations offered by himwere greater socie-
tal tolerance of aggressivity in black females than black nmales; the fact
that the male nodels available to black males as they grow up are weak,
poverless, inferior, and totally dependent on whites who frustrate them
and the existence of the black matriarchy; and the possibility that sex

differences may relate to the particular type of aggression under study.
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We cannot dispose of Gentry's (1971) research in which informed consent
of the subjects was not obtained in advance wi thout asking if the research
obj ectives were sufficiently worthwhile to subject some blacks to elevated
diastolic blood pressures? Did any psychol ogi cal harm occur as a result of
the experienced abuse when some bl ack subjects were chastised for their im
mat ure behavior, ineffective cooperation, and poor attitude throughout the
experiment? W should al so be concerned about the extent to which the sub-
jects were really willing volunteers. Each, incidentally, received one dol-
lar for participation.

The Nature and Definition of I|Infornmed Consent

While | know that the Commi ssion shall have deliberated carefully about
the nature and definition of informed consent in behavioral research in
various settings, including that involving blacks or other nminority popul a-
tions overrepresented anong those groups nost likely to be subjected to high
ri sk human experinmentati on without their infornmed consent, or nost likely
overrepresented anong those groups least likely to exercise full and freely
concei ved consent, it is probable that the Conmi ssion may, once again, be
nmore heavily influenced by their ethical comitnents to research or to the
greater societal good

Thus, | would recommend that the Commission, if it has not already done
so, should consider at |east the follow ng recommendations.

1. The operational nature and definition of informed consent in be-
havioral research should be legislated. |t is true that research purposes

and designs vary considerably in their conplexities, but it is also true
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that sufficient expertise exists to typologize along a continuumthe va-
rious categories of inforned consent required for various types of be-
havi oral research.

2. Such legislation should spell out explicitly the conditions under
which a priori informed consent is to be waivered, and no such consent should
be wai vered in any professional/subject investigation, wthout an independent
judgnent determined by an outside panel conposed of five persons, one of
whom nust be a peer of the proposed subject class.

3. Prior to signing an inforned consent form every potential subject,
or the authorized representative, nust be presented with a research pros-
pectus, including the purpose and nature of the study, the research design
the significance of the study, and a clear explanation of the probable risks
directly to the individual, or to the denpgraphic or socioecononic groups
represented by the individual. |In addition, minority subjects nust be ad-
vised if racial breakouts are to be used in the analysis and reporting of
the data.

4. Under conditions when subjects participate blindly, and informed
consent is obtained after the fact, should the subjects object to the use
of the data, such data nust be destroyed imrediately by the investigator
to the satisfaction of the subjects

5. In professional/patient situations where informed consent of the
patient cannot be received in advance, the determination to use the pa-
tient as a research subject cannot be nade sol ely by one physician, but
nmust be nmade by a panel of three physicians, one of whom nust be of the

same race and sex as the patient, and at |east one of whomis not involved
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in any way in the care of the patient or the proposed research, and such
decision to involve the patient as a subject must be concurred with by
the next-of-kin or |egal guardian.

6. The informed consent statement signed by subjects willing to par-
ticipate in human experinmentation nmust include a proviso that, in the
event the subjects experience physical or psychol ogical harmas a result
of participation in the experiment, appropriate conpensation, including
nonetary conpensation, will be received. The deternmination of physica
and psychol ogical harmw ||l be nmade by parties independent of the given
institution or research site, with such a group containing professionals
and | aymen, at |east one third of whom nmust be soci oecononic peers of
the subject claimng injury or harm

Requi renents for Informed Consent for Special G oups

| reaffirmny earlier conviction that the use of children as subjects
i n professional /patient and professional/subject relationships should be
based upon informed parental consent, or the appropriate representatives
provided that loyalty to the children supercedes that to the researchers.

| believe that prisoners sound in body and mind should be pernitted
to make their own decisions about subject participation in human experi-
nmentation, provided that their consent is voluntary and informed. | am
aware of various objections which mght neet this idea, since many believe
that voluntarismis inpossible within the prison walls. However, | believe

the federal government should make certain that no harnful research wll

be conducted on prisoners, or, to the extent that such research nay be
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harnful, then well-informed prisoners who wish to consent to participate
may do so. VWhen the research is likely to benefit society, those pri-
soners who are harnmed by the investigation should receive conpensation
whi ch can be appropriately neted out through reduced sentences, nonies,
or in other ways. Beyond this, requirenents for informed consent for
prisoners would be sinmilar for the normal, noninstitutionalized popul a-
tion.

I nformed consent for the mentally infirmed should require a deterni na-
tion by a panel conposed of one physician, one psychiatrist, one bionedica
scientist, and one attorney that the individuals may be feasibly subjected
to research without violating their rights, or, to the extent that such
rights are violated, the potential benefit to the subject or to the subject
class nust outweigh the harm  Concurrence fromthe next-of-kin or the
appropriate legal guardian would be nandatory. In addition, institutiona-
l'ized individuals who mai ntain sonme contact with reality would be required
to provide their own informed consent

Sorme Special Concerns

The establishing of regulatory legislation to protect the rights of hu-
man rights in behavioral research, and to require the inforned consent of
such subjects as a condition of participation, will by no neans guarantee
that the rights of blacks functioning as human subjects will be protected
Sufficient evidence about the enforcenent of the Cvil Rights Act of 1964
is already available to indicate the need for effective inplenentation

and enforcement of |egislation designed to halt the abuse of blacks under
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unethical research conditions. Even when legislation has been effected
administrative officials responsible for inplenmenting that |egislation
frequently abuse the rights of blacks, a condition which, in ny judgnent,
is inappropriately explained by the concept of institutional racism As
a case in point, NIH requires training grant recipients seeking renewal s
to provide information about the status of minorities within its prograns,
and the perceived barriers to minority participation. In some specific
cases, | know that such information has been falsified, and, nevertheless,
accepted as valid by the receiving agent. This is an instance of the
government abdicating its policing responsibility by entrusting itself
to the trust of the project director and the integrity of the institution
It seens to me that it woul d have been very reasonable for the Ofice of
Cvil Rights to have required some formof informed consent fromthe m-
norities within the applicable institutions, or, at the very least, to
have engaged in a random exam nation of the abuses which have typically
occurred in the so-called affirnmative action efforts to recruit black
faculty and students. For this reason especially, then, | am opposed to
the responsibility for determ ning and policing informed consent remain-
ing within the hands of the institutions in the absence of legislation

Bl acks shoul d also be well aware of the fact that the presence of a
bl ack face in any given agency or institution, or even when a black re-
quests one's services as a subject, js no guarantee that the subject will
be protected.

Finally, blacks should help pronote good bi onmedi cal and behavioral re-
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research which has a good probability of reducing critical know edge
gaps, including those related to etiological and epi dem ol ogi cal fac-
tors in cardiovascul ar disorders and malignant neopl asns.

Above all, blacks must increase their sophistication about research,
so as to to increase the possibility of rational decisions which may be
made in giving informed consent as participants in human experinmentation

wi thin behavioral research.
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Reliable statistics describing the incident and preval ence of nental

and enotional disorders do not exist. Nevertheless, overall estimates,
even if erring on the high side by a generous margin indicate that no

I ess than 10% of the United States population, or roughly 20 nmillion

peopl e suffer fromsone formof nental illness. About one-seventh of those

afflicted actually receive phychiatric care of sone sort.

Based on these figures, and taking into account such factors as the nentally
ill individuals' |oss of earnings and cost of care both in and out of
institutions, the annual cost of nmental illness in this country is

estimated to be about $21 billion, or alnost one quarter of the national

def ense budget . Included in the above is economc cost of alcoholism alone
at $15 billion annually and annual cost of drug abuse at $10 billion. It

is inpossible to quantify the cost of individual, famly, friends, and

societal suffering and enotional trauna.
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In 1971, the admission to all psychiatric inpatient and outpatient services
were at the rate of 1239.6 per 100,000. (1) Non white adnmission accounted
for 757.9 per 100,000, which is 60% of the annual admi ssions. The

admi ssion rate for non white schizophrenia is about three times that for
white, (2). It is estinmated that over half of the resident popul ation of
public mental hospitals is non white, whose length of stay in the hospita

is longer and length of stay in the comunity is shorter than that for whites.

Non whites constitutes 70 to 80% of the prison population in the big city

jails inthe US (3).

In 1970, the Census found 2.1 nillion persons were inmates of prison
nental hospitals, juvenile facilities and similar institutions to a large
extent, unfortunately the G vil-Ilegal-needs, and ethical issues are not
addressed and unassessed. Al nobst, uniformy, the institutionalized

popul ation is poor and non white (4).

Wth the large proportion of all institutionalized populations in public
institutions being non white, it is appropriate that we now discuss the

ethical issues in nental health research

In this presentation, | shall refer to American Indians, Asian Anericans,

Bl acks, Spanish as racial and ethnic mnorities. The problem of access to



good quality of nmental health services and |lack of protection in hunman
experimentation are al so experienced to some extent by the poor |ower
soci o-economics, illiterate, new inmmgrants, children, youths, and
captive populace (i.e. prisoners, juveniles, nental patients, etc)
Webster's Dictionary defines a nminority as "a racial, religious ethnic or
political group smaller than and differing from the larger, controlling

group in a comunity, nation, etc

The groups nentioned above are generally the target popul ations of

human experinmentation throughout history. Franz J. Gall (1758-1827)

an anatomist, carried his childhood notions of phrenology (study of the
rel ati onship between nmental characteristics and the shape of the head)
into his professional research. The first subjects of his investigation

were the lower class of society who were in jails and asyluns (5).

After establishing a nmind set that mnorities are frequently a target group
for human experimentation, | wll now establish a conceptual franmework for

et hni cal issues.

Ethics in its strict sense is the science of noral duty (6). The
principles of norality, including both the science of the good and the
nature of the right. Ethics, properly speaking, deals with the rightness

or wongness of the professional, provider's action in light of principles
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which rise out of the nature of man as a person. It establishes perspective
gui des which govern specific situations in such a way that the rights of
the patient are always preserved. On the other hand professional etiquette
deals with duties arising out of a relationship staff with each other

and out of the dignity of the calling. Etiquette inmplies a formal re-

qui rement governing behavior in polite society. The etiquette of the
profession may be altered materially if such change allowed for better
service to the patient/client. The truly ethical care of the codes of
ethics derives fromthe dignity and rights of the patient as a person

This is the criterion against which, new staff arrangements nust be

measured, (7) (8).

When one considers some of the risk taking and |ack of protection of the
person in human experinentation, it is obvious that the research assistant/
associate or co-investigators have confused etiquette (relationship/

respect for the other professional with their commitment to nmintain/respect
the rights and dignity of the patient. If we could keep our ethical conmit-

nent to the patient, we may not have ever had a "Tuskegee situation.”

The nations of ethas, ethical, code, ethics and norality nust be clearly
distinguished in spite of their inter relatedness. The ethas conprises
those distinctive attitudes which characterize the culture of a professiona

group insofar as this occupational subculture foster adherance to certain
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val ues and the acceptance of a specific hierarchy of values. FEthas
inmplies nembership in a vocational group rendering an irreplaceable service
to the community and dedicated to the values other than those of financial

gai n.

Ethas is to be distinguished fromthe ethical code, which consists of a

studied effort to foster and guarantee the ethas but is neant to go beyond
it by assuring to the patient and to the public a professional standard of
human services/rel ationships. Ethical code services nore as a guide than

control

The norality of the professional lies in his subjective personal realization
of the proper approach to his profession, his living the fullness of his

et has.

In such a time when the country is facing economc, political, noral, socia
and integrity crises, it is inperative that we clarify our vocabul ary

and notions about ethas, ethics, and norality. Again, with sone of the

ri sks and exploitations which have occurred to minority groups in hunan
experimentation, it is obvious the processes, words nor procedures were

under st ood.

There are six basic principles which | have abstracted from the codes
of ethics from the professions of nursing, sociology, psychology, nedicine

and soci al work, namely:

6-5



1. Every human being has a right to life in the fullest sense.

2. Every human being has a right to truth. The right to truth neans that
every man has a right to know those things which in justice or charity he
should be told, and in no case should he be deceived by a lie.

3. Justice is due to every human being. He possesses a right to those
things that properly belong to him by nature, by birth, by gift, by contract
or in virtue of any other circunstance by which rights are established.
Hence, too, a patient has a right to the conpetent and conscientious care
of the professional/provider who has accepted himas a patient.

4, The facilities and power of nman must be used according to the purpose
for which they were evidently intended by the nature and in the nmanner
evidently intended by nature.

5. If an act is ethically wong, one is not only obliged to refrain from
it himself, but he is also obliged to refrain from formal cooperation with
another in the performance of the act,

6. Evil nay never be done that good may result fromit. One (individual or
government, or organization) is obliged in such a way that the funda-

nmental values of freedomjustice, and security are respected.(9)

When the ethical principles and codes of ethics are violated, a
prof essional should expose w thout fear or favor, inconpetent or corrupt,

di shonest or unethical conduct on the part of menbers of the profession.
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Unet hi cal or inconpetent practices should be reported either to the adm n-

i stration/ managenent/ supervi sor of the place of enploynent, to the pro-
fessional organization's ethical conmittee or to the licensing/certification
boar d. It is a duty to report unethical/inconpetent practices/behavior

regardl ess of the position of the person.

Nearly everyone agrees that ethical violations do occur. The practica
question is how often one hundred (100) consecutive human studies published
in 1964 in an excellent journal were exam ned; twelve of these seened

unet hi cal . In Engl and, Pappworth has collected nmore than 500 papers based
upon unet hi cal experinmentation (330). It is evident from such observations

that unethical or questionably ethical procedures are not uncommon (11).

| don't want to profile the nmental health professionals/researchers as al
bad, there has been a few in the past who have tenporarily lost their sense
of goodness in unethical/inconpetent behavior as have been the case in other

di sci plines

It seenms as if the public is holding the researcher and nmental health/

behavi oral scientist increasingly responsible and accountable for their
behavi or, conduct, and quality of perfornmance provided. This observation is
evident through the amount of legislation nmonitoring and "controlling" our
performance; PSRO, Protection of Human Subject regulations and the

Privacy Act.
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In addition to the regulations on the Protection of Human Subjects in
nmental health research, the ethical codes/oaths, we have licensing, certi-
fication and accreditation which help to assure quality of performance by

pr of essi onal s/ provi ders.

Accreditation is the process by which an agency or organization eval uates
and recogni zes an institution or program of study as neeting certain pre-

determined criteria or standards.

Licensure is the process by which an agency of government grants perm ssion
to persons to engage in a given profession or occupation by certifying
that these |icensed have attained the mininal degree of conpetency necessary
to ensure that the public health, safety and welfare will be reasonably

wel | protected

Certification or registration is the process by which a governmenta

agency or association grants recognition to an individual who has met certain
predeterm ned qualifications specified by that agency or association.
Such qualifications may include:

(a) graduation from an accredited or approved program

(b) acceptable performance on a qualifying examination or a series of
exam nations; and/ or

(c) conpletion of a goven ambunt of work experience (12) (13).
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Accreditation of educational programs |icensure by a government agency
and certification of personnel by the professional have devel oped indep-
endently of one another to nmeet pragmatic functional and social needs.
Based on this historic pattern of evaluation, the structure of these

eval uative systens today interlock with each other. So here are three
other regulatory groups/ activities designed to assure a safe and good

qual ity of service. (14) (15)

Al though mnority groups have been involved in nental health research
much of it has been of a "pathological" and deficit nodel, describing how

the mnority contrast/ and is unlike the majority (16).(17)

Mental health as an adjustment of human beings to the world and to each

other with a maximum of effectiveness and happiness, nental health is a
condition and level of social functioning which is socially acceptable and
personal ly satisfying (18). | consider health, not as a condition associated
with an absence of disease, but a state in which the mnd, the body and
spirit function in an optinal manner

Si x approaches to a concept of mental health are

1. Attitudes of an individual to his own self.

2. Integration/synthesizing one and two above.

3. Autonony - singles out the individual's degree of independence from

social influences as nmost revealing of the state of his nmental health
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4, Individual's style and degree of growth, devel opment, or self-
actual i zation

5. Manifestation of one's nmental health through his adequacy of per-
ception of reality.

6. Environnental mastery (ability to |ove, adequacy in love, work, and

pl ay, adequacy of interpersonal relations, efficiency in neeting situationa
requirenents, capacity for adaptation and adjustnment and efficiency in

probl em solving (18).

These indicators, concepts and definitions of nental health are very
important in nental health research for mnority groups. Frequently,
research findings in nmental health of minority groups have identified as
pat hol ogi cal what was really normative behavior. One speculates that nuch
of what is identified as mental illness is minority groups is responsive
behavior to a racist oppressed society. Mich of the behavior may be the
nost economical use of the resources (nental, social, and cultural and

physical) which are available at that tinme.

Al though there has been nany advances in nmental health research, there has
been little inpact on the increase of discharge rates and enhancing the

quality of life. This outcone may be because minority groups have not had
equal access to quality treatment, the predom nant treatment, nodality for

mnority patients is chenotherapy and custodial care. In research, one may
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purdue ethnomedicine, the study of how menbers of different cultures

think about disease and organize thenselves toward nedical treatment and the
social organization of treatment itself, has been viewed as one of the
various "domain" of culture (19). This treatnment nodel includes the
resources of the famly, culture and community. W nust renenber one of the
principle ethical issues, health is the responsibility of the famly

i ndi vidual and the comunity. These groups usually deternine adnission to a
treatment program and they determine his re-entry to the community and
famly. Such an approach mght mnimze or |ower the high readni ssion or
recidivison rate to institutions, the famly and individual should always be
involved in the famly and individuals in its counseling/socialization
program regardl ess to whether it relates to a program or precaution of

school violence, divorce counseling or clinical care.

Most of the research on social problenms have had serious deficits.

1. Too little enphasis on underlying conditions -- on the interplay of
soci al, psychological, biological and on the processes of social change and
behavi or nodification.

2. Lack of attention to the probability that social problems have

causal factors in common

3. Too little concern with evaluating aneliorative prograns.

4, Too little attention to the institutional constraints on the
utilization of research findings. Mny social problems are interrelated
(i.e. alcohol, drug dependency, depression, suicide, honocide and

schi zophreni a, delinquency.
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Very much needed:

1. Better measure of social problens

2. Mdels for conprehensive and treatnent and rehabilitation program which
i nclude the individual and his fanily.

3. Research on the organization of renedial prograns.

4. Social experimentation

5. Cross cultural research.

6. Analysis of interaction of social, psychological and biological
condi ti ons.

Better quality of research in alcoholismis needed. Dr. Harper surveyed
16, 000 al cohol related studies reported in scientific journals over the past
30 years. O this nunber, only 77 reflected findings related to black
alcoholism with only 11 of these dealing exclusively with blacks. Most

of the studies involved black adult males with research on youth, college
students, and wonen being practically non-existent. Dr. Harper found that
the majority (7) centered on drinking patterns and behavior, or treatnent.
Data on al cohol and safety, health and physiol ogical effects, crime, and

al cohol related offenses, and al cohol education and prevention were

unconmon ( 20).

The delivery of mental health services and nmental health research have not
taken into considerations the findings of research in planning and projecting

its programs and budget. For exanple,
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A. Sue and McKinney (21) found that Blacks were nore likely to be seen by
par apr of essi ons than whites;

B. Rosenthal and Frank (22) showed that more whites than Bl acks were
selected for insight-oriented therapy;

C. Yamanoto, Janes and Palley (23) provided evidence that minority groups
received "qualitatively inferior" or less preferred forns of treatnent;

D. Lowe and Hodges (24) found that in terms of alcoholism whites are
channel ed toward treatnent, whereas blacks are disproportionately conmtted
to prison;

E. Hendrie and Hanson suggested that differential treatment is related to
staff attitudes regarding the potential benefits of different types of
treatnment for different types of clients. Subject attitudes are, of course,

subject to stereotypes and other types of perceptual distortions and racism

in nental health. (44)

F. Evaluation studies of long term followp and to treatnment are, of

course rare, and outcone criteria often reflect process or internmediate
outcome variables, For exanple, treatnment attendance is often assessed as
an indirect neasure of satisfact/lvc\)n'r;h treatment. Due, et al (21) found that
bl acks and asi ans attended fewer sessions than whites. The sanme findi ngs
have been confirned by Rosenthal and Frank (22), Yamanoto and Coen (25), and

Krebs (23). The same studies (21) (22) (23) found higher treatnment dropout

rates for blacks than whites. In particular, Sue and MKinney (21)

6-13



found that 52.1% of blacks dropped out after the first session as opposed to
only 29.8% of whites. Jackson (26) indicated that once accepted for treat-
ment, black children were seen for shorter periods of time than white

children.

On public hospital settings the treatment program for all minoritites are
generally less well planned and |length of stay is inappropriately short or

| onger.

Each of the aforenentioned studies suggests less positive treatnent outcones
for mnority groups. There are a number of hypotheses to account for such
differences: e.g. racismin mental health, stereotyped attitudes about
mnorities, nore severe synptonology, differential treatment, culturally
alien therapists, staff, teachers, lack of faith in mental health staff
attitudes, etc. In any event, what appears nost inportant, is as Warheit
(26) Padilla (27), Sue (21) WIlie (28) and Short (29) Bergmann and Townsl ey
(30) concluded froma review of the literature and personal/professional
experiences that minority groups are usually found to have poorer recovery
rates and poorer quality of treatnment progranms whether in the hospital,
outpatient, in a correctional program or in nost of the inner city schools.
Basically, the poor quality of programs exist for minorities regardl ess of

ethnic/racial identities, education, sex, age or geographic |ocation.
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O course, the same is true for a person less informed. | had a personal
friend who recently went into the hospital for a gall bladder operation.

Upon her first visit to the physician, she was inforned that one of her

ribs was renmoved. There was no consent from her nor her family. Another
startling experience was a non-minority surgical patient shared a room with
a nedical patient who was assigned to that roomuntil they could rule out
hepatitis. Two days later the patient was isolated for hepatitis. |

guess | was startled because that hospital had been singled out to me as

one of the best in town. Although I've been in the health profession for
about 35 years, I'mstill startled at unethical, inconpetent and inconsiderate
actions. I am sorry none of ny friends have called nme about any outstanding
experiences of good quality of programs in hospitals, prisons and schools
for mnorities. | guess I'Il have to agree with J. Segal (1) who said

"when patients come from minority groups or |ower socio-economc classes, the
difficulty of determining the appropriateness and efficacy of treatment is
particularly great." | agree but | think that this nation and the behavi oral
scientist, chem sts, genetists, biochem sts, social scientists, and health
provi ders have broken the backbone of lethagy in mental health before and |
think they can do it now if they conmt thenselves to the task and
conpetent/sensitive and conmitted and ethical |eadership in and out of the
mnority comunities. Hi story and experience have enabled ne to know what

the care of mentally ill persons w thout the phenothiazines, w thout the
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shock therapies and without elaborate buildings but with conmtted/
ethical providers of care (both the professional and non-professional/
allied health practitioner. Those were the days when we had one psy-
chiatrist to 40-1,000 patients. The ratio of health providers to patient
load is much better. 1'd like to ask what's the difference in "quality"?
I know we have a |lot nore of gadgetary and a lot "different” staff,

Beyond nmy cynacism | still think we can nmeet the task of a better

quality of care.

Pl ease pardon ny nental excursion and ny "show' of commitnent and concern

I have been encouraged by a new perspective presented by J. Zubin (31)
entitled "Vulnerability - A New View of Schizophrenia,” N Garnezy,

entitled "In praise of Invulnerables and Fabrega (19) entitled, The Need for

an Et hnonedi cal Sci ence.

Unli ke the businessman who ains to market a product, conpete end nake a
profit, the professional's first coomitnent is to performa service --

to patients, to students, to famlies, etc. Therefore, society gives the
professional certain privileges. But lately, society has been nonitoring

the "store" / professional with greater vigilence, and in sone areas

we' re kinder on "probation.” For if we don't hurry and denonstrate our
accountability and responsibilities, I'mafraid that we will |ose some of our

privileges and opportunities to self-regulate our profession - professiona
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practices. The professionals regulate the functions of their colleagues
through professional associations. And | should add that Congress had wed
with the professionals in regulating its functions (see "Behavior Modification
Under Fire" (32), and the PSRO HMO Protection of Human Subject, Privacy

Act and PL-93-641, Health Planning and Resources Devel opment Act of 1974

PL-93-380, the Education Anendnent of 1974 - the Safe School Study)

From a minority perspective, | see ethical issues arising out of five areas--
1. The delivery of nmental health services and quality and rel evance of
nental health research;

2. ethical problems in the collecting and storing of |arge amunts of
personal data and the violation of privacy and confidentiality;

3. new nmethods of treatment - many of which have not been grounded in
theory, a rational nor well thought out;

4. ethical considerations in the manipulation and control of behavior
through new behavi oral technol ogy;

5. ethical issues in comunity research;

6. ethical factors involved in advocacy as a professional activity;

7. safety and lack of exploitation in human experinentation

8. less arbitrary use of minority groups in human experinentation because
they're "captive" populace in nost public institutions;

9. a program which takes into consideration the culture, folklores, life
style and the psycho-social-cultural context in which ninority groups live
in a capitalistic - political and racist society. W need nore indepth
studies of the underpinnings, dynamcs, and inpact of generations O ex-

how
posure to oppression and racismin nental health in order/to program

for mnority groups.
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The health bill of the nation in 1972 was 75 billion dollars or 7.4% of

the gross national product (GN P). As the private outlay increased 9% the
government expenditures for health rose 14% Nearly two-fifths of the rise
in government spending was due to the 25%increase in Medicaid outlays (33).
So | amnot qualmng with the fact that a governnent and the private sector
are not heavily endowi ng many of the programs which serve minorities. | do
qualmwith the fact that the quality of service, the adm nistration of the
services and the attitudes of too many of the providers and staff are so
poor and in some cases unbearable. In some public clinics, the waiting tinme
ranges from2 to 12 hours. The waiting tine and poor quality of services to
mnorities seemto exist in nany institutions admnistered by nminorities

as well as non-minorities. Is it the ethics, attitudes, racism or classisn?
Whatever it is, it is an urgent ethical issue that ALL persons in |eadership
shoul d address themsel ves to because it is wasteful of the taxpayers

noney.

Mnority groups need the Medicaid/ Medi care coverage because nost of them
cannot afford or do not value insurance which have nmental health coverage.
Far instance, the Social Security Admnistration made a survey on 1969
and found that only 80% of the American public had limted nmental health
coverage under insurance plans.

In this country, $1 1/2 billion are paid to private psychiatrists and

psychol ogi sts annually (34).
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In the planning of conprehensive programs for minority groups, we must
respect their perceptions, values, custons and life style and culture. It is
good ethics and etiquette that we respect the Anerican Indians' preference
for a medicine man instead of a western trained psychiatrist. It has been
found that many American Indians continue to see the medicine nmen, the
Puerto Rican continues to see the spiritualist, the Asian continues to see
the herbsman, and the Mexican Anerican continues to visit the Cuanderas

in addition to the western trained psychiatrist, It is inportant that we
try to identify where the program of each heal er conpl ement, supplenent, and

conflict with each other

From a minority perspective, it is inperative that we "do sone indepth
assessnment and evaluation of the use as well as damages of intelligence
testing and labelling" for our mnority youths. In so many instances the
"score" alone is used to "shakle" that minority child to "failure" and
despair for the rest of his life. As an old educator, | don't believe the
benefits outway the danmmges. Unfortunately, mpst nminorities are not college
bound and they termnate their education or it is termnated for them at an
early age. Mdst minorities would benefit nore from an assessnent of their
abilities/capacities to nmake decisions, solve problens, plan to use their
noney, work behavior, rearing children, and how to cope with racism and
oppression -- these are realities which would enhance the quality of their

life.
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To nme, sone of the basic problems and observations are unanswered in areas
of intelligence testing are:

1. the significance of the I1.Q score as a tool for enhancing the quality
of life;

2. is the score used by the school, parent, et al in planning and assessing
progranms or is it used prinmarily for "labelling" status and categorizing
peopl e?

3. what kind of cognitive processes constitute the essence of

intelligence?

4. could one distinguish between intelligence and creativity? To what
extent do they overlap?

5. what is in terns of basic cognitive factors the structure of intelligence?
6. how are individuals differences accounted for by tenetic and environ-
nmental factors?

The debate on the real "nature" of intelligence has for a long time been
inspired by the fact that psychologists at an early stage were relatively
successful in assessing with remarkable accuracy a socially inportant
personality trait and in predicting behavior determined in part by that
trait. Even if intelligence test scores did not account for nore than 50%
of the variation in scholastic attainments (and the intelligence tests

were mainly used to neasure scholastic aptitude), the instruments used to
nmeasure non-cognitive traits explained at nost 10-15% of the variance. But

in a highly industrialized society as ours, the controversy takes on another
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note where cognitive conpetence has becorme conducive or perceived as being
conducive, to upward nobility. From a minority perspective, it is here
that the "labeling" of the "haves" and have not" serves a purpose not in

favor of mpst minorities - other persons of |ower socio-econom ¢ status.

Anot her pertinent ethical issue is the contingency that certain mnority
children have to be on tranquilizers or sone sinmilar drug because they are
"l abel | ed" as hyperkinetic, mininmm brain damage (MBD). Many parents are
alarmed about their children being on these drugs because they were

not consulted and they were not aware of their child had been exani ned by a
physician for any such condition. Sone of the parents have |earned that the

teacher established the diagnosis because the child was restless, disruptive

in the classroom and had a short attention span. On occasion, | personally
| ooked into the allegation and on other occasions, | suggested that the
parents call the local mental health association. In any case, | question

the ethics of baths the teacher and the physician, who prescribed the

nmedi cations (35) (36) (37).

Froma minority perspective, | am concerned about the ethical issues of
privacy, confidentiality and consent. I would like to make sonme comments
about the latter because |'ve seen it abused so badly. Last year, |
received a personal call one night froma group of nurses who were asking
advice on a predicanent they faced. They worked in a clinical setting in a

correctional institution and were concerned by the practice that they were
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asked to get the inmate to sign him to consent to surgery (43) form after

his 10-20 day recuperation and just prior to his return to the building where
his cell was |ocated. Their concern was that it was unethical, illegal

and they were really unaware of the nature of the operation and so was the
inmte. Yet, these tenure nurses, head of household could not question the
admini stration or their superior, because they had seen what had happened to

other staff who question practices, policies and administration!

What is informed consent to a person who doesn't speak english, illiterate,
di sturbed by the existence and uncertainty of illness, frightened by a sick
role and distrustful of health facilities. It is an ignored/ unacknow edged

fact that the physician does not have the time and sonetines the patience

to explain and inplenent all the itenms in the regulation about inforned
consent. The function of obtaining the consent should be established as
policy or law.  The physician doesn't have the time, the nurse, physician
assistant or anesthesiologist think that the physician has done so. So the
patient is generally uninformed, unless the aide or housekeeper comes along
to tell you what is about to happen. This is a sad affair, it is a fairly
generalized practice, it is unethical and immral and unkind -- never mnd
about telling ne what's in the regulation; |I'mtalking about what's

in the "operations."

Anot her area of concern is the application of the consent concept to non-

nedi cal treatnent/prograns in |laboratories, schools, correctional prograns,
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rehabilitation prograns (38) (39) as well as to consent of involuntarily

detai ned persons. Inasnuch as consent is required prior to experinmentations
what about the ethical issues and accountability of the professional for

the actions during and after the treatment experinmentation. | am an advocate
of a contractural nmodel for the protection of the Rights of Institutionalized
Mental patients (40). Dr. Henry K. Beecher has said, "the informed consent

of the subject, while often is a legal necessity, is a goal toward which

we must strive but hardly ever achieved except in the sinplest cases" (41)

My observations and experiences have indicated that nost of the commttees
on Protection of Human Subjects/Human Experinentation do not have conpetent
mnority menbership. One minority professional at a |large university

nmedi cal center has been on the Human Subjects/Human Experinmentation Conmmittee
for 2 years and has never been called for a neeting. | do know in sone

i nstances the committee does not have a formal neeting, the chairman of the
committee reviews or del egates another menber to review and take action on
the proposal. One conmittee at a large university recently approved a
proposal as protection of human subject as adequate. The project was a
study of American Indian elementary school children. There was no consent
form The investigators rationale was that a consent was not necessary
because the children were already participants in another project which was

unl i ke the one he was about to start.
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So froma mnority perspective, | think that the ethics, practices

and functions of the comitted should be nonitored. The nenbership on

the committees should include representation of the people they serve.

There are many ethical issues in the areas of risk, sone of theminclude
the active participation of the patient, famly and staff in defining,
determining and/or assessing risk.
Some of the variables/criteria in assessing risk should include:
A Risk to the subject

1. physical

2. psychol ogi cal

3. economc

4, social (effects on the job, in the marriage, status with
peers, etc

5. legal

6. personally (effects on image, identity, willingness and eagerness
to get well, the challenge of being/expectation of being a "well"/healthy
person).

B. Risk to society

1. physical
2. social
3. legal

4. psychol ogi cal
5. economi ¢

6. maintenance of social role and life style
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¢c. Risk of not doing the research

1. benefits

2. issues of scientific design and methodol ogy

3. benefits to the person, tribe/race, society, ethnic groups, the
fanmily and culture

4. psycho-social benefits

5. religious/spiritual benefits

6. econom c benefits

7. other derived benefits

8. is conpetent staff available on a continuing basis for the conduct
and supervision of the research?

9. authority and limtation
D. Assessnent and Evaluation of Risks

1. famly

2. researchers and other consuners

3. other disciplines

4, roles of initial review board and the subject and fanily.
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In summary, | am convinced that far too many of the practices and nenta
health research pertaining to minority groups are not so ethical, relevant
nor of a satisfactory quality. | amnot going to waste too rmuch of ny tinme
outlining what | think should be done, because the "brains" know what

needs to be done; we sinmply need to commit ourselves to it and put an end
to the other "jazz" and "ongoing". In this country, we can do just

about what we want to with great urgency when we value the people enough.

We can program teach ethics, supervise and enforce ethical practices when

we're commtted and val ue the people.

The public has lost faith in health and educational and correctiona
institutions. Traditional acceptance of health and other institutiona
prograns on the basis of their past performance and apparent but unsub-
stantiated worth is no longer the rule. The public is demanding that
schools, health, facilities and manpower are utilized well and "properly"
that hospitals are not used to "warehouse" patient (see the Mental Health
Law Project Summary of Activities, Septenber 1975 (41).

But this has meant far nore than mere financial accounting to ensure that
funds have not been illegally spent or enbezzled. Vhat is denmanded instead
is that schools, health and other public facilities denpnstrate that the
outcome they are producing are worth the dollar investment provided by
comuni ties. In short, what the public has called for is a system of

accountability and ethical consideration. Mnorities tried their
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“call" in the 60's and nmany minorities of the 55 mllion mnorities are
asking was it "worth" in contrast to the anount of suffering and the anount
of elassismracismwhich still exist out of classismas well as in the
mnority conmunities. But educational and health accountability are very
much |ike other abstract virtues such as patritism and truthful ness which
are universally acknow edged but not amenable to facile description.

Smith (42) has suggested 3 kinds of accountability.

A, Program accountability -- concerned with the quality of work carried
out and whether or not it met the goal set for it and is it relevant and
sensitive to needs of its minority group

B. Process accountability -- ask whether the procedures used to perform
the research were adequate in terms of the time and efforts spent on

t he work.

C. Fiscal accountability -- has to do with whether the items purchased
were rel evant and used for the project.

D. Qutcome accountability -- produce of "care" research findings in keeping
with the purpose and goal of the project and for the quality of the out-
cones as stipulated in contract

E.  Goal and objective accountabilities -- shared between the staff,

admini stration, board of trustees, nanagenment and the public. GCoals and

obj ectives must be assessed/eval uated periodically.

Therefore, | believe that the nmental health researcher and service providers

nmust be ethical and that they must be held accountable at every |evel
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Accountability is the product of a process; at its basic level, it means
that an agent, public or private, entering into a contractual agreenent to
performa service wll be answerable for performng according to agreed
upon terns within an established time period and with a stipulated use of

resources and performance standards.

As a result of the above, delinmena, | feel a great deal wll be gained by
hol di ng persons accountabl e

(progranmmatically, fiscally, ethnically and the quality of outcong).

So | surmise that better ethical practices, accountability, |icensure,
accreditation, certification and the Good Lord a better quality of
nmental health research will occur and we'll have |ess "Tuskegee - Syphilis"

i nci dents".

ome of the ethical issues raised in this paper froma nmnority perspective

I would recomend the follow ng:

1. nmenbership in the IRB or any research committee pertaining to human
experimentation include qualified mnority menbers;

2. sone system be established to nonitor the activities, processes;

out comes and proceedi ngs of the IRB on conmittees.

3. Establish an accountability system in which governmental staff will

be held responsible and accountable for the safety and protection of the
humans in an experiment. It is difficult to accept a potential repeat of the
Tuskegee Syphillis Study which lasted for about 40 years (1932:1972) in

whi ch 400 Black nales were denied treatment for syphilis which had been
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di agnosed because of the constitutional violations and the apparent racist
nature of the experiment. The study/project was ongoing in five other
counties in addition to Tuskegee. The study sanple did not include white
persons.

4. An indepth study, analysis and evaluation should be made of the policies,
procedures, practices, etc of acquiring informed consent and establishing
level s or degrees of risk involved in mental health research

Contingent upon the findings of this study and those of other studies,
definite models for obtaining inforned consent for persons who are illiterate
non- Engli sh speaking, emtionally ill, not famliar wth nmedical jargon,

| ower - soci o- econoni ¢ groups, new inmgrants, etc

The responsibility and accountability for getting infornmed consent should
be establi shed.

5. Pilot the use of an onbudsman in about 10 clinical and non-clinica
settings where mental health research is carried out to assist the menbers
of mnority groups in nore effective understandings and participation in
nmental health research. The onbudsman might be an indigenous clinical or
behavi oral scientist who can prepare the person for participation in the
research, obtain informed consent, insure privacy and confidentiality in
the human experinmentation

6. Establish some kind of consumer program in which persons involved in
research (voluntarily and involuntarily) can report unethical cases or

i nconpetent practices and not be fired or disciplined. Such a consumer
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program shoul d not be established in a professional organization. Local
nmental health associations mght provide such a service. The commission
m ght recommend that such a program be funded and piloted for 3 to 5 years
The staff of the program should include qualified, ethical and conmmtted
per sons.

7. To really ensure protection of human subject, | would recomend that

4 or 5 prograns be established in clinical, correctional and social
prograns to assess the effectiveness of the contractual nodel for the

protection of rights of institutionalized mnority nmental patients or inmates

I nust conclude with the level of distrust; economic, political and integrity
crises, | do think that the public should "up" its monitoring, policing
supervi sion and questioning of educational, health, correctional, rehabil-
itation and research facilities and program and hold the professionals

account abl e and responsi bl e.
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Wor kshops 5 & 6

Resol uti on and Recommendati ons
of the
Wor kshop on the Institutionalized and Mentally Infirnmed

National M nority Conference
on
Human Experinentati on
January 8, 1976

RECOMVENDATI ONS

GUI DELI NES FOR THE SELECTI ON OF HUMAN SUBJECTS

1.

Bi onmedi cal or behavi oral experinental procedures or research should
not be conducted on the institutionalized nmentally infirmunless
all the following criteria are nmnet

A the individual has a nmedical, clinical, or psychol ogica
condition denmandi ng investigation and treatnent, and

B. the proposed experinent offers a reasonable |ikelihood
for yielding results leading to the control or cure of
the condition in question, and

C. alternative nedically established and accepted procedures
to treat that condition do not exist or are inadequate,
and

D. the research cannot be acconplished outside of the

institutional setting

Very strict safeguards should be enforced against the disproportionate
use of certain powerless groups; i.e., racial, ethnic, and | ow i ncome
groups as subjects of research

Prior to the conmencenent of experinentation the appropriateness of
the subject's institutionalization should be re-eval uated by at
| east two clinical professionals not affiliated with research team

| NFORMED CONSENT

No one should be a participant in an experinment against their wll,
regardl ess of mental conpetency or inconpetency.

Wthin reasonable linits the prospective participant nmay secure out-
side opinions, at no cost to the participant

Evi dence that the guidelines for informed consent procedures were
appropriately foll owed nust be available to the public for inspection

The confidentiality of research participants nust be protected.
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10.

11.

Pati ents should be given full information regardi ng an experi nent
i ncluding the results of previous studies and the possibility of
being part of a research control group

The informed consent procedure should insure that the subject is
voluntarily giving consent and be witnessed by at |east two people
not connected with the institution, nor with the research project.

Any professional explanation provided to a prospective partici pant
nmust be presented and witten in the primry |anguage on the
educational |evel of the prospective participant and one ot her
spokesman. The expl anation should be fluent enough so that the
prospective participant and the spokesman are fully inforned.

The consent form should specify financial responsibility or lia-
bility in the event of untoward results occurring fromthe
experiment which would require extensive or prolonged care
Liability should be born by the Federal governnent in Federally-
sponsored research.

Subj ects shall have the right to withdraw fromthe experinent at
any time without the loss of any privilege or right and with
assurance of continued treatnent by the best available alternative
procedures. This right shall be included in the consent form

The consent form should allow for the signature of prospective
partici pants who are nminors but are seven years of age or ol der

The participant should be given a conforned copy of the consent
form

THE | NSTI TUTI ONAL REVI EW COW TTEE

The

(1)

The

(1)

conmittee's conposition shoul d:
be conposed of a nmjority of community representatives;

reflect the racial, ethnic, economc, lingual and other sociol o-
gi cal characteristics of the subject popul ations;

rotate periodically; and

i ncl ude sone representation of previous subject popul ations
and/or present consuners of institutional health. services.
institutional Review Committee's functions shoul d:

review every grant application in Iight of the benefit and risks
to the subject;
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(2) be reviewed in light of criteria for acceptable experi-

ment al procedures or research on the institutionalized
mentally infirmed;
(3) periodically review the experiment and all i nformation

related to the experinent;

(4) periodically re-evaluate the appropriateness of the

subject's institutionalization and research participation

(5) monitor the "consent process” to insure that all criteria
for consent are adhered to and that it is truly voluntary
and i nfornmed;

(6) carefully scrutinize the inducements wused to attract the
subj ect group; and

(7) insure regular feedback to the subject, as to the experinent
progress.
GENERAL
(1) It is recomended that there be established a permanent
Mnority Commission to give ongoing input for the protection
of human subjects in experinments

(2) Mechanisms should be developed to nonitor and regulate
bi omedi cal and behavi oral research conducted by all Feder a

agenci es. In the absence of such nmechanisms, all research
should be prevented.

(3) Research findings both positive and negative should be
reported to participants.

(4) Initial studies in humans should be conducted wth adults
rather than children, where possible.

(5) Research funds should be discontinued if periodic monitoring

reveals violation of guidelines which are not corrected wthin
a reasonable period of tine.

(6) That the National Comm ssion for the Protection of Human
Subj ects comend Geraldine Brooks for bringing together,
for the first tinme, a group (of this type) to discuss
human experimentation.
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Excerpt from Ethical Principles in the Conduct of Research with

Human Partici pants, Anerican Psychol ogi cal Association,
Inc., 1973.

C. The Problem of Informed Consent from Those Not Competent to Give It

Legaly as well as ethicaly. some potential participants in psychological
research do not have the competence to give their informed consent. The
problem arises with children and legal minors, with the mentally retarded, and
with psychotics. Sound practice from a legal standpoint requires that the
informed consent of the legal guardian be obtained for such an individud’'s
research participation; the corresponding ethical consideration holds that free
and informed consent should be obtained from a person whose primary interest
is in the participant's welfare. The information needed for a decision in the
participant’s interest should be supplied.

But even in the case of legaly incompetent persons, consent on the part
of a parent or guardian does not obviate the need to provide information under-
standable to the potentia participant whose wishes are to be respected. When
a child, a mentally retarded person, or a disturbed patient is capable of making
some reasonable judgment concerning the nature of the research and of partici-
pation in it, permission should be obtained from the participant as well as from
the responsible adult or guardian.
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RESEARCH

STANDARD |

Psychiatric facilities shall have a research program when consistent with
their goals and resources.

INTERPRETATION

In psychiatric facilities whose goals include research, a research program organizationally
comparable to other services shall be established. There shall be a research committee ap-
pointed to study and authorize all proposed investigative studies. The research committee
shall be interdisciplinary, and should consider both the soundness of the theory supporting
the proposed research and the validity of the research design.

Opportunities for submission of research proposals shall be made available to all profes-
sional staff. Contacts with colleges, universities and other appropriate institutions should
be explored and developed to plan cooperative research programs.

In psychiatric facilities that do not. have research programs, research-oriented projects
should be encouraged.

STANDARD 11

A psychiatric facility with an organized research program shall have scien-
tifically qualified and capable leadership with trained staff.

INTERPRETATION

Sufficient numbers of qualified technicians and clerical personnel shall be available to sup-
port research activities. Contacts should be made with appropriate educational institu-
tions to recruit talented workers.

STANDARD 11

There shall be a written statement of policies and procedures to guide a
program of research.

INTERPRETATION

Policies and procedures should provide for at least the following:
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* Whenever patients are involved in research, informed written consent
shall be obtained from the patient involved, or from his personal repre-
sentative. If the consent of the patient himself is obtained, care should
be taken to ensure that he is capable of giving informed consent. There
shall be no coercion, nor undue suffering or pain, either physical or
psychological.

* Research in which human subjects are used should be conducted only if
permitted by law and only by scientifically qualified individuals, in ade-
quately equipped settings and with appropriate liaison with, or super-
vision by, a suitably qualified clinician. Where body integrity may be
violated, or when otherwise appropriate, there should be medical liaison
or supervision.

» Clinical research projects shall not be carried out unless the importance of
the objective, to the subject as well as generally, is proportionate to the
risk to the subject. Research projects should be evaluated, prior to work
with subjects, with careful assessment of the relationship of the inherent
risks to subjects or others to the benefits of the project to individuals or
society. Such assessment shall be reflected in the research design.

STANDARD IV

When a research project is conducted, there shall be adequate provision for
physical space, equipment and safety.

STANDARD V

Full and complete records and reports of all research activities, whether
published or unpublished, shall be maintained.

INTERPRETATION

Reports of all research activities shall reflect utilization of manpower, time and funds, as
well as the specific objectives of the research activity and the findings.

The patient’s right to confidentiality shall not be violated by the research study or its utili-
zation, unless authorization is granted by the patient involved.

STANDARD VI

There shall be educational resources available to support research studies.
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RESEARCH
INTERPRETATION

If the psychiatric facility does not have a reference library, professional and scientific
journals, books and research reports shall be available from a resource close enough to be
frequently utilized.

Attendance at scientific meetings with particular relevance to research in progress should
be encouraged and supported.



Joint Conmi ssion on Accreditation of Hospitals

ACCREDI TATI ON COUNCI L FOR FACILITIES FOR THE MENTALLY RETARDED

STANDARDS FOR RESI DENTI AL FACILITIES FOR THE MENTALLY RETARDED

( EXCERPT)

Adopted May 5, 1971

The devel opment of these Standards was supported, in part, by
Grant Nunmber 12-P-55178/5 from the Social and Rehabilitation Service,
and Grant Nunber 33121 from the Public Health Service,

U S. Departnent of Health, Education, and Wl fare.
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SECTI ON 5. RESEARCH

5.1 Encouragenent of Research

5. 1.

1

Recogni zi ng that the understandi ng, prevention, and arelioration of
nental retardation ultimtely depends upon know edge gai ned through
research, the administration and staff of the facility (and, in the
case of public facilities, the appropriate governmental agency) shal
encourage research activity.

5.1.1.1 Opportunities and resources should be nmade available to nmem
bers of the staff who are equi pped by interest and training
to conduct applied and/or basic research

5.1.1.1.1 Research resources and/or necessary research assis-
tance should be nmade available to all staff menbers
who have identified researchable problens rel ated
to the prograns for which they are responsible

5.1.1.2 Research by qualified investigators who are not staff nenbers
of the facility shall be encouraged

5.1.1.2.1 There shall be a witten policy concerning the con-
duct of research in the facility by investigators
who are not staff menbers.

5.1.1.2.2 Qutside researchers shall fulfill the same obli-
gations relative to staff information and feed-
back as do facility staff nenbers.

5.1.1.2.3 Consideration should be given to the assignment of
a facility staff menmber to each research project
conducted by outside investigators.

5.1.1.3 Were feasible, there shall be ongoing, cooperative prograns
of research and research training with colleges, universities,
and research agenci es.

5.1.2 The administration of the facility shall nake provision for the design

and conduct, or the supervision, of research that will objectively
evaluate the effectiveness of program conponents and contribute to in-
formed decision nmaking in the facility.

5.2 Review of Research Proposals

5.2.1 An interdisciplinary research comittee shall review all proposed

studies to ensure:

5.2.1.1 Adequacy of research design;
5.2.1.2 Inplenentation of ethical standards in the design.
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5.2.2 Facility staff nenbers shall be consulted regarding the planning of
research and the utilization of research findings in their areas of
conpetence and interest.

5.3 Conduct of Research

5.3.1 The facility shall follow, and conmply with, the appended Statement on
the Use of Human Subjects for Research of the Anerican Association on
Mental Deficiency, and with the statenent of assurance on research
i nvol vi ng human subjects required by the U S. Departnent of Health,
Education, and Welfare for projects supported by that agency.

5.3.1.1 For the purposes of these Standards, the requirements stated
in paragraphs 2, 3, 4, and 7 of the appended AAMD St at enent
shal | be understood to be mandatory, and wherever it occurs
in these paragraphs, the word "shoul d" shall be interpreted
to nean "shall.'

5.3.2 Investigators and others directly involved in the research shall:
5.3.2.1 Adhere to the ethical standards of their professions con-

cerning the conduct of research
5.3.2.2 Have access to the record of infornmed consent.

5.4 Reporting Research Results

5.4.1 The principal investigator of each research project shall be responsible
for comunicating to the staff of the facility the purpose, nature, out-
come, and possible practical or theoretical inplications of the research

5.4.1.1 Copies of the reports resulting from research projects shal
be maintained in the facility.

5.4.2 Where research findings are made public, care shall be taken to assure
the anonynmity of individual residents and parents.

5.4.3 dearly defined mechanisnms shall exist for informing staff menbers of
new research findings that have applicability to the prograns and ad-
mnistration of the facility.

5.4.3.1 There shall be evidence that currently applicable research
results are being inplenented in the facility's prograns.
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10.

Anerican Association on Mental Deficiency
Statement on the Use of Human Subjects for Research

PRI NCI PLES

Research in mental retardation must conformto the scientific, |egal, and
nmoral principles which justify all research, and shoul d emerge out of
sound theoretical bases or follow previously accepted research design

Research in mental retardation in which human subjects are used shoul d be
conducted only by scientifically qualified individuals in adequately

equi pped settings and with the appropriate liaison or supervision in which
a suitably qualified clinician is used. Were body integrity nay be vio-
lated or when otherw se appropriate, medical |iaison or supervision should
be incl uded.

Cinical research projects cannot be carried out legitimately unless the

i mportance of the objective is proportionate to the risk to the subject.
Such potential risks should be evaluated prior to work with subjects with
careful assessment of the inherent risks to subjects or others as conpared
with the benefits to individuals or society that will accrue fromthe re-
search, and nmust be reflected in the research design

Caution in exercise of research should not be limted to physical harm but
shoul d i nclude unwarranted psychol ogical inpairment to the individual sub-
ject or his famly.

Coercion of subjects or of famlies must be prohibited.

Conpensation should be provided for the expense or unusual inconvenience
caused by the research involvenent of the subject and/or his fanmly

Et hi cal aspects of experinmentation in nental retardation should be clearly
stated in the research design at all stages in its devel opnent.

Consent of the subject or of the subject's |egal guardian should be ob-
tained for any research.

Experi mentation should be planned in such a way as to avoid pain, suffering,
or inconvenience to the research subject and his famly or guardi an

The researcher must assunme responsibility for preparing an appropriate

report of his work and for nmaking this report available to coll eagues or
others in the scientific comunity
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NATI ONAL STANDARDS FOR COVMUNI TY MENTAL HEALTH CENTERS

A Report to Congress

by
The Secretary of Health, Education, and Wl fare

pursuant to
Section 304(b), Title Ill, of the Conmunity Ment al
Heal th Centers Anendments of 1975, PL 94-63.

prepared by
National Institute of Mental Health, Alcohol, Drug
Abuse, and Mental Health Adm nistration, U S. Public Health
Service, Departnment of Health, Education, and Wl fare,

Rockvill e, Maryl and, January 1977
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Excerpt from National Standards for Community Mental Health Centers,
A Report to Congress by the Secretary, Departnent of
Heal th, Education, and Welfare, January 1977.

Aients' Ri ghts

St andard #1

The Center shall establish witten policies which shall be
clearly posted and available to all those receiving services.
These shall describe clients' legal rights relating to services
rendered and all the rules and regulations governing their
conduct while clients of the Center.

Criteria
A Cients shall be informed of:
1. Al their rights, and all rules and regulations
governing their conduct while clients of the Center.
2. The treatments planned, the benefits expected, the
risks entailed, and their right to refuse any
treat ment
3. The use of any experinental or non-standard
forms of treatnent
4. The confidential treatnment given all infornae-
tion pertaining to them and their right to
approve the release of identifiable data.
5. Their right to be treated with full recognition
of their personal dignity and individuality and
need for privacy, respect, and consideration
Sour ce: Policy and Procedures Minual, staff and
client interviews, surveyor observation
B. These policies shall be witten in readily understand-

abl e | anguage.

Sour ce: Policy and Procedures Manual

C. These policies shall be witten in the mgjor |anguage(s)
spoken in the catchnent area

Sour ce: Policy and Procedures Manual
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St andard #2

There shall be procedures to assure that the rights of «clients
and their welfare are protected and that appropriately executed

written, informed consent is obtained whenever appropriate.
Criteria
A Witten, inforned consent shall be obtained for:
1. Al  experinmental treatments and procedures
2. Al'l  non-standard treatnents and procedures
3. All  procedures with an acknow edged i nherent

risk such as ECT and psychosurgery

4. Participation in provider education denonstration
programs such as those involving audiovisua
equi pmrent and one-way nirrors.

Sour ce: Policy and Procedures Mnua
B. The Center shall have a Protection of Client Rights
and Welfare Conmittee, made up of clinicians and
appropriate others, which shall periodically review

research and treatnent given at the Center, and
designate which are to be considered under categories

A 1,2, 3  above.

Sour ce: Policy and Procedures Manua

1. The Conmittee shall nmaintain nminutes which
include neeting tinmes, Conmittee nenbers present,
and matters discussed.

Sour ce: Client Rights and Wlfare Committee
m nut es
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CONSENT HANDBOCK, 1977
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( EXCERPT)

Consent Handbook

H. Rutherford Turnbull, 111
Editor

Douglas P. Biklen
Elizabeth M. Boggs
James W. Ellis
Charles V. Keeran, Jr.
Greig R. Siedor

Task Force of the AAMD Legislative and
Social Issues Committee, 1975-76

American Association on Mental Deficiency, Inc.
Special Publication No. 3
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G. Human Experimentation

Experimentation involves the application of unvalidated procedures
and may or may not be research, depending on whether or not the scien-
tific method is applied. Since these procedures require the direct expo-
sure of selected individuals to specified events or agents whose effects are
not always clearly known, they should be subjected to systematic analysis
utilizing acceptable research design.

However, even with this type of safeguard the use of mentally retarded
people as research subjects is a controversial ethical and professional
issue. This is so in part because there was a tendency toward “ exploita-
tion,” i.e., the relatively uncontrolled use of mentally retarded people as
research subjects, particularly those who were institutionalized. In part,
the institutionalized retarded were seen as an “available” and therefore
convenient population. Exploitation, however, also reflected a devalua-
tion of both the life and rights of retarded individuals.

It is also so in part, because, the Nirenberg trials revealed shocking
information on the uses of human beings as “research” subjects. The
trials led to the enunciation of minimum standards by which to protect
human research subjects.! One requirement was the individual’s in-
formed, uncoerced consent.

'AAMD Policy Statements on “Human Rights Review and Protection Boards’ and “Use
of Physical, Psychological and Psycho-pharmacological Procedures to Affect Behaviors of
Mentally Retarded Persons"and the work of the National Commisson on Experimentation
on Human Subjects reflect similar concerns for protecting human subjects.
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As standards were developed, refined and applied, questions arose
regarding the ability of individuals with impaired capacity to understand
the conditions and consequences of participation—the requirements,
risks, and potential benefits of a research activity. Unless this understand-
ing were achieved, could consent to participate as a research subject be
truly “informed”? Moreover, participation by people confined in institu-
tions was likely to result in rewards or special privileges for participating,
or in express or implied threats for refusing to participate. How could a
distinction be drawn among benefits, privileges, bribery, and implied
coercion? Could consent from anyone in an institution be truly “volun-
tary”?

Proposals recently have been made to exclude from research projects at
least institutionalized mentally retarded persons. But this development is
alarming. It threatens an abrupt decline in research: the major hope for
new knowledge that could benefit mentally retarded people.

By now, it is apparent that principles of normalization require that
retarded persons not be excluded automatically from participation in re-
search projects. However, their own inherent mental limitations and, at
times, the potentially coercive elements of the environments in which
they find themselves or in which the research will be conducted must be
recognized and reflected in consent procedures.

Minimum Requirements of All Research Proposals. A retarded person
should not be asked to participate in a proposed project if the research
objectives can be met, within reason. by the use of nonretarded subjects.
Further, the study must have a significant potential for directly benefiting
a given participant or for contributing new knowledge that might benefit
other retarded individuals or their families or prevent mental retardation.
(Note that the “direct benefit rule” is only one criterion for participation
in research; there is another criterion.)

If the proposed project meets these conditions, then it must be re-
viewed and endorsed as scientifically sound. Moreover, the plans and
procedures for securing consent also must be reviewed and endorsed as
adequate. Two types of review, then, are required: one as to scientific
methodology, and another as to the adequacy of consent. Although these
two functions may be performed by one review body, they also may be
performed by two separate and distinct bodies. At least one body is
necessary, or else neither review function will be performed. A signifi-
cant problem with having one body perform both reviews is that this
group may be overloaded with members prejudiced in favor of research or
less inclined, because of their scientific training, to inquire closely into the
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issue of whether effective consent has been obtained. The AAMD Policy
Statement on “Use of Physical, Psychological and Psychopharmacologi-
cal Procedures to Affect Behaviors of Mentally Retarded Persons’ sets
forth the Association’s preference that two separate and distinct bodies
perform the two separate and distinct functions of review.

Mentally retarded people must not be exploited as research subjects.
They should not be used merely for the investigator’s convenience. To
put it another way, non-retarded people should not be used when the
research objectives can be met equally by them. This is so because they
are more likely to comprehend explanations regarding conditions of par-
ticipation, risk, intrusiveness, and reversibility. Yet, under some circum-
stances, it is wholly appropriate for retarded people to be included in a
project. This may occur, for example, when institutionalized mentally
retarded people furnish the only subjects for research, such as research on
the effects on the retarded of institutionalization or deinstitutionalization.
It may also occur in other circumstances. The following example will
clarify this point.

It is difficult to see why, except for convenience, the developer of a
new cold remedy would want to test it first upon a group of in-
stitutionalized mentally retarded people. Could not equal or better results
be obtained from tests on a “normal” population? However, at some
point in the development of this potentially valuable remedy, the research
design may call for a random sample of subjects. Failure to include re-
tarded people who were naturally selected by the random process might
modify the results. Furthermore, out-of-hand exclusion denies the re-
tarded person equal opportunity to exercise a choice regarding participa-
tion or non-participation. Finally, because of the potential benefits of
such a product to people living in close proximity, it may be possible to
justify a study in which only institutionalized mentally retarded people
would be utilized. This decision would be reached by evaluating the qual-
ity of the study, including a clear review of previous or related studies, the
potential benefits, and usual considerations for risk, intrusiveness, and
reversibility.

We acknowledge that research on institutionalized retarded persons
has been conducted for reasons that are not wholly or even partially
acceptable—for example, the convenience of the investigator. We also
recognize that research on such people in some instances has been abu-
sive. We do not, however, adopt the position that some people adopt, that
research on institutionalized mentally retarded persons should never,
under any circumstances, be performed. We approach research on such
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persons in a different way, believing that procedural safeguards of the sort
described throughout this handbook, coupled with professional ethics and
the sanctions of the law, will be powerful assurances against the unwise
and unpardonable practices of the past. (As noted in Chapter IV we do
not subscribe to the theory that “voluntary” consent never can be given
in an institutional environment.)

Who may determine when a retarded person’s participation as a human
subject in a research project is appropriate? The burden of responsibility
for the adequacy of the research and the consent procedures rests with
the investigator. Because of the potential for exploitation, a second re-
view should occur. An independent group of individuals with relevant
scientific expertise and adequate credentials as advocates should review
and approve the proposal. Such a review group is called for by guidelines
established by the Department of Health, Education, and Welfare. These
guidelines must be followed if the study is supported by federal funds and
they should be followed in all cases involving the use of human subjects.
Moreover, as we stated above, a separate review of consent procedures
should be carried out by another review body. These three reviews—by
the investigator and the two review boards—constitute the minimum
requirements for participation.

The Consent Procedure. Assuming the project meets the minimum re-
quirements, the usual factors of risk, intrusiveness (including pain and
discomfort), and reversibility will govern the formality of the consent
procedures. For example, a project that calls only for measuring a client’s
weight and height would require far less consent formality than one that
calls for the ingestion of a pharmaceutical or some other procedure having
a high risk-benefit expectation.

There should always be compliance with HEW consent requirements,
as follows:

(1) A fair explanation of the procedures to be followed, and their pur-
poses, including identification of any procedures which are experimental;

(2) A description of any attendant discomforts and risks reasonable to
be expected;

(3) A description of any benefits reasonable to be expected;

(4) A disclosure of any appropriate alternative procedures that might
be advantageous for the *“ subject;”

(5) An offer to answer any inquiries concerning the procedures; and

(6) An instruction that the person is free to withdraw his consent and to
discontinue participation in the project or activity at any time without
prejudice to the “ subject.”
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In addition, there should be an explanation of the requirements to be
made of the person as a participant in the project (i.e., what he will be
asked to do) and an explanation of the disposition of the data about the
participation.> As indicated, these explanations must be given in such a
fashion as to help the potential subject understand them. The mechanism
for testing this comprehension should be described in the proposal (see
Chapter V).

Certain situations deserve special consideration. One arises if the indi-
vidual lives in an institution: in his case, it is particularly important to
assure the absence of coercion or promised rewards. Also in his case it is
common to doubt his ability to fully understand the ramifications of con-
sent. Here, answers to two questions often suggest the appropriate deci-
sion:

1. Would another person with greater comprehension be equally suit-
able for the project?
2. How great are the potential benefits to the proposed subject himself?

If another person would be equally suitable and if the potential benefits to
the proposed subject himself are questionable. another person should be
sought. The decision becomes more difficult when the benefits and risks
are high and a suitable alternative person is hard to locate. Under these
circumstances, concurrent consent from an immediate family member or
other qualified advocate should be obtained. (To repeat, we reject the
“direct benefit” rule, see Chapter III.)

Occasionally, there will be high potential benefit and significant risks
for a person with limited ability to consent. Then, not even concurrent
consent is satisfactory. Investigators should secure an appropriately au-
thorized substitute consent. As indicated in Chapter Ill, substitute con-
sent can be provided by the parent or legal guardian.

In summary, an element of judgment enters all consent decisions. For
example, when can one be reasonably sure the person understands?

'0d data or previously collected specimens sometimes are useful in subsequent investiga-
tions. Can they be re-used? Again, the factors of risk, intrusiveness, and reversibility nust
be considered. Since it is old data or previously collected specinens, the consequences of
risk and reversibility have been net. Therefore, the major consideration is intrusiveness.
That el ement of intrusiveness nost likely to require reviewis confidentiality and privacy. In
this context, risk-benefit takes on a different hue. Wat type of individual would have access
to the information? Is direct identification of the person possible? Are the recipients or data
users accountable for conplying with simlar ethical considerations of confidentiality? Wat
are the potential benefits to the individual or to other nentally retarded people or to their
famlies? The answers to these questions will indicate the degree of formality of the consent
procedure.
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When can additional clarification be interpreted as coercion? When would
rewards be considered bribery? We know of no substitute for sound pro-
fessional judgment in arriving at these decisions.

In the final analysis, of course, the burden of responsibility for the
adequacy of the consent rests with the investigator. When in doubt, he
should take a conservative approach and exclude the proposed subject
from participation until that doubt has been removed. In short, the pro-
fessional should err on the side of a high degree of scrutiny and highly
formal consent mechanisms.

H. Behavioral and Social Research

Research involving interviewing, testing, observing, behavior treat-
ment (see Section E), and sociology is behavioral and social research. For
the purpose of this section, we are concerned with sociological,
psychological, and educational research (types of behavioral and social
research) that involve participation by human subjects.

The courts have not yet addressed behavioral and social research to the
same extent that they have addressed issues in human experimentation.
Nevertheless analogous law and good ethical and professional practice
suggest the considerations involved regarding consent of subjects in be-
havioral and social research.

No Consent Required. Some kinds of research will require no consent
by the subject. For example, researchers need not obtain consent to study
the daily, professional behavior of public officials, unless, of course, the
research poses some physical risk or is so intrusive as to abridge even the
particularly limited privacy rights of public officials. Similarly, research-
ers are relatively free without seeking consent, to observe people in pub-
lic settings, including schools, institutions, and bureaucracies. In many
states, it is also permissible to photograph (as part of research) people in
public settings, without their consent. Also, researchers who use only
aggregate data (e.g.. census statistics) would not concern themselves with
the isssue of consent.

Implied Consent. In other kinds of research, consent is implied by
virtue of the subject’s participation; express consent is not expected.
Most interviewing, including polling, is done in this fashion. A person’s
willingness to respond to the interviewer’'s questions implies consent.
Obviously, some interviewing research is considerably intrusive and may
have a significant impact on the subject. In such instances more formal
procedures for obtaining consent would be required.

When Express Consent is Required. When research involves risk or
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intrusiveness, and when its impact on the individua may be irreversible,
the researcher must seek express consent. Researchers may be better
able to decide whether to seek consent if they have asked the following
questions: |s there some stigma associated with participation? Does the
research involve a potentially harmful denial of treatment? Is the envi-
ronment in which consent has been sought at all coercive? For example,
is one’s admission to an habilitative program contingent upon consent to
participate in a research project? Is the research designed to benefit the
individual directly, significantly, marginally, or not at all? Could the re-
search be completed with the involvement of non-retarded persons?

In a non-coercive atmosphere, the researcher should fully describe the
nature of a person’s involvement, usually the research purpose (this may
not be essential in all instances), the duration of involvement, all potential
risks, the degree to which the research will intrude on the participant’s
fife, the possible benefits to him, and whether the research conforms to
norms of research in the particular field (e.g., education or psychology.)
Researchers must also pay close attention to the matter of whether the
proposed subject can understand a description of the research. While the
foregoing information may be given verbally, sound professional, ethical
and legal judgment suggest that the researcher secure written consent.

As we have stated in Section G, “a retarded person should not be asked
to participate in a proposed project if the research can be met, within
reason, by the use of nonretarded subjects.” If the risks are minimal and
the results potentially valuable, a retarded person may participate as a
member of a random sample. However, research usually should involve a
mentally retarded person only when it will directly benefit him, when it
may have important results not directly beneficial to him that can be
accomplished only with his involvement, or when it has a significant
potential for contributing new knowledge that might be beneficial to other
retarded individuals or their families or lead to the prevention of mental
retardation.

Members of control groups must also be regarded as research subjects.
Whenever the control subject’s participation involves risk or intrusive-
ness, his consent should be obtained.

Review Boards. In addition to the following formal consent procedures
when there are elements of risk, intrusion, or irreversibility, researchers
would be wise to review their consent procedures with human subjects
review boards (see Section G). When behavioral or social research is
conducted, the board reviewing methodology should be comprised of at
least one behaviorist or social scientist, as appropriate.
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Several examples may help to clarify the degree of scrutiny of consent
to be applied by investigators and review boards. (A) Researchers who
are observing the clothing styles of all people (some of whom may be
retarded) who pass through a particular public setting would require no
consent at all. (B) Research in which the investigator interviews retarded
persons, anonymously, about their opinions on public issues would re-
quire no more than implied consent. (C) Research that involves
psychological testing of retarded persons whose ability to understand the
proposed procedure is questionable requires formal consent and, possi-
bly, concurrent consent or formal review by an independent board. (D) At
a more extreme end of the continuum, research that involves placing
persons in a mental retardation program would require formal consent
from that person and, possibly, depending on his capacity to understand
the proposed procedure, substitute consent as well; review by an inde-
pendent board also is appropriate.

Research that involves deception sometimes is necessary. The problem
is that when the investigator deceives the retarded person, the relation-
ship between them is impaired, the retarded individual’s views of other
investigators is adversely affected, public attitude toward research be-
comes jaundiced, the scientific community itself, together with its re-
search efforts, are prejudiced and the possibility of exploitation is in-
creased. Instead of avoiding all research that involves deception, the
investigator might find ways of conducting his research without informing
the participant in advance, of what hypotheses he intends to explore. He
should offer to explain the hypotheses after he conducts his research, and
he should, of course, offer the regular information about risk, intrusive-
ness, and irreversibility. It is one thing—a deplorable action—to play
games with retarded people by deceiving them; it is another to conduct
research in which the hypothesis is not stated in advance and in which
other facts are given in order to satisfy the element of “informed” con-
sent.

11-9






12

ADDI TI ONAL  READI NGS






10.

11.

12.

13.

ADDI TI ONAL  READI NGS

American Association on Mental Deficiency, Position Papers 1973-1975.

Arerican Psychol ogi cal Association, Behavior Therapy in Psychiatry,
A Report of the APA Task Force on Behavior Therapy, American Psycho-
| ogi cal Association, 1973.

Beecher, Henry K, Research and the I|ndividual: Human Studi es,
Little, Brown and Co., Boston, 1970, Chapter 2.

Conptroller CGeneral of the United States, Summary of a Report - Re-
turning the Mentally Disabled to the Community: The Government Needs
to Do Mre, Ceneral Accounting Ofice, January 7, 1977.

Ennis, Bruce and Siegel, Loren, The Rights of Mental Patients - An
ACLU Handbook, Avon Books, New York, 1973.

Freednan, Benjamin, A Mral Theory of Consent, The Hastings Center
Report, Vol. 5, No. 4, August 1975, p. 32.

Freund, Paul A., ed., Experinmentation with Human Subjects, George
Braziller, New York, 1969; especially the follow ng articles: Chap-

ter 1, Philosophical Reflections on Experinenting with Human Subjects,
Hans Jonas; Chapter 4, Scarce Resources and Medical Advancement, Henry
K. Beecher; Chapter 8, Reflections on Medical Experinentation in Hunans,
GQui do Cal abresi; Chapter 13, Special Subjects in Human Experinmentation,
Louis Lasagna; and Chapter 14, A Positive Approach to the Problem of
Human Experinmentation, Ceoffrey Edsall.

Friedman, Paul R, Legal Regulation of Applied Behavior Analysis in
Mental Institutions and Prisons, 17 Arizona Law Review 39, 1975.

G | boy, Janet and Schmidt, John, "Voluntary" Hospitalization of the
Mentally 111, 66 Northwestern University Law Review 429, Septenber/
Cct ober 1971.

Gof fman, Erving, Asylums, Al dine, Chicago, 1962.

Gol ann, Stuart and Frenmouw, WIlliam J., Ed., The Right to Treatnent for
Mental Patients, Irvington Publishers, Inc., New York, 1976.

Katz, Jay, Experinentation with Human Beings, Russell Sage, New York,
1972, Chapter 12, Experinmentation wth Unconprehending Subjects.

Kopol ow, Louis E., A Review of Mijor Inplications of the O Conner V.
Donal dson Decision, Am J. Psychiatry, Vol. 133, No. 4, April 1976,
p. 379.

12-1



14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24.

25.

Kittrie, Nicholas N, The Right to Be Different, Johns Hopkins Press,
Baltimore, 1971.

National Institute of Mental Health, Behavior Modification: Perspective
on a Current |ssue, DHEW 1975.

President's Conmmittee on Mental Retardation, Mental Retardation: The
Known and the Unknown, Washington, 1975.

Proceedi ngs of the Synposium on Ethical |ssues in Human Experinmentation:
The Case of WIIlowbrook State Hospital Research, The Urban Health Affairs
Program New York University Medical Center, 1972.

Ramsey, Paul, The Patient as Person, Yale University Press, New Haven,
1970, Chapter 1, Consent as a Canon of Loyalty.

Rosenhan, D.L., On Being Sane in Insane Places, Science, Vol. 170, p.
250, January 19, 1973.

Sidman, Mirray, Behavior-shaping with the Mentally Retarded, in Dininished

People, Norman R Bernstein, ed., Little, Brown and Co., Boston, 1970.

The Law and the Mentally Retarded (entire issue), Law and Psychol ogy
Revi ew, Spring 1975.

The W/ I owbrook Debate, World Medicine, Septenber 22, 1971 and Novenber
24, 1971.

United States Senate, Committee on the Judiciary, Subcommittee on the
Constitution, Hearings: Gvil Rights of Institutionalized Persons,
95th Congress, 1st Session, June and July 1977.

United States Senate, Committee on the Judiciary, Subcommittee on
Constitutional Rights, Individual Rights and the Federal Role in
Behavior Modification, 93rd Congress, 2nd Session, Novenber 1974,

Vi ewpoi nts on Behavioral Issues in Cosed Institutions, 17 Arizona
Law Review 1, 1975.

12-2

*U.S. GOVERNMENT PRINTING OFFICE : 1978 0-734-639/ 606


















DHEW Publication No. (OS) 78-0007





