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Education, and Welfare. 
ACTION: Notice of report and recom- 
mendations for public comment. 
SUMMARY: This report of the Na- 
tional Commission for the Protection 
of Human Subjects of Biomedical and 
Behavioral Research notes that in no 
other area subject to its scrutiny has 
the need for research been so clearly 
manifest. At the same time, it recog- 
nizes that the mentally infirm have 
long been victims of abuse and exploi- 
tation. The Commission’s recommen- 
dations call for careful review of re- 
search projects to establish the appro- 
priateness and safety of the proposed 
procedures, the competence of the in- 
vestigator, the adequacy of procedures 
to protect privacy, and the actual need 
to involve the institutionalized mental- 
ly infirm. The recommendations call 
for the informed consent of all compe- 
tent subjects or, where the subjects 
are incompetent, the assent of the 
subject and the informed consent of 
guardians or the authorization of a 
court. The safeguards required would 
become increasingly rigorous as the 
risks to be encountered increase. 
Where risks were more than minimal, 
or unrelated to direct benefit to the 
subjects, approval of a project would 
require consideration by a national 
ethical advisory board and by the Sec- 
retary of HEW. 
DATES: Written comments, views, ar- 
guments, and data with respect to the 
Commission’s recommendations are re- 
quested and should be received on or 
before May 16, 1978, if they are to re- 
ceive full consideration. 
ADDRESSES: Send comments to: 
Office for Protection from Research 
Risks, National Institutes of Health, 
9000 Rockville Pike, Bethesda, Md. 
20014. Additional copies of this Report 
and Recommendations may be ob- 
tained from the same address. All com- 
ments received will be available for in- 
spection at room 303, Westwood Build- 
ing, 5333 Westbard Avenue, Bethesda, 
Md., weekdays (Federal holidays ex- 
cepted) between the hours of 9 a.m. 
and 4:30 p.m. 

FOR FURTHER INFORMATION 
CONTACT: 

Dr. D. T. Chalkley, Director, Office 

for Protection from Research Risks, 
National Institutes of Health, 9000 
Rockville Pike, Bethesda, Md. 20014, 

SUPPLEMENTARY INFORMATION: 
on July 12, 1974, the National Re- 
search Act (Pub. L. 93–348) was signed 
into law, thereby creating the Nation- 
al Commission for the Protection of 
Human Subjects of Biomedical and 
Behavioral Research. Among the 
charges to the Commission were: (1) 
Identify the requirements for in- 
formed consent to participation in bio- 
medical and behavioral research by 
the institutionalized mentally infirm. 
and (2) investigate and study biomedi- 
cal and behavioral research conducted 
or supported under programs adminis- 
tered by the Secretary of HEW and in- 
volving the institutionalized mentally 
infirm to determine the nature of the 
consent obtained. In discharging this 
last responsibility, the Commission 
was to determine the adequacy of the 
information given the institutionalized 
mentally infirm respecting the nature 
and purposes of research, the risks 
and discomforts, anticipated benefits, 
and other matters necessary for in- 
formed consent, and the competence 
and the freedom of the institutional- 
ized mentally infirm to make a choice 
for or against involvement in research. 

On the basis of such investigation 
and study, the Commission was re- 
quired to make recommendations to 
the Secretary to assure that biomedi- 
cal and behavioral research conducted 
or supported under programs adminis- 
tered by him met the requirements re- 
specting informed consent identified 
by the Commission. 

The Secretary is required to publish 
any such recommendations of the 
Commission in the FEDERAL REGISTER, 
which he does herewith, and to pro- 
vide an opportunity for interested per- 
sons, institutions, organizations, and 
groups to submit written comments, 
views, arguments, and data with re- 
spect to these recommendations. Com- 
ments should be identified by the 
number of the recommendation, (1)– 
(5). 

The Secretary is further required to 
consider the Commission’s recommen- 
dations and any relevant comments or 
other matter submitted to him, on or 
before September 13, 1978, to: (1) De- 
termine whether the administrative 
action proposed by such recommenda- 
tions is appropriate to assure the pro- 
tection of human subjects of biomedi- 
cal and behavioral research conducted 
or sponsored under programs adminis- 
tered by him, and (2) if he determines 
that such action is not so appropriate, 
publish in the FEDERAL REGISTER such 
determination together with an ade- 
quate statement of the reasons for his 
determination. Since the Department 
has not yet completed its own review 
of this report, the views set forth in it 
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are not necessarily those of the De- 
partment of Health, Education, and 
Welfare. The Department will be eval- 
uating the report during the comment 
period. 

Dated March 1, 1978. 
JULIUS B. RICHMOND, 

Assistant Secretary for Health. 
Approved: March 6, 1978. 

JOSEPH A. CALIFANO, Jr., 
Secretary. 
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INTRODUCTION 

The National Commission for the 
Protection of Human Subjects of Bio- 
medical and Behavioral Research was 
established in 1974 under the National 
Research Act (Pub. L. 93–348) to devel- 
op ethical guidelines for the conduct 
of research involving human subjects 
and to make recommendations for the 
application of such guidelines to re- 
search conducted or supported by the 
Department of Health, Education, and 
Welfare (DHEW). The legislative man- 
date also directs the Commission to 
make recommendations to Congress 
regarding the protection of human 
subjects in research not subject to reg- 
ulation by DHEW. Classes of subjects 
that must receive the Commission’s 
particular attention include children, 
prisoners and those institutionalized 
as mentally infirm. 

The duties of the Commission with 
regard to research involving those in- 
stitutionalized as mentally infirm are 
as follows: 

The Commission shall identify the re- 
quirements for informed consent to partici- 
pation in biomedical and behavioral re- 
search by * * * the institutionalized mental- 
ly infirm. The Commission shall investigate 
and study biomedical and behavioral re- 
search conducted or supported under pro- 
grams administered by the Secretary 
[DHEW] and involving * * * the institution- 
alized mentally infirm to determine the 
nature of the consent obtained from such 
persons or their legal representatives before 
such persons were involved in such research; 
the adequacy of the information given them 
respecting the nature and purpose of the re- 
search, procedures to be used, risks and dis- 
comforts, anticipated benefits from the re- 
search, and other matters necesary for in- 
formed consent; and the competence and 
the freedom of the persons to make a choice 
for or against involvement in such research. 
On the basis of such investigation and study 
the Commission shall make such recommen- 
dations to the Secretary as it determines ap- 
propriate to assure that biomedical and be- 
havioral research conducted or supported 
under programs administered by him meets 
the requirements respecting informed con- 
sent identified by the Commission. 

This responsibility is broadened by a 
provision that the Commission make 
recommendations to Congress rgard- 
ing the protection of subjects (includ- 
ing those institutionalized as mentally 
infirm) involved in research not sub- 
ject to regulation by DHEW. 
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To discharge its duties under this 
mandate, the Commission studied the 
nature and extent of research in 
mental health and illness and retarda- 
tion and the issues surrounding the 
participation in research of those in- 
stitutionalized as mentally infirm. 
Commission members and staff visited 
a school for the mentally retarded and 
a large, urban mental hospital (both 
with research units) and talked with 
residents, staff, research personnel, 
members of the review committees, 
and administgrators. Representatives 
from professional societies, federal 
agencies and public interest groups, as 
well as members of the public, present- 
ed their views to the Commission at 
public hearing. The national Minority 
Conference on Human Experimenta- 
tion, convoked by the Commission to 
assure that viewpoints of minorities 
would be expressed, made recommen- 
dations to the Commission on research 
involving those institutionalized as 
mentally infirm. The Commission also 
reviewed papers and reports prepared 
under contract, including papers on in- 
formed consent and a survey of actual 
review and consent practices in re- 
search involving institutionalized sub- 
jects. Finally, the Commission con- 
ducted extensive deliberations in 
public and developed recommenda- 
tions on the participation of those in- 
stitutionalized as mentally infirm in 
research. 

The Commission’s recommendations 
are set forth at the outset of this 
report, followed by chapters present- 
ing background information, summar- 
ies of reports and views presented to 
the Commission, and analysis of the 
law with respect to reserch involving 
those institutionalized as mentally 
infirm, and an analysis of various ethi- 
cal arguments. An appendix to this 
report contains the text of reports and 
papers prepared under contract, other 
materials reviewed by the Commission 
in the course of its study and delibera- 
tions, and a selective bibliography. 

* * * * * 

DEFINITIONS 

The term “institutionalized mentally 
infirm” as used in section 202(a)(2) of 
the National Research Act is defined 
to include “individuals who are men- 
tally ill, mentally retarded, emotional- 
ly disturbed, psychotic, or senile, or 
who have other impairments of a simi- 
lar nature and who reside as patients 
in an institution.” Thus, the term 
“mentally infirm” was apparently in- 
tended to encompass a broad array of 
people who, because of cognitive or 
emotional handicaps, reside in stitu- 
tins and are subject to institutional 
constraints. Several problems with 
this term should be noted. 

First, the term “mentally infirm” is 
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not in current clinical use.* There is 
no reference to it in the “Diagnostic 
and Statistical Manual of Mental Dis- 
orders” published by the American 
Psychiatric Association. Second, there 
is considerable debate about whether 
symptoms that may result in 
institutionalization are properly char- 
acterized as diseases or illnesses in the 
conventional sense, or whether they 
represent problems in social adapta- 
tion. Research findings and current 
theories of personal adjustment recog- 
nize an interaction between biological 
and environmental factors resulting in 
behavior that society defines as illness 
and disability An alternative to psychi- 
atric diagnoses, which assume a medi- 
cal or disease model, is the view that 
disturbing behavior is more appropri- 
ately described in terms of the imme- 
diate antecedent and consequent con- 
ditions that evoke, reinforce and per- 
petuate that behavior. The use of the 
archaic term “infirm” is thus problem- 
atic since it implies limited physical 
functioning. Third, it is increasingly 
recognized that labelling may lead to 
stereotyped conceptions of people and 
their problems. Finally, it must be rec- 
ognized that some persons are institu- 
tionalized as mentally infirm because 
of misdiagnosis or by error. Therefore, 
the Commission uses the term “those 
institutionalized as mentally infirm” 
to avoid endorsing any particular 
theory of cause or intervention. 

The phrase “who reside as patients 
in an institution” refers, for the pur- 
pose of this report, to residents, either 
by voluntary admission or involuntary 
commitment, in public or private 
mental hospitals, psychiatric wards of 
general hospitals, community mental 
health centers, half-way houses or 
nursing homes for the mentally dis- 
abled, and similar institutions. It 
should be noted that such institutions 
may house individuals not mentioned 
specifically in the definition of the in- 
stitutionalized mentally infirm, most 
notably alcoholics and drug abusers. 
The Commission’s recommendations 
are applicable to research involving 
such individuals when they are resi- 
dents of such institutions. 

National policies toward 
deinstitutionalization and the use of 
alternative treatment modalities have 
resulted in an increase in the number 
of mentally disabled persons who 
reside outside traditional institutions. 
Such persons may be discharged from 
institutions or may be on “leave” or 
“furlough” status. They may reside in 

*Many individuals who commented on 
DHEW’s November 16, 1973 proposed policy 
objected to the use of the term “mentally 
infirm” because it reflects an antiquated 
notion of mental illness and its scope is un- 
clear, e.g., some felt it included those inca- 
pacitated as a result of physical conditions. 
DHEW substituted the term “mentally dis- 
abled” in the proposed rulemaking of 
August 23, 1974. 

foster homes, group homes or other 
facilities. If they remain on an institu- 
tion’s census and are therefore under 
the administrative responsibility of 
the institution, such persons are con- 
sidered to be covered by the recom- 
mendations in this report. 

RECOMMENDATIONS 

The following recommendations are 
directed to: 

The Secretary of Health, Education, 
and Welfare with respect to research 
that is conducted or supported under 
programs administered by DHEW and 
reported to DHEW in fulfillment of 
regulatory requirements; and 

The Congress, with respect to re- 
search that is not subject to regulation 
by the Secretary of Health, Education, 
and Welfare. 

Recommendation (1). Research in- 
volving those institutionalized as men- 
tally infirm may be conducted or sup- 
ported provided an Institutional 
Review Board has determined that: 
(A) the research methods are appro- 
priate to the objectives of the re- 
search: 

(B) the competence of the 
investigator(s) and the quality of the 
research facility are sufficient for the 
conduct of the research; 

(C) appropriate studies in nonhu- 
man systems have been conducted 
prior to the involvement of human 
subjects; 

(D) there are good reasons to involve 
institutionalized persons in the con- 
duct of the research; 

(E) risk of harm or discomfort is 
minimized by using the safest proce- 
dures consistent with sound research 
design and by using procedures per- 
formed for diagnostic or treatment 
purposes whenever possible; 

(F) adequate provisions are made to 
protect the privacy of the subjects and 
to maintain confidentiality of data; 

(G) selection of subjects among 
those institutionalized as mentally 
infirm will be equitable; 

(H) adequate provisions are made to 
assure that no prospective subject will 
be approached to participate in the re- 
search unless a person who is responsi- 
ble for the health care of the subject 
has determined that the invitation to 
participate in the research and such 
participation itself will not interfere 
with the health care of the subject; 
and 

(I) the conditions of all applicable 
subsequent recommendations are met. 

Comment: In this recommendation, 
the Commission establishes general 
conditions that should apply to the 
conduct of all research involving those 
institutionalized as mentally infirm. 
Subsequent recommendations impose 
additional conditions for different cat- 
egories of such research. Comments on 
the individual sections of this recom- 
mendation follow. 
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(A) Research should be judged ac- 
cording to the methodology of the rel- 
evant discipline to assure that the pro- 
posed procedures are appropriate for 
obtaining the information sought in 
the research. The biomedical aspects 
of a research protocol should be evalu- 
ated according to the methodology of 
the relevant biomedical sciences, and 
the behavioral aspects should be as- 
sessed according to the methodology 
of the relevant behavioral sciences. 
Biomedical research methods or de- 
signs should not be imposed inappro- 
priately on observational or behavioral 
research protocols or on the behavior- 
al portions of protocols involving both 
biomedical and behavioral approaches 
to an inquiry. 

(B) The experience and expertise of 
the principal investigator and research 
staff should be such that they will be 
able to perform competently the pro- 
cedures involved in the research and 
deal with any reasonably foreseeable 
adverse reactions that may arise in the 
course of the research. Also, the facili- 
ties where the research will take place 
should be adequate to meet any con- 
tingencies reasonably foreseeable in 
the conduct of the research and to 
assure the safety of the research sub- 
jects. 

(C) Where appropriate, drugs, de- 
vices and behavioral interventions 
should be studied first in nonhuman 
systems (e.g., animals, tissue, cells) in 
order to obtain sufficient data to justi- 
fy introduction into humans. In some 
instances (e.g., when the study in- 
volves cognitive functions or psychiat- 
ric conditions that have no parallel in 
animals, or when the research focuses 
on the nature and effects of 
institutionalization) it is clearly impos- 
sible to perform studies on animals. 
The investigator proposing a study 
that will involve those institutional- 
ized as mentally infirm should docu- 
ment the performance of prior studies 
in nonhuman systems or indicate why 
such studies are not feasible or appro- 
priate. 

(D) In reviewing proposals to involve 
institutionalized persons in research, 
the IRB should evaluate the appropri- 
ateness of involving alternative, 
noninstitutionalized populations in 
the study instead of, or along with, 
the institutionalized individuals. 
Sometimes the participation of alter- 
native populations will not be possible 
or relevant, as when the research is 
designed to study problems or func- 
tions that have no parallel in free- 
living persons, (e.g., studies of the ef- 
fects of institutionalization or studies 
related to persons, such as the pro- 
foundly retarded or the severely mul- 
tiply handicapped, who are almost 
always found in residential facilities). 
There may be times when the research 
design requires the participation of 
both institutionalized and 

noninstitutionalized subjects. This 
might occur, for example, in studies to 
determine the effectiveness of a given 
therapeutic approach on both moder- 
ately and severly disabled individuals, 
or to compare the effect of a patient’s 
residential situation on therapeutic re- 
sponse. 

The IRB should determine whether 
the involvement of institutionalized 
individuals in the research would be 
exploitive, and the burden should be 
on the investigator to show that it is 
appropriate to involve such individuals 
in the research. General factors to be 
considered in assessing the appropri- 
ateness of conducting research in an 
institution include whether the re- 
search is relevant to the subjects’ emo- 
tional or cognitive disability, whether 
individuals with the same disability 
are reasonably accessible to the inves- 
tigator outside the institutional set- 
ting, and whether the research is de- 
signed to study the nature of the insti- 
tutional process or the effect of some 
aspect of institutionalization on per- 
sons with a particular disability. 

Length of stay in an institution 
should be extended for the purpose of 
participating in or completing a re- 
search project only if a subject knowl- 
edgeably agrees. The IRB should 
review with special care any proposal 
to institutionalize subjects or to 
extend their stay in an institution 
solely for research purposes, to deter- 
mine whether the nature of the re- 
search in fact requires that it be con- 
ducted in such a setting. In making 
such a determination, the IRB should 
consider whether the facilities or per- 
sonnel necessary to conduct the re- 
search or to protect the subjects’ well- 
being are available only in an institu- 
tional setting, and whether, even if 
such is the case, part-time stay in a 
general hospital might suffice. 

(E) In order to minimize the risk of 
harm or discomfort to which persons 
in institutions are subjected, it is im- 
portant to design research so as to use 
materials (e.g., blood or urine samples) 
or information (e.g., measures of intel- 
lectual, psychiatric or neurological 
functioning) that are obtained for di- 
agnostic or therapeutic purposes, 
whenever possible. Moreover, when 
additional information or procedures 
are required, the investigator should 
use the safest means of accomplishing 
the objective, consistent with the re- 
search goal, information requirements 
and time constraints. 

(F) Adequate measures should be 
taken to protect the privacy of institu- 
tionalized subjects and to maintain 
the confidentiality of the data that 
are produced. The very fact of instu- 
tionalization, if divulged, may itself be 
harmful. Therefore, personally identi- 
fiable information should not be re- 
corded, except as necessary, and such 
information should be coded as soon 

as possible so that the research re- 
cords will not identify the subjects. 
Access to the code should be restricted 
to a “need to know” basis. Individually 
identifiable information should not be 
released to individuals unrelated to 
the research or the patient’s treat- 
ment without written authorization of 
the patient or the patient’s guardian 
of the person. Beyond this fundamen- 
tal protection for all institutionalized 
subjects, further procedures for pro- 
tecting confidentiality of particular 
data should be developed commensur- 
ate with the sensitivity of the informa- 
tion. 

(G) It is the responsibility of the 
IRB to monitor the overall distribu- 
tion of research burdens and benefits 
in the institution under its authority, 
and to guard against the inequitable 
distribution of either. Subjects in an 
institution should be selected so that 
any burdens of research do not fall 
disproportionately on those who are 
least able to make decisions regarding 
participation in research. Further, one 
group of patients should not be of- 
fered opportunities to participate in 
research involving procedures or ther- 
apies from which they may derive 
benefit to the unfair exclusion of 
other, equally suitable, groups of pa- 
tients. 

(H) The IRB should determine, for 
each protocol, the appropriate person 
from whom to request permission to 
approach prospective subjects. The 
purpose of this recommendation is to 
assure that the well-being of a patient 
is not adversely affected by the re- 
quest to participate in research, and 
that participation does not interfere 
with patient care. In addition, the pro- 
vision is designed to assure that pa- 
tients do not become involved in re- 
search that would pose additional risk 
to them as a consequence, for exam- 
ple, of drug interactions with their 
medical therapy. 

It is not necessary for the IRB to 
designate a particular individual to 
make the determination with respect 
to each patient, but rather the catego- 
ry of persons or relationship between 
the person making the determination 
and the patient. Where the proposed 
research involves mere observation, 
the superintendent of the institution 
or ward may be the appropriate 
person to give permission. Where the 
research involves some degree of risk, 
someone more immediately involved 
with the provision of care for the pa- 
tients should be consulted. In some 
cases, a social worker or psychologist 
may be the most qualified person; in 
other instances the IRB may deter- 
mine that the investigator should re- 
quest such permission from the physi- 
cian of record. 

When a potential subject’s physician 
or therapist of record is involved in 
the proposed research, independent 
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clinical judgment should be obtained 
regarding the appropriateness of in- 
cluding that patient in the research, 
This will avoid conflict of interest be- 
tween the objectives of health care 
and those of research, while still per- 
mitting clinicians, who may be espe- 
cially knowledgeable regarding prom- 
ising avenues of research, to apply 
their expertise in both enterprises. 

(I) Recommendation (1) sets forth 
general provisions that should apply 
to all research involving those institu- 
tionalized as mentally infirm. Subse- 
quent recommendations provide addi- 
tional conditions that must be met for 
the conduct or support of certain 
kinds of such research. Research pro- 
tocols should satisfy the conditions of 
one or more of the subsequent recom- 
mendations, as applicable. 

Recommendation (2). Research that 
does not present more than minimal 
risk to subjects who are institutional- 
ized as mentally infirm may be con- 
ducted or supported provided an Insti- 
tutional Review Board has determined 
that: (A) the conditions of recommen- 
dation (1) are met; and (B) adequate 
provisions are made to assure that no 
subject will participate in the research 
unless: (i) the subject consents to par- 
ticipation; 

(ii) if the subject is incapable of con- 
senting, the research is relevant to the 
subject’s condition and the subject as- 
sents or does not object to participa- 
tion; or 

(iii) if the subject objects to partici- 
pation, the research includes an inter- 
vention that holds out the prospect of 
direct benefit for the individual sub- 
ject or a monitoring procedure re- 
quired for the well-being of the sub- 
ject, and the subject’s participation is 
specifically authorized by a court of 
competent jurisdiction. 
Where appropriate, the Institutional 
Review Board should appoint a con- 
sent auditor to observe the consent 
process and determine whether each 
subject (i) consents, or (ii) is incapable 
of consenting and either assents or 
does not object, or (iii) objects to par- 
ticipation. 

Comment: For the purposes of this 
report, “minimal risk” means the risk 
(probability and magnitude of phys- 
ical or psychological harm or discom- 
fort) that is normally encountered in 
the daily lives, or in the routine medi- 
cal or psychological examination, of 
normal persons. Thus, for subjects 
who are institutionalized as mentally 
infirm, routine examination proce- 
dures present no more than minimal 
risk if the likely impact of such proce- 
dures on them is similar to what would 
be experienced by normal persons un- 
dergoing the procedures. The IRB 
may determine that prospective sub- 
jects who are institutionalized as men- 
tally infirm are likely to react more se- 
verely than normal persons to certain 

routine procedures; in such instances, 
the procedures present more than 
minimal risk to the subjects. On the 
other hand, information that is known 
about certain subjects, or their prior 
experience, may establish that the risk 
presented to them by routine proce- 
dures is equivalent to what would be 
presented to normal persons. For each 
research protocol, the IRB must deter- 
mine the degree of risk that would be 
presented to normal persons and then 
consider whether such risk is height- 
ened by the illness or 
institutionalization of the prospective 
subjects or class of subjects. 

The standard for “consent” by an in- 
stitutionalized subject under this and 
the following recommendations is the 
general standard for informed consent 
(see the Commission’s forthcoming re- 
ports on the ethical principles that 
should underlie research involving 
human subjects, and the performance 
of Institutional Review Boards). If the 
subject, because of illness or 
institutionalization, is incapable of 
giving informed consent to participate 
in research presenting no more than 
minimal risk, the subject’s “assent” 
should be sufficient to authorize par- 
ticipation, provided the research is rel- 
evant to the subject’s condition. 

The Commission has chosen the 
term “assent” to describe authoriza- 
tion by a person whose capacity to un- 
derstand and judge is somewhat im- 
paired by illness or 
institutionalization, but who remains 
functional. The standard for “assent” 
requires that the subject know what 
procedures will be performed in the re- 
search, choose freely to undergo those 
procedures, communicate this choice 
unambiguously, and be aware that 
subjects may withdraw from participa- 
tion. This standard for assent is in- 
tended to require a lesser degree of 
comprehension by the subject than 
would generally support informed con- 
sent, and it is not related to judicial 
determination of incompetency or 
commitment status. Assent is not in- 
tended to serve as a substitute for in- 
formed consent, but rather as the ap- 
plicable standard for agreement to 
participate where the subject is in- 
capable of giving informed consent 
and certain other conditions are satis- 
fied. Under Recommendation (2), 
those conditions require that the re- 
search be relevant to the subject’s con- 
dition and present no more than mini- 
mal risk. Additional circumstances 
under which assent may authorize 
participation in research are set forth 
in the following recommendations. 

Where the subject is incapable even 
of assenting, absence of objection 
should be sufficient to permit partici- 
pation in research that is relevant to 
the subject’s condition and presents 
no more than minimal risk. 

If the subject objects to participa- 
tion in research presenting no more 

than minimal risk, such participation 
may not be authorized except by a 
court of competent jurisdiction, and 
such authorization should not be 
sought except in cases where the re- 
search includes an intervention or 
monitoring procedure that is directly 
beneficial to the subject. The desires 
of a caring parent with respect to a 
subject’s participation should be pre- 
sented for the court’s consideration. 

The Institutional Review Board 
should determine whether it is appro- 
priate to appoint someone to audit the 
process of consent to participation in 
research presenting no more than 
minimal risk. Such a person, or “con- 
sent auditor,” should observe the con- 
sent process and determine on behalf 
of the Institutional Review Board 
whether each prospective subject con- 
sents, or, being incapable of consent- 
ing, assents, or objects to participation 
in the research. The function of the 
consent auditor, whose appointment is 
discretionary under Recommendations 
(2) and (3) but mandatory under Rec- 
ommendation (4), is discussed more 
fully in following comments. 

Recommendation (3). Research in 
which more than minimal risk to sub- 
jects who are institutionalized as men- 
tally infirm is presented by an inter- 
vention that holds out the prospect of 
direct benefit for the individual sub- 
jects, or by a monitoring procedure re- 
quired for the well-being of the sub- 
jects, may be conducted or supported 
provided an Institutional Review 
Board has determined that: 

(A) the conditions of Recommenda- 
tion (1) are met; 

(B) such risk is justified by the an- 
ticipated benefit to the subjects; 

(C) the relation of such risk to an- 
ticipated benefit to subjects is at least 
as favorable as that presented by al- 
ternative approaches: 

(D) adequate provisions are made to 
assure that no adult subject will par- 
ticipate in the research unless: 

(i) the subject consents to participa- 
tion; 

(ii) if the subject is incapable of con- 
senting, the subject assents to partici- 
pation (if there has been an adjudica- 
tion of incompetency, the permission 
of a guardian may also be required by 
state law); 

(iii) if the subject is incapable of as- 
senting, a guardian of the person gives 
permission (if a guardian of the person 
has not been appointed, such appoint- 
ment should be requested at a court of 
competent jurisdiction) or the sub- 
ject’s participation is specifically au- 
thorized by a court of competent juris- 
diction; or 

(iv) if the subject objects to partici- 
pation, the intervention holding out 
the prospect of direct benefit for the 
subject is available only in the context 
of the research and the subject’s par- 
ticipation is specifically authorized by 
a court of competent jurisdiction; and 
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(E) adequate provisions are made to 
assure that no child will participate in 
the research unless: 

(i) the subject assents (if capable) 
and the subject’s parent(s) or guardian 
give permission; or 

(ii) if the subject objects to partici- 
pation, the intervention holding out 
the prospect of direct benefit for the 
subject is available only in the context 
of the research and the subject’s par- 
ticipation is specifically authorized by 
a court of competent jurisdiction. 
Where appropriate, the Institutional 
Review Board should appoint a con- 
sent auditor to observe the consent 
process and determine whether each 
subject consents, or is incapable of 
consenting and assents, or objects to 
participation, and whether the permis- 
sion of the guardian of an adult sub- 
ject, or parent(s) of a child, who ob- 
jects should be supplemented by court 
authorization. 

Comment. Greater than minimal 
risk is permissible under this recom- 
mendation only if it is presented by an 
intervention that holds out the pros- 
pect of direct benefit to the individual 
subjects or by a monitoring procedure 
necessary to maintain the well-being 
of those subjects. Such risk is accept- 
able, for example, when all available 
treatments for a serious condition 
have been tried without success, and 
the remaining option is a new inter- 
vention under investigation. To be 
considered “direct,” the possibility of 
benefit to the subject must be fairly 
immediate. The expectation of success 
should be well-founded scientifically 
in order to justify undertaking what- 
ever risk is involved. It is also appro- 
priate to involve institutionalized indi- 
viduals in research when new biomedi- 
cal or behavioral procedures under in- 
vestigation present at least an equally 
favorable risk-benefit ratio as accepted 
therapeutic, diagnostic or preventive 
methods. 

The IRB should evaluate research 
protocols of this sort in the same way 
that comparable decisions are made in 
clinical practice. It should compare 
the anticipated benefits of the inter- 
vention under investigation (including 
the monitoring procedures necessary 
for care of the patient) with those of 
available alternative methods for 
achieving the same goal, and should 
also consider the risk and possible 
benefit of attempting no intervention 
whatsoever. In evaluating anticipated 
benefits of such research, the IRB 
should consider only benefits that will 
in fact accrue to the subjects of the re- 
search, rather than to their caretak- 
ers. If the research also includes an in- 
vestigative procedure that does not 
hold out the prospect of direct benefit 
to the subjects and presents more 
than minimal risk, the research should 
be reviewed under Recommendation 
(4) with respect to such procedure. 

An adult subject’s consent or assent, 
under the standards described in the 
Comment to Recommendation (2), 
above, should be sufficient to autho- 
rize participation in research that is 
reviewed under Recommendation (3). 
If the subject is incapable of consent- 
ing or assenting but does not object to 
participation, the permission of a 
guardian should be required to autho- 
rize participation; mere absence of ob- 
jection does not constitute sufficient 
grounds to proceed with research 
whenever that research presents more 
than minimal risk. If the subject is in- 
capable of assenting and does not have 
a legally appointed guardian of the 
person, arrangements should be made 
for requesting the appointment of a 
guardian following a court hearing in 
which the potential subject is repre- 
sented by a guardian ad litem and has 
the right to be present, to present wit- 
nesses, and to cross-examine witnesses. 
The patient may then be included as a 
research subject if the guardian gives 
permission. Alternatively, the court 
may specifically authorize such par- 
ticipation. It is the Commission’s 
intent that guardianships established 
pursuant to this recommendation be 
limited, with authority extending only 
to the provision and continuance or 
withdrawal of permission for the sub- 
ject’s participation in the research. An 
official serving in an institutional ca- 
pacity should not be considered a 
guardian for the purposes of these rec- 
ommendations. 

The objection of an adult subject 
should not be overridden unless a 
court of competent jurisdiction specifi- 
cally authorizes participation and, in 
addition, the intervention expected to 
provide direct benefit to the subject is 
available only in the context of re- 
search. Such would be the case, for ex- 
ample, with a new drug that the Food 
and Drug Administration restricts to 
controlled clinical trails until safety 
and efficacy have been demonstrated. 
This condition would not be satisfied 
by an intervention that the investiga- 
tor, at his or her discretion, deter- 
mines to make available only to par- 
ticipants in a research project. Fur- 
ther, in jurisdictions that grant insti- 
tutionalized individuals an unqualified 
right to refuse therapy, their objec- 
tion to participation in research will 
be binding. 

Generally, a child capable of assent- 
ing should be asked if he or she is will- 
ing to participate in the research. A 
child should not be included over his 
or her objection unless there is court 
permission and, as with adult subjects, 
the therapeutic intervention being 
studied is available only in the context 
of research. The desires of a caring 
parent regarding a child’s participa- 
tion should be presented for the 
court’s consideration. 

The Institutional Review Board 
should determine whether it is appro- 

priate to appoint an auditor to observe 
and assure the adequacy of the con- 
sent process for research reviewed 
under this recommendation. The 
IRB’s determination should be based 
on the nature of the subject popula- 
tion and the risks that are involved. If 
there is a substantial question about 
the ability of the subjects to assent or 
there is a significant degree of risk in- 
volved in the research, the appoint- 
ment of a consent auditor by the IRB 
would be appropriate. 

The auditor should determine 
whether subjects consent, assent or 
object to participation in research. In 
some instances it may be appropriate 
for the auditor to observe the conduct 
of the research after a subject has as- 
sented, in order to determine whether 
the subject continues to assent. The 
auditor should be responsible only to 
the Institutional Review Board with 
respect to such determinations and 
should not be involved (except in the 
capacity of consent auditor) with the 
research for which subjects are being 
sought. The auditor should be a 
person who is familiar with the phys- 
ical, psychological and social needs of 
the class of prospective subjects, as 
well as their legal status. 

In determining the ability of a sub- 
ject to assent, the auditor should take 
into consideration not only the indi- 
vidual’s ability to realize what proce- 
dures will be performed and to com- 
municate a judgment regarding par- 
ticipation, but also the individual’s 
length of stay in the institution and 
the opportunities that have been 
available during that period for 
making choices. Thus, the consent 
auditor should be sensitive to the ef- 
fects of prolonged institutionalization 
on a person’s ability to make choices 
regarding any aspect of his or her life. 

Recommendation (4). Research in 
which more than minimal risk to sub- 
jects who are institutionalized as men- 
tally infirm is present by an interven- 
tion that does not hold out the pros- 
pect of direct benefit for the individ- 
ual subjects, or by a monitoring proce- 
dure that is not required for the well- 
being of the subjects, may be conduct- 
ed or supported provided an Institu- 
tional Review Board has determined 
that: 

(A) the conditions of Recommenda- 
tion (1) are met; 

(B) such risk represents a minor in- 
creasde over minimal risk; 

(C) The anticipated knowledge (i) is 
of vital importance for the under- 
standing or amelioration of the type 
of disorder or condition of the sub- 
jects, or (ii) may reasonably be expect- 
ed to benefit the subjects in the 
future; 

(D) Adequate provisions are made to 
assure that no adult subject will par- 
ticipate in the research unless: 

(I) The subject consents to participa- 
tion; 
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(II) If the subject is incapable of 
consenting, the subject assents to par- 
ticipation (if there has been an adjudi- 
cation of incompetency, the permis- 
sion of a guardian may also be re- 
quired by State law); or 

(III) If the subject is incapable of as- 
senting, a guardian of the person gives 
permission (if a guardian of the person 
has not been appointed, such appoint- 
ment should be requested at a court of 
competent jurisdiction). 
The subject should not be involved in 
research over his or her objection. 

(E) If the subject is a child, the re- 
quirements of the Commission’s Rec- 
ommendations (5), (7) and (8) on re- 
search involving children are satisfied. 
The Institutional Review Board 
should appoint a consent auditor to 
observe the consent process and deter- 
mine whether each subject consents, 
or is incapable of consenting and as- 
sents, or objects to participation. 

Comment. In determining whether 
an intervention presents only a minor 
increment over minimal risk, the IRB 
should consider the degree of risk pre- 
sented from at least the following four 
perspectives: A common-sense estima- 
tion of the risk; an estimation based 
upon investigators’ experience with 
similar interventions or procedures; 
any statistical information that is 
available regarding such interventions 
or procedures; and the situation of the 
proposed subjects. 

Individuals who are institutionalized 
as mentally infirm may participate in 
research presenting a minor increment 
of risk above minimal, even if there is 
no expectation that they will derive 
direct (i.e., fairly immediate) benefit 
from such participation: Provided, 
There is good reason to believe the re- 
search will yield information of vital 
importance for the understanding of 
the condition for which the subjects 
have been institutionalized, or there is 
a possibility of remote benefit to the 
subjects, such as the eventual develop- 
ment of better treatment for their 
condition. In the former case, the ex- 
pectation may be only the develop- 
ment of better methods of diagnosis or 
prevention, so that others who are at 
risk for the disorder, or a future gen- 
eration of persons suffering from the 
disorder, will be the ones to benefit 
from the research. 

An adult subject’s consent or assent, 
under the standards described in the 
Comment to Recommendation (2), 
above, should be sufficient to autho- 
rize participation in research that is 
reviewed under Recommendation (4). 
If the subject is incapable of assenting 
but does not object to participation, 
the permission of a guardian of the 
person should be required to authorize 
participation. As noted previously, an 
official serving in an institutional ca- 
pacity should not be considered a 
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guardian for the purposes of these rec- 
ommendations. A subject’s objection 
to research that is reviewed under 
Recommendation (4) should be bind- 
ing. 

In its “Report and Recommenda- 
tions: Research Involving Children,” 
the Commission recommended condi- 
tions that must be met before children 
may participate in research that in- 
volves more than minimal risk and a 
procedure from which the subjects are 
not expected to benefit. Such condi- 
tions include a limitation on the 
amount of permissible risk (a minor 
increment above minimal), a limita- 
tion on the nature of permissible risk 
(reasonably commensurate with expe- 
riences inherent in the subject’s actual 
or expected medical, psychological or 
social situations), and specific provi- 
sions for the assent of the children 
and the permission of their parents or 
guardians. For this kind of research 
(i.e., where the subjects will derive no 
direct benefit as a result of participa- 
tion), a child’s objection to participa- 
tion should be binding. (See Recom- 
mendations (5), (7) and (8) of the 
Commission’s “Report and Recom- 
mendations: Research Involving Chil- 
dren.”) 

For research that is reviewed under 
Recommendation (4), the Institutional 
Review Board should appoint an audi- 
tor to observe and assure the adequacy 
of the consent process. Whereas the 
appointment of an auditor is at the 
discretion of the IRB under the previ- 
ous recommendations, it should be 
mandatory for research that presents 
more than minimal risk and does not 
hold out the prospect of direct benefit. 
The auditor should determine wheth- 
er subjects are capable of assenting 
and do in fact assent to participate; 
where appropriate, the auditor should 
also observe the conduct of the re- 
search to determine whether the sub- 
jects continue to assent. The auditor 
should assure that any objection by a 
subject is honored; there are no condi- 
tions under Recommendation (4) for 
overriding an objection. As stated pre- 
viously, the auditor should be respon- 
sible only to the Institutional Review 
Board and should not be involved 
(except in the capacity of consent 
auditor) in the conduct of the re- 
search. (Further statements regarding 
the qualifications and function of the 
consent auditor are set forth in the 
Comment to Recommendation (3).) 

Recommendation (5). Research that 
cannot be approved by an Institution- 
al Review Board under Recommenda- 
tions (2), (3), and (4), as applicable, 
may be conducted or supported pro- 
vided: 

(A) An Institutional Review Board 
has determined the following: 

(I) The conditions of Recommenda- 
tion (1) are met; and 

(II) The research presents an oppor- 
tunity to understand, prevent or alle- 

viate a serious problem affecting the 
health or welfare of persons institu- 
tionalized as mentally infirm; and 

(B) A national ethical advisory board 
and, following opportunity for public 
review and comment, the head of the 
responsible Federal department or 
agency have determined that: 

(I) The conduct of the research will 
be in accord with the basic ethical 
principles that should underlie the 
conduct of research involving human 
subjects; and 

(II) Adequate provisions are made 
for obtaining consent or assent of each 
subject or permission from a guardian 
of the person. 

Comment. If an IRB is unable to ap- 
prove a proposed research project 
under the conditions of Recommenda- 
tions (2), (3), and (4), as applicable, in 
certain circumstances the IRB may 
nevertheless certify the research for 
review and possible approval by a na- 
tional ethical advisory board and the 
head of the responsible department or 
agency. Such review is contigent upon 
an IRB’s determination that the re- 
search presents an opportunity to un- 
derstand, prevent or alleviate a serious 
problem affecting the health or wel- 
fare of those institutionalized as men- 
tally infirm, and that the provisions of 
Recommendation (1) are fulfilled. 
Thereafter, the research should be re- 
viewed by the national board and head 
of department or agency, with oppor- 
tunity for public comment, to deter- 
mine whether the research is justified 
by the importance of the knowledge 
sought and is in accord with basic ethi- 
cal principles that should underlie the 
conduct of research involving human 
subjects. Because of the importance of 
the ethical issues at stake, debate 
should be in a public forum, and con- 
duct of the research should be delayed 
pending Congressional notification 
and a reasonable opportunity for Con- 
gress to take action regarding the pro- 
posed research. 

The Commission believes that only 
research of major significance, in the 
presence of a serious health problem, 
would justify the approval of research 
under recommendation (5). The prob- 
lem addressed must be a grave one, 
there must be a reasonable expecta- 
tion of developing needed scientific in- 
formation, and an equitable method 
should be used for selecting subjects 
who will be invited to participate. The 
Commission believes that generally 
the authorization requirements of 
Recommendation (4) (D) and (E) 
should prevail; however, the ethical 
advisory board may recommend other- 
wise if it feels that the importance of 
the research justifies such a recom- 
mendation and that basic ethical prin- 
ciples will not be violated by so doing. 

CHAPTER 1. BACKGROUND 

Mental illness. It is difficult to esti- 
mate the extent of mental illness in 
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the United States. There is no nation- 
al registry, and there are difficulties in 
distinguishing psychiatric disorders 
from problems in living. Most authori- 
ties state that about 10 percent of the 
people in this country experience an 
incapacitating episode at some point in 
their lives. Of course, the number of 
individuals handicapped at a given 
time is much lower. The most recent 
data (1973) indicate that about 2.5 per- 
cent of the U.S. population receives 
mental health treatment in a given 
year. (1) 

There has been a radical shift of the 
locus of treatment over the past two 
decades. In 1955, 49 percent of patient 
care episodes were in state and county 
mental hospitals. By 1973, only 12 per- 
cent of the episodes were in such insti- 
tutions, while 49 percent were pro- 
vided through outpatient psychiatric 
services and 28 percent through com- 
munity mental health centers. (2) The 
general decline in the number of hos- 
pital beds in the United States has 
been most pronounced for psychiatric 
beds. While two decades ago half of 
the nation’s bed capacity was allocated 
to psychiatric patients, this proportion 
was reduced to 25 percent by 1974. (3) 

The declining role of state and 
county mental hospitals is related not 
only to expanded use of outpatient 
treatment, but also to an increased re- 
liance on nursing homes for those 
with long-term disabilities. From 1963 
to 1969, the proportion of resident pa- 
tients with mental disorders who 
reside in nursing homes, rather than 
in psychiatric hospitals, increased 
from 53 percent to 75 percent, and the 
trend presumably has continued. (4) 

The majority of inpatient beds in 
psychiatric facilities are in state hospi- 
tals which, along with the few remain- 
ing county hospitals, account for 71 
percent of these beds. Other facilities 
provide the following proportion of 
beds for inpatient psychiatric care: 
The Veterans Administration (10 per- 
cent), general hospitals (6 percent), 
residential treatment centers for emo- 
tionally disturbed children (5 percent), 
private/nonprofit psychiatric hospi- 
tals (4 percent), and federally funded 
comprehensive community mental 
health centers (3 percent). (5) In 1973, 
inpatient facilities cared for 1,679,608 
psychiatric episodes. (6) Most people 
admitted to these facilities are be- 
tween 18 and 64 years old. (7) 

The following table shows the distri- 
bution of admissions by diagnostic cat- 
egory for 1971. (8) 

PERCENT DISTRIBUTION 

All 
inpatient* 

Pub- 
lic 

Non- 
public 

All diagnoses 2...................... 100.0 100.0 100.0 
Mental retardation............ 1.2 1.7 .3 
Organic brain syndromes... 6.3 7.0 4.8 
Schizophrenia................... 27.0 31.0 18.5 

PERCENT DISTRIBUTION—Continued 

All 
inpatient* 

Pub- 
lic 

Non- 
public 

Depressive disorders........... 22.5 13.8 41.0 
Other psychotic disorders.. 1.6 1.4 2.2 
Alcoholism............................ 15.8 20.0 6.6 
Drug abuse.......................... 5.1 6.2 2.6 
All other disorders.............. 18.6 16.3 23.4 
Undiagnosed......................... 1.9 2.6 .6 

facilities for which the demographic characteristics 

1Excludes residential treatment centers for emo- 
tionally disturbed children and other multi-service 

of admissions were not available. 
2The diagnostic groupings used in this Table are 

defined in terms of the Diagnostic and Statistical 
Manual—DSM II, American Psychiatric Associ- 
ation, as follows: Mental Retardation 310–315; Or- 
ganic Brain Syndromes 290, 292, 293, 294 (except 
294.3), 309 (except 309.18, 309.14); Schizophrenia 
295; Depressive Disorders 296, 298.0, 300.4; Other 
Psychotic Disorders 297, 298.1–298.9; Alcohol Disor- 
ders 291, 309.13, 303; Drug Disorders 294.3, 309.14, 
304. 

The roles of sex and race are sug- 
gested by the observation that males 
are admitted more often than females, 
and nonwhites at a higher rate than 
whites. Nonwhite males are admitted 
to public mental health facilities at a 
rate eight times that for white males. 
It can also be noted from the above 
table that people diagnosed as schizo- 
phrenic tend to be admitted to public 
facilities, while depressive patients are 
more often admitted to nonpublic hos- 
pitals. 

Except for the residents of nursing 
homes, the duration of inpatient treat- 
ment has decreased dramatically. The 
median lengths of stay for public non- 
federal general hospitals, private and 
voluntary general hospitals, private 
mental hospitals, and Veterans Admin- 
istration general hospitals, range from 
7 to 24 days, while the median stay in 
state and county hospitals is 44 days. 
The latter facilities discharge over 75 
percent of their patients within three 
months and over 85 percent by the 
end of six months. (9) It is clear that 
some stereotyped notions about the lo- 
cation and duration of psychiatric 
treatment no longer apply. Many var- 
iables account for these changes, in- 
cluding an emphasis on community- 
based services, the use of psychotropic 
medications, a recognition of the epi- 
sodic nature of most illnesses, and a 
general liberalization of attitudes 
toward the care of the mentally ill. 

Mental retardation. There are four 
to six million retarded persons in the 
United States. Although mental retar- 
dation occurs among all socioeconomic 
groups, it appears disproportionately 
more often among the socially and 
economically disadvantaged. More 
than 20 million family members are di- 
rectly involved with retarded persons. 
(10) 

Approximately 200,000 persons 
reside in 176 public institutions for the 
retarded, and 28,000 reside in 1,031 pri- 
vate facilities. (11) In addition, it has 
been estimated that 8 percent of nurs- 

ing home residents are retarded, in- 
cluding 27 percent of those under age 
65 who reside in skilled nursing 
homes. (12) There are 30,000 retarded 
persons in state mental hospitals. (13) 
They are predominantly mildly and 
moderately retarded adults, in con- 
trast to residents of institutions spe- 
cifically for the retarded, 70 percent of 
whom are severely or profoundly re- 
tarded. Half of those with severe and 
profound retardation have at least one 
additional handicap, and over a third 
have two or more additional handi- 
caps. (14) 

The number of institutions for the 
mentally retarded has increased at an 
accelerating pace as a consequence of 
federal legislation (Mental Retarda- 
tion Facilities and Construction Act of 
1962, Pub. L. 88–164). New facilities, 
however, are so much smaller than the 
older institutions that there has been 
an overall 10 percent decline in the 
total population of public residential 
facilities since 1970. This is a reflec- 
tion of the “normalization” policy 
which asserts that most of the retard- 
ed can function in supervised commu- 
nity settings. (15) Progress is being 
made toward the national goal to dein- 
stitutionalize about one-third of the 
retarded persons living in public insti- 
tutions and return them to the com- 
munity. (16) “Normalization” is the 
policy underlying many approaches to 
retardation including housing, employ- 
ment, treatment and education, as well 
as standards for accreditation of facili- 
ties. (17) 

Admission Procedures: Mentally Ill. 
Procedures for admission to institu- 
tions for the mentally ill vary from 
state to state. Admissions are designat- 
ed as voluntary or involuntary. By and 
large, involuntary commitment occurs 
only after a judicial or administrative 
determination that an individual is 
dangerous to self or others, or is in 
need of treatment. (18) Involuntarily 
committed persons, because they have 
been deprived of liberty, are provided 
with some constitutional safeguards 
(for example, due process require- 
ments such as periodic review), but 
their freedom of choice with regard to 
treatment may be substantially cur- 
tailed. Voluntary residents are pre- 
sumed to have entered the institution 
on their own initiative or to have ac- 
quiesced to the judgment of others 
who have brought them to the institu- 
tion, although some voluntarily ad- 
mitted persons have agreed to 
institutionalization only when threat- 
ened with involuntary commitment. 
Voluntarily admitted persons usually 
must give notice to the institution 
before they may leave. They may have 
freedom to participate in treatment 
decisions. 

Admission Procedures: Mentally Re- 
tarded. Admission procedures for the 
retarded also vary among states. In 
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some states, admission procedures par- 
allel those for the mentally ill. In 
others, the states take the position 
that they provide protective services 
for the retarded and thus do not re- 
quire periodic judicial or administra- 
tive review for continued residence. 
The majority of institutionalized re- 
tarded persons are admitted without 
any legal proceedings; most enter a 
residential facility before their 
twenty-first birthday, most of them 
placed there by parents or guard- 
ians. (19) 

The severely and profoundly retard- 
ed and the senile are more likely to be 
long-term residents than are those ex- 
periencing acute symptoms of mental 
illness. There are no data available on 
the average length of stay of retarded 
residents in public facilities, nor are 
there data which show the extent to 
which discharged persons move to 
other kinds of institutions. (20) 

Thus, mentally infirm persons may 
be institutionalized for short or long 
periods. Commitment is usually for an 
indefinite term. Increasingly, however, 
legal restrictions are being placed on 
the length of time an involuntarily 
committed person may be kept for 
care or treatment without periodic 
review and evaluation. 
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CHAPTER 2. NATURE OF RESEARCH INVOLVING 

INFIRM* 
Research involving the mentally 

infirm is broad in scope, extending 
from cell physiology to social systems, 
from normal developmental processes 
to behaviors associated with specific 
disorders. The research may be biome- 
dical, behavioral or biobehavioral. As 
in studies of normal functioning, the 
current trend is to focus on the inter- 
action of physiological and behavioral 
processes. Studies involving those in- 
stitutionalized as mentally infirm may 
involve interventions that benefit the 
subjects directly, may be designed to 
contribute knowledge about the class 
of subjects, or may be unrelated to the 
conditions of the mental infirmity. 
Even in research not involving proce- 
dures designed to provide direct bene- 
fit to the health or well-being of the 
research subjects, however, there may 
be incidental or indirect benefits. 

Research that may benefit the sub- 
jects includes studies to improve exist- 
ing methods of biomedical or behav- 
ioral therapy, or to develop new educa- 
tional or training methods. The stud- 
ies may evalute somatic or behavioral 
therapies, such as research designed to 
determine differential responsiveness 
to a particular drug therapy, or to 
match particular clients with the most 
effective treatment. Studies may also 
assess the efficacy of techniques for 
remedial education, job training, elimi- 
nation of self-destructive and endan- 
gering behaviors, and teaching of per- 
sonal hygiene and social skills. 

Typical procedures for evaluating 
therapies include systematic observa- 
tion of behavior; interviews or admin- 
istration of questionnaires to resi- 
dents, families, employers, etc.; psy- 
chological, educational and vocational 
testing; and the compilation of data 
regarding length of stay, duration of 
community care following discharge 
from resident services, and number of 
readmissions, as these relate to indi- 
vidual outcome. Evaluation fo thera- 

*For fuller descriptions of research involv- 
ing those institutionalized as mentally 
infirm see: National Institute of Health, Re- 
search in the Service of Mental Health: 
Report of the Research Task Force of the Na- 
tional Institute of Mental Health, DHEW 
No. ADM–4–236, Washington, D.C., 1975. 

THOSE INSTITUTIONALIZED AS MENTALLY 

peutic procedures may also involve 
random allocation of subjects to treat- 
ments. 

A sizable proportion of research in- 
volving those institutionalized as men- 
tally infirm is designed to produce 
knowledge about various disabilities, 
the factors underlying or precipitating 
them, the accompanying biobehavioral 
changes, and their incidence or distri- 
bution. Biological aspects of such re- 
search may involve biochemical evalu- 
ation or analyses, such as comparison 
of metabolism or biochemistry of schi- 
zophrenics with that of normal or de- 
pressed persons, investigation of the 
role of neurotransmitters in psycho- 
ses, and attempts to identify biochemi- 
cal defects hypothesized to be geneti- 
cally transmitted. Procedures typically 
used in such research include the col- 
lection of urine, blood and spinal fluid 
samples. Behaviorally oriented re- 
search projects may investigate motor, 
perceptual or cognitive behavior of the 
mentally infirm as compared to nor- 
mals, such as studies of maze perfor- 
mance, visual or auditory thresholds, 
sentence completion and recall of 
serial digits. Although such research 
may benefit the class of subjects in 
the long run, much of it does not pro- 
vide any immediate benefit to the par- 
ticipating subject (except to the 
extent that additional attention, per- 
sonal interaction and monitoring of 
progress is beneficial to instutionalized 
persons). 

Other research involves evaluation 
of alternatives to institutionalization 
of the mentally infirm, such as outpa- 
tient treatment, half-way houses, com- 
munity care and other community- 
support programs. Alternative modes 
of institutionalization, such as in- 
creased resident-staff interaction, are 
also studied. Such studies may provide 
direct benefit to the individual sub- 
jects or may benefit long-term resi- 
dents indirectly by demonstrating the 
harmful effects of institutionalization 
and encouraging improvements in the 
organization or administration of insti- 
tutional facilities or the development 
of alternative treatment settings. 

A study conducted for the Commis- 
sion by the Survey Research Center, 
Institute for Social Research, Univer- 
sity of Michigan, collected data re- 
garding risks and benefits in research 
involving the mentally infirm. The 
findings of the Michigan study are 
summarized in Chapter 4 of this 
report. 

CHAPTER 3. EXTENT OF RESEARCH IN- 
VOLVING THOSE INSTITUTIONALIZED AS 
MENTALLY INFIRM 

Most federally sponsored research 
on mental health and illness is sup- 
ported or conducted by the Alcohol, 
Drug Abuse, and Mental Health Ad- 
ministration (ADAMHA), and within 
that agency by the National Institute 
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of Mental Health (NIMH). NIMH sup- 
ported approximately 1,050 research 
project grants in fiscal year 1975, at a 
cost of $62.7 million. Sixty-five percent 
of these grants in fiscal year 1975 were 
devoted to problem-oriented research 
and 35 percent to basic research. The 
total support of NIMH intramural and 
extramural research grants and con- 
tracts for fiscal year 1975 was distrib- 
uted as follows: 

Research focus 
Percent 

research 
funds 

Causes and prevention ............................ 63 
Amelioration .......................................... 19 
Diagnosis and epidemiology .................... 9 
Services delivery..................................... 8 
Dissemination and use of findings .......... 2 

Problem-oriented research included 
such areas as (1) diagnosis, descrip- 
tion, etiology and treatment of major 
psychiatric disorders; (2) developmen- 
tal and adjustment problems associat- 
ed with divorce, aging, school and 
sexual development; and (3) mental 
health aspects of crime, poverty, 
urban living and delinquency. Basic re- 
search related to such areas as preclin- 
ical drug research and fundamental 
biological, psychological and sociocul- 
tural processes (see figure 1). 

In order to identify the extent of 
NIMH supported research with the in- 
stitutionalized, NIMH searched its 
active project grants in five research 
support program areas (clinical re- 
search, applied research, psychophar- 
macology, epidemiology, and services 
development research) and found that 
approximately 100 projects of 500 in 
these areas involved an inpatient pop- 
ulation in fiscal year 1975. (1) 

The Veterans Administration (VA) is 
the next largest sponsor of mental 
health research involving the institu- 
tionalized and conducts the greatest 
number of research projects. VA sup- 
port for research on mental illness was 
$6.3 million (less that 10 percent of 
the VA research budget) for fiscal 
year 1973. Of the approximately 700 
research projects concerning mental 
health or illness conducted by the VA 
in 1973, 230 were directly related to 
the nonretarded mentally ill. Of these, 
70 percent were behavioral (for exam- 
ple, studies of the effects of 
institutionalization, attitude and moti- 
vation assessment, and behavior modi- 
fication using operant conditioning 

procedures), and 30 percent were bio- 
behavioral (for example, drug studies, 
psychophysiological measures, sleep 
and EEG studies) (see figure 2). (2) 

Figure 3 identifies federal agencies, 
in addition to those discussed above, 
which conduct or support research re- 
lating to mental health illness. The 
nature of research supported by other 
agencies does not differ, in any perti- 
nent way, from that supported by 
ADAMHA and the VA. (3) 

Most of the federally sponsored re- 
search relating to mental retardation 
is conducted by twelve Mental Retar- 
dation Research Centers administered 
by the National Institute of Child 
Health and Human Development 
(NICHD), and by University Affiliated 
Facilities administered by the Division 
of Developmental Disabilities with 
support from the Bureau of Education 
for the Handicapped (Office of Educa- 
tion) and from Maternal and Child 
Health Service (Health Services Ad- 
ministration). NICHD also supports 
biobehavioral and behavioral research 
not affiliated with the Centers. Re- 
search sponsored by the Mental Retar- 
dation Branch, NICHD, is summarized 
in Figure 4. (4) Of the $5 billion annu- 
ally expended for programs serving 
the retarded, less than one and one- 
half percent, or $62 million, is spent 
on research. (5) The National Institute 
of Neurological and Communicative 
Disorders and Stroke and the Reha- 
bilitation Services Administration also 
fund some retardation research. The 
total mental retardation research 
budget of DHEW was $31 million for 
1973. 
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CHAPTER 4. SURVEY OF RESEARCH PRO- 
CEDURES, RISKS AND BENEFITS, IN- 
FORMED CONSENT AND REVIEW PROCE- 
DURES 

Research involving the mentally 
infirm was the subject of a report and 
supplementary information prepared 
for the Commission by the Survey Re- 
search Center (SRC) at the University 
of Michigan. This report was not con- 
fined to studies involving institutional- 
ized persons, but included studies in 
which an investigator used a label 
such as mentally ill or retarded to de- 
scribe those involved as research sub- 
jects. The data came from SRC’s 
larger study of research involving 
human subjects, informed consent and 
review procedures at a probability 
sample of 61 institutions drawn from 
the more than 420 institutions that 
had Institutional Review Boards 
(IRB’s) approved by the Department 
of Health, Education, and Welfare.* 
The SRC report on research involving 
the mentally infirm was based primar- 
ily on analysis of consent forms used 
in this research and interviews with 
151 investigators, and 33 subjects, 12 
other individuals who provided third- 
party consent on the behalf of sub- 
jects, and a representative of each of 
the 13 IRB’s that reviewed research 
involving the mentally infirm between 
July 1974 and June 1975. With the ex- 
ception of data from subjects and 
third-parties, SRC believed the data to 
be statistically representative of the 
population from which the sample was 
drawn. 

Research involving the mentally 
infirm constituted nine percent of the 
research that was reviewed by the 
IRB’s at the 61 institutions in the 
sample. Sixty-four percent of the re- 
search involving the mentally infirm 
was reviewed by IRB’s at institutions 
for the mentally infirm; the remainder 
was reviewed by IRB’s at other institu- 
tions, primarily at medical schools and 
hospitals. 

Approximately 60 percent of the 
studies involving the mentally infirm 
were behavioral. Most of these studies 
involved psychological or educational 
testing, interviews or questionnaires, 
or behavioral observation, but about 
25 percent of the behavioral research 
entailed the study of an intervention 
of some kind (educational innovations, 
social or psychological therapies, or 
behavior modification). Biomedical re- 
search accounted for approximately a 
third of the projects involving the 
mentally infirm. Almost all of these 
projects involved the administration of 
drugs or the analysis of bodily fluids 
or tissue. Analyses of data or materials 
that had been obtained for other pur- 

*The study was confined to institution 
from which DHEW had accepted a “general 
assurance” of compliance with DHEW regu- 
lations for protection of human subjects. 

poses accounted for the remaining 
small fraction (about seven percent) of 
the research involving the mentally 
infirm. 

Subject selection. Subjects of this re- 
search were generally selected because 
of their mental condition. The pres- 
ence of a specific mental disorder was 
a selection criterion in 74 percent of 
the project reviewed by IRB’s in insti- 
tutions for the mentally infirm, and in 
94 percent of the projects in other in- 
stitutions. In institutions for the men- 
tally infirm, a diagnosis of psychosis 
was the most frequent selection crite- 
rion, being reported in half of the 
studies. Psychoses and neuroses were 
each a selection criterion in about a 
third of the studies in other institu- 
tions. Mental retardation was listed as 
a selection criterion in 13 percent of 
the studies involving the mentally 
infirm (although the retarded were 
subjects in 20 percent of the studies 
involving the mentally infirm). In 13 
percent of the projects involving the 
mentally infirm, the investigator did 
not mention mental condition of the 
subjects as a factor in subject selec- 
tion; it is possible some of this re- 
search could have been conducted on 
other populations. In about one-fourth 
of the projects involving the mentally 
infirm, investigators involved their 
own patients in the research. 

Risks and benefits of research in- 
volving the mentally infirm. Investiga- 
tors provided assessments of the prob- 
ability and magnitude of the risks and 
benefits of their research. Most risks 
to subjects were described as pertain- 
ing to minor psychological stress, em- 
barrassment or minor medical compli- 
cations, and most risks were assessed 
as of “very low” probability of occur- 
rence. Fewer than five percent of the 
studies involving the mentally infirm 
presented higher probabilities of more 
serious harms. More than one-third of 
the projects involving the mentally 
infirm were assessed by investigators 
as completely without risk. 

In analyzing the risks of research in- 
volving the mentally infirm, studies 
that were expected to be beneficial to 
subjects were compared to studies in 
which no such benefits were expected. 
(Projects “expected to benefit sub- 
jects” were defined as those which in- 
vestigators reported (a) to be conduted 
for the “primary purpose” of benefit- 
ing subjects or (b) to have a medium 
or high probability of benefiting sub- 
jects.) Just under half (46 percent) of 
the projects involving the mentally 
infirm were expected to benefit sub- 
jects. A larger percentage of the re- 
search conducted in institutions for 
the mentally infirm was expected to 
benefit subjects (49 percent) than was 
the research involving the mentally 
infirm conducted in other institutions 
(40 percent). Investigators’ assess- 
ments of most risks of research not ex- 

pected to benefit subjects were sub- 
stantially lower than for research in 
which benefit to subjects was expect- 
ed. For example, in studies expected to 
benefit subjects, investigators reported 
a “very low” probability of “serious 
medical complications” in 15 percent 
of the studies and a “low” probability 
in an additional two percent of the 
studies. In studies not expected to 
benefit subjects, comparable figures 
were one percent of each category. 
Similarly, in studies expected to bene- 
fit subjects, investigators reported a 
“very low” probability of “serious psy- 
chological stress” in 14 percent of the 
studies and a “low” probability in an 
additional two percent. Comparable 
figures in studies not expected to 
benefit subjects were nine percent and 
three percent. 

Informed consent.* IRB requests 
that changes be made in consent pro- 
cedures were relatively common in re- 
search involving the mentally infirm, 
occurring in about one-fifth of the 
projects. Consent changes were re- 
quired less frequently (11 percent) in 
projects in institutions for the mental- 
ly infirm than in projects at other in- 
stitutions (27 percent). Most of the 
consent changes pertained to consent 
forms rather than to the setting or cir- 
cumstances under which consent 
would be obtained. Consent changes 
were requested most frequently in 
studies that involved a behavioral in- 
tervention; the most frequent change 
in such projects was the requirement 
that consent be obtained in writing 
rather than orally. 

Oral or written consent was sought 
in more than 80 percent of the pro- 
jects involving the mentally infirm: 
the exceptions were reported to be due 
to (1) the investigator not having the 
names of subjects in a study of re- 
cords, (2) consent having been ob- 
tained elsewhere, (3) the absence of 
risk and (4) the IRB not having re- 
quired it. In about one-third of the 
projects involving the mentally infirm, 
consent was obtained from a third 
party (or “proxy”); third-party con- 
sent was involved most frequently in 
research involving the retarded (80 
percent) and was used most commonly 
in studies of behavioral interventions 
(59 percent). Third parties were usual- 
ly parents, relatives or legal guardians. 
In institutions for the mentally infirm, 
consent by the subject’s physician and 

*Because the terms “consent” and “proxy 
consent” were used in the survey, they 
appear in this section. As is explained in the 
Commission’s recommendations, the Com- 
mission has generally used the term 
“assent” to refer to the agreement to par- 
ticipate in research by an individual who is 
not competent to give legally effective in- 
formed consent. Similarly, the Commission 
has generally referred to “third-party per- 
mission,” which it believes to be a more ac- 
curate term than “third-party consent.” 
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by an institutional representative each 
occurred in one case (out of 83 stud- 
ies). Courts provided consent in about 
three percent of the studies involving 
the mentally infirm. In projects in 
which third-party consent was used, 
consent was obtained only from the 
third party about twice as often as it 
was obtained from subjects as well as 
the third party. Most investigators re- 
ported that third-party consent served 
to protect subjects “very well” or 
“fairly well,” but almost one-fifth of 
the investigators indicated otherwise. 
Reasons given included the third 
party’s not being able to understand 
the research or not caring about pro- 
tecting the subject’s rights. 

The major criteria for determining 
whether third-party consent would be 
used were the subject’s age and degree 
of illness. When age was a criterion, 
third-party consent was generally ob- 
tained for subjects 18 years or youn- 
ger; the age below which consent was 
not obtained from subjects as well as 
third parties’ was about nine years. 
Degree of illness, rather than age or 
intellect, was usually cited as the crite- 
rion for a third party to provide con- 
sent. In studies in which subjects were 
the patients of a physician other than 
the principal investigator, approval for 
a subject’s participation was obtained 
from the subject’s physician in a ma- 
jority of cases. 

Although consent forms were used 
in more than 80 percent of the re- 
search involving the mentally infirm, 
these forms tended to be incomplete 
and difficult to read. On an index of 
six consent elements mentioned in 
DHEW regulations (45 CFR 
46.103(c))—the purpose of the re- 
search, the procedures involved, the 
risks, the benefits, a statement that 
the subjects are free to withdraw from 
the research, and an invitation to ask 
questions—only five percent of the 
forms from institutions for the men- 
tally infirm and 21 percent of forms 
from other institutions were complete 
or nearly complete. Descriptions by in- 
vestigators of the topics covered in 
oral explanations added only negligi- 
bly to the report of information trans- 
mitted to subjects or proxies. 

Some elements appeared more fre- 
quently than others in consent forms. 
Most consent forms mentioned, at 
least briefly, the procedures and the 
purpose of the research. However, the 
benefits of the research (or the ab- 
sence of benefits to subjects) were 
mentioned in only about half of the 
consent forms. There was no mention 
of risk (or absence of risk) on about 40 
percent of the forms; of the studies in 
which risk was not mentioned either 
on the consent form or in the descrip- 
tion of material presented orally to 
subjects and proxies, almost two- 
thirds were described by investigators 
as entailing at least a “very low” prob- 

ability of minor harm to the subject. 
The instruction regarding withdrawal 
was present in most forms, and an 
offer to answer questions appeared in 
more than half of the consent forms. 
A description of alternative treat- 
ments might have been expected in 
projects designed primarily to benefit 
subjects; however, alternatives were 
mentioned only rarely on consent 
forms in such studies. 

The “reading-ease” of each consent 
form was measured using the Flesch 
Readability Yardstick.* The consent 
forms tended to be difficult to read. 
The “reading-ease” of most consent 
forms was comparable to that found in 
scholarly, academic material. Further- 
more, medical and technical terms ap- 
peared in most consent forms, and 
very few of such terms were accompa- 
nied by a lay explanation. It is ques- 
tionable whether many subjects or 
proxies would find these consent 
forms useful in making decisions re- 
garding participation in research. No 
information is available on the degree 
to which the difficult language of the 
consent forms was mitigated by oral 
explanations in simpler terms. 

Attitudes and suggestions of investi- 
gators. Most investigators conducting 
research involving the mentally infirm 
felt that the review procedure protects 
the rights of subjects and operates 
with reasonable efficiency, and a ma- 
jority indicated that the review proce- 
dure improves the quality of research. 
However, some investigators found the 
review procedure to be an unwarrant- 
ed intrusion on the investigator’s 
autonomy and charged review commit- 
tees with straying from their purpose, 
making judgments for which they are 
not qualified and impeding the pro- 
gress of research. They offered sugges- 
tions for reducing “bureaucratic prob- 
lems” such as the time-consuming 
nature of the review process, proposed 
that parts of the review process be 
eliminated (e.g., the review of research 
with little risk), proposed that IRBs 
should include more experienced in- 
vestigators as members, and called for 
better communication between the 
IRBs and investigators. A small 
number of investigators called for the 
strengthening of the review process 
through, for example, more extensive 
follow-up on the conduct of research 
approved by the IRBs. 

Attitudes and suggestions of subjects 
and proxies. Only a limited number of 
subjects (33) and proxies (12) were in- 
terviewed, and they do not comprise a 
representative sample; thus, responses 
must be treated with caution. In gen- 

* Rudolf Flesch, A New Readability Yard- 
stick, Journal of Applied Psychology, Vol. 
18, No 3, June 1948, pp. 221–233. The “read- 
ing-ease score” is based on word length, i.e., 
the average number of syllables per 100 
words, and sentence length, i.e., the average 
number of words per sentence. 

eral, these subjects and proxies indi- 
cated that they were satisfied with the 
clarity, sufficiency and accuracy of the 
information they had received regard- 
ing the research in which they were 
involved. About one-fourth would have 
liked more information. Several of the 
proxies indicated that the researchers 
had not explained the research to the 
subject, who did not have a good un- 
derstanding of what was going on. De- 
cisions regarding participation were 
apparently not difficult in most cases, 
with most respondents citing expecta- 
tions of benefit to the subject as the 
reason for agreeing. 

Approximately one-fourth of the re- 
spondents reported that unexpected 
difficulties had occurred as a result of 
the study. These difficulties included 
side-effects, physical discomforts and 
emotional problems. Several subjects 
described these difficulties as “some- 
what serious,” and one described them 
as “very serious.” On the other hand, 
more than two-thirds of the respon- 
dents said that the subject benefited 
from participation in the research, 
and most subjects reported that the 
actual experience of participating in 
the research was better than expected 
or the same as expected. More than 
two-thirds indicated willingness to par- 
ticipate in similar future studies. Rea- 
sons for not wanting to participate in- 
cluded the inconvenience involved, the 
lack of personal benefits, fear of side- 
effects, and belief that inadequate ex- 
planations were provided. 

About half of the subjects or proxies 
offered suggestions. The most fre- 
quent suggestions concerned the 
desire for more or better information 
in the consent process and for more 
kindness and courtesy in the conduct 
of the research. A small number called 
for improvements in the risk/benefit 
ratio of research. 

CHAPTER 5. ETHICAL ISSUES 

The general purpose of research in- 
volving those institutionalized as men- 
tally infirm is to increase knowlege 
about their disorders and 
institutionalization. The research 
often provides direct benefit to sub- 
jects, but some research may produce 
benefits for the subjects only in the 
future or may benefit only other per- 
sons at risk for, or suffering from, a 
mental disablility. When there is a 
reasonable probability that the sub- 
jects will benefit, the research is gen- 
erally considered justifiable. However, 
research in which procedures present 
no prospect of direct benefit to the 
subjects raises a variety of ethical 
problems about the protections and 
the rights of those institutionalized as 
mentally infirm and about the respon- 
sibilities of those charged with their 
care. 

The application of basic ethical prin- 
ciples to research involving those insti- 
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tutionalized as mentally infirm sug- 
gest possible solutions to the ethical 
problems presented by this type of re- 
search. The Commission has identified 
three such principles that should un- 
derlie the conduct of research involv- 
ing human subjects: respect for per- 
sons, beneficence and justice. 

RESPECT FOR PERSONS 

The requirement to obtain informed 
consent from reseach praticipants is 
perhaps the least controversial and, 
some have argued, most significant 
ethical imperative incumbent upon in- 
vestigators. This requirement has its 
moral basis in the principle of respect 
for persons. Thefunction of informed 
consent is to respect the preferences 
and choices of the potential research 
subject or, other words, to respect in- 
dividual autonomy. Even if others 
think that one’s choice is foolish or 
wrong, they should also respect that 
choice. As John Stuart Mill put it: 
The only freedom which deserves the name 
is that of pursuing our own good in our own 
way, so long as we do not attempt to deprive 
others of theirs, or impede their efforts to 
obtain it. Each is the proper guardian of his 
own health, whether bodily, or mental and 
spiritual. (1) 

When individuals have diminished 
autonomy and may be unable to exer- 
cise their right to self-determination, 
the principles of respect for persons 
and beneficence both require that 
they be protected from harm. The 
principle of beneficence, whic encour- 
ages avoidance of harm and promotion 
of good, underlies many models for 
third-party consent on behalf of in- 
competent subjects. (2) However, even 
with third-party consent, the principle 
of respect for persons requires consid- 
eration of how the incompetent 
person whould have acted if able. If it 
is known that a person would have 
acted in a specific way, then a substi- 
tute decision maker may be required 
to act accordingly, thus respecting the 
choices that the person would have 
made. Robert Veatch argues that since 
some persons institutionalized as men- 
tally infirm are intermittently compe- 
tent informed consent based on the 
right to self-determination would re- 
quire that a “formerly competent pa- 
tient’s wishes clearly expressed while 
competent should be determinative 
when the patient is no longer compe- 
tent.” (3) This model of informed con- 
sent emphasizes respect for persons 
rather than beneficence, and seeks to 
broaden to the maximum extent possi- 
ble the area in which autonomy 
should be operative. 

Some have argued that research 
that does not hold out the prospect of 
direct benefit to subjects should never 
involve incompetent persons. Paul 
Ramsey, for example, has written 
that: 
Nontherapeutic, nondiagnostic experimen- 
tation involving human subjects must be 

based on true consent if it is to proceed as a 
human enterprise. No child or adult incom- 
petent can choose to become a participating 
member of medical undertakings, and no 
one else on earth should decide to subject 
these people to investigations having no re- 
lation to their own treatment. That is a 
canon of loyalty to them. This they claim of 
us simply by being a human child or incom- 
petent * * *. 
By insisting on a voluntary consent of the 
human subject for all experimentation, the 
Nuremberg Code seemed to rule out alto- 
gether nontherapeutic experimentation on 
children or the incompetent. (4) 
This view has not gone unchallenged 
in ethical literature; moreover, the 
author of a memorandum to the war 
crimes court, from which the Nurem- 
berg Code was derived, had originally 
proposed that: 
In the case of mentally ill patients, for the 
purpose of experiments concerning the 
nature and treatment of nervous and 
mental illness or related subjects, such con- 
sent of the next of kin or legal guardian is 
required; whenever the mental state of the 
patient permits (that is, in those mentally 
ill patients who are not delirious or con- 
fused), his own consent should be obtained 
in addition. (5) 
Such a provision was not included in 
the final code, possibly because it did 
not apply to the specific cases under 
trial. 

In the case of “beneficial research,” 
Ramsey considers third-party consent 
a proper fulfillment of the obligation 
to protect vulnerable subjects, while in 
the case of “nonbeneficial research,” 
he considers third-party permission a 
breach of the duty to care and protect. 
It is not merely the exposure to possi- 
ble risk that he finds unacceptable; 
rather, it is the violation of a per- 
ceived right to determine the extent to 
which we shall share ourselves with 
others. It is thus an alleged violation 
of respect for persons (by treating 
others as means only) that is morally 
unacceptable to Ramsey. 

The most serious objection that can 
be raised regarding Ramsey’s view is 
that those who refuse to consent to 
participation in research should be dis- 
tinguished from those who are not 
able or legally qualified to consent. It 
is not a matter of serious controversy 
that those who are institutionalized as 
mentally infirm and refuse to partici- 
pate in “nonbeneficial” research 
should not be involved. But Ramsey 
neglects to distinguish, within the 
class of persons unable to consent le- 
gally, between those unable to make 
any decision and those who are able to 
make choices and who clearly agree or 
object to participate in research. 

Hans Jonas has injected another ele- 
ment of controversy into the discus- 
sion of research and respect for per- 
sons by suggesting that those persons 
most able to understand the nature of 
the research are most likely to be able 
to give adequately informed consent, 

and those persons least dependent or 
captive are most likely to give their 
consent freely. (6) However, one possi- 
ble criticism of Jonas’ selection crite- 
rion is that, if carried to its extreme, it 
could actually violate the principle of 
respect for persons. As the under- 
standing and freedom of a class of sub- 
jects decreases, then additional safe- 
guards may be imposed to insure that 
potential subjects’ decisions, whatever 
they may be, are autonomous. Yet it 
should not be assumed that the “most 
highly motivated, the most highly 
educated and the least ‘captive’ mem- 
bers of the community” are alone ca- 
pable of making rational and autono- 
mous decisions to participate in re- 
search. Such an assumption could 
unduly limit the choices of others. 

Respect for persons means in part 
that people should be allowed to make 
and pursue their own decisions so long 
as basic conditions of information, 
communication and voluntariness can 
be met. For this reason, Jonas’ pro- 
posed absolute prohibition on research 
that is unrelated to a patient’s illness 
is also open to criticism. There may be 
some individuals institutionalized as 
mentally infirm who possess sufficient 
powers of understanding and are suffi- 
ciently free from coercion to give valid 
consent. 

BENEFICENCE 

As previously noted, the principle of 
beneficence requires that subjects be 
protected from harm and that there 
be positive benefits from the research. 
This means that the possible good to 
be produced must justify the risk of 
harm to the subjects. Thus, benefi- 
cence requires a careful comparative 
analysis of possible harms to individ- 
ual subjects and possible benefits 
either to the subjects or to others. 

This application of risk/benefit anal- 
ysis to the involvement of those insti- 
tutionalized as mentally infirm raises 
no substantial controversy if applied 
exclusively to research involving inter- 
ventions from which the subjects may 
derive direct benefit. The major con- 
troversies arise over the involvement 
of persons for whom the research 
holds out no immediate prospect of 
direct benefit. Robert Veatch (7) and 
H. Tristram Engelhardt, Jr., (8) both 
argue that because of certain minimal 
duties each of us owes to society, we 
may reasonably be expected to bear 
minor risks for the general welfare of 
all. Richard McCormick also empha- 
sizes the duty to benefit others as the 
specific justification for research with 
subjects incapable of consent. (9) 

Furthermore, since some research 
involving the mentally infirm cannot 
be undertaken with any other group, 
and since this research may yield sig- 
nificant knowledge about the causes 
and treatment of mental disabilities, it 
is necessary to consider the conse- 
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quences of prohibiting such research. 
Some argue that prohibiting such re- 
search might harm the class of men- 
tally infirm persons as a whole by de- 
priving them of benefits they could 
have received if the research had pro- 
ceeded. Moreover, it is sometimes un- 
clear whether the subjects of a par- 
ticular research project will derive 
some indirect or future benefit from 
their participation. 

The ethical principle of beneficence 
thus provides several justifications for 
the general involvement of those insti- 
tutionalized as mentally infirm in re- 
search; however, most who acknowl- 
edge the importance of the principle 
of beneficence are also careful to set 
limits to what it may justify. David 
Hume remarked, for example, that 
one is not obliged to do a small good to 
society at the expense of a great harm 
to oneself. (10) Applying the principle 
to the research context, Engelhardt 
and Veatch have attempted to outline 
the specific circumstances in which be- 
neficence justifies participation. 

JUSTICE 

Questions of justice relevant to the 
selection of subjects of research occur 
at two levels—the levels of social jus- 
tice and individual justice. Social jus- 
tice demands a consideration of which 
classes of subjects ought and ought 
not to participate in research. Specific 
questions of social justice are: whether 
there should be an order of preferabil- 
ity in the selection of classes of sub- 
jects (e.g., adults before children, the 
competent before the incompetent). 
and whether those institutionalized as 
mentally infirm should be research 
subjects, and, if so, under what condi- 
tions they may be involved. Answers to 
these questions of social justice re- 
quire a theory about how to distribute 
benefits and burdens to various social 
classes. 

Individual justice demands a consid- 
eration of which individuals ought and 
ought not to participate in research. 
Thus, individual justice requires that 
after it has been determined that a 
particular class of subjects such as 
children or those institutionalized as 
mentally infirm may legitimately par- 
ticipate in research, it must be deter- 
mined which specific members of the 
class may participate. Answers to the 
questions of individual justice require 
a theory about how to distribute bene- 
fits and burdens to particular individ- 
uals. Thus, in addition to a theory of 
social distributive justice, a theory of 
individual distributive justice is neces- 
sary. 

Problems of social and individual 
justice are brought into sharp focus by 
the Willowbrook studies. (12) The first 
question, one of social justice, is 
whether research on an infectious dis- 
ease should involve those institutional- 
ized as mentally infirm. The American 

Bar Association (ABA) Commission on 
the Mentally Disabled has recom- 
mended that: 
The proposed research should relate direct- 
ly to the etiology, pathogenesis, prevention, 
diagnosis or treatment of mental disability, 
and should seek only such information as 
cannot be obtained from other types of sub- 
jects. (12) 

The ABA Commission further con- 
cluded that involving institutionalized 
persons in research on the causes or 
treatment of infections such as hepati- 
tis, which can be contracted by 
anyone, cannot be justified merely on 
the ground that such infections are 
widespread in some institutions. It 
said: “There is no acceptable reason 
why such research cannot be conduct- 
ed with [noninstitutionalized] subjects 
who are free and fully informed.” Al- 
though the ABA Commission does not 
attempt to justify its position on 
philosophical grounds, one could 
argue that the principle of justice, in a 
strict interpretation, requires that 
risks and burdens be distributed equal- 
ly, so that no class of persons is un- 
justly required to bear an unequal dis- 
tribution of burdens. If there are two 
classes of subjects, one of which is al- 
ready severely burdened and the other 
of which is much less burdened, then 
in order to equalize the distribution of 
burdens, the latter class ought to 
accept any additional risks. Because 
those institutionalized as mentally 
infirm are already burdened by their 
disabilities, other less burdened classes 
of persons should accept the risks of 
research. 

On the other hand, some theories 
would not prohibit participation of 
those institutionalized as mentally 
infirm in such research. One argument 
based on the considerations advanced 
by Engelhardt, Veatch and McCor- 
mick is the following: All persons, in- 
sofar as they are members of a social 
community, have a duty to help others 
in that community. As an expression 
of common humanity, every person 
ought to benefit others and ought to 
be benefited by others. Because these 
reciprocal duties of beneficence apply 
to all persons, an enhancement of 
benefits for society as a whole will 
result. Thus, persons who are mentally 
infirm share to an equal degree with 
other persons this duty of beneficence: 
and it might even be argued that it 
would be a violation of their right to 
pursue their moral obligations if this 
class of individuals were categorically 
excluded from such participation. Re- 
search entailing only minimal risk 
could, according to this theory, legiti- 
mately involve those institutionalized 
as mentally infirm even if other sub- 
jects were available—so long as there 
was equal involvement. 

Assuming for the moment that an 
acceptable theory of social justice 
would justify at least limited involve- 

ment of those institutionalized as 
mentally infirm in research, it would 
then be necessary to determine those 
criteria that are relevant to selecting 
individual subjects. With respect to a 
specific research project, it might be 
asked whether certain persons insitu- 
tionalized as mentally infirm, perhaps 
because of the nature of their infir- 
mity, are more likely to be harmed by 
participating in the research than 
other individuals. It might also be the 
case that some persons who are men- 
tally infirm have already participated 
in research and so should not be asked 
to participate again. If all persons 
have a duty of beneficence to help 
others, then it is morally relevant to 
know which individuals may have al- 
ready fulfilled this duty. 

THE CONFLICT BETWEEN AUTONOMY, 
JUSTICE AND BENEFICENCE 

When the three ethical principles— 
respect for persons, justice and benefi- 
cence—come into conflict, one must be 
given priority over the others (unless 
some compromise is possible), and the 
priority that is established will deter- 
mine how the related ethical problems 
are resolved. 

Considering, first, possible conflicts 
between respect for persons and jus- 
tice, one who gives absolute priority to 
respect for persons over justice would 
argue that there should be no restric- 
tions on the types of research in which 
those institutionalized as mentally 
infirm should be allowed to partici- 
pate, so long as they are able to give 
informed consent. The freedom to 
choose should not be restricted. In 
this view, problems about unfair distri- 
butions of burdens are not morally rel- 
evant, so long as individuals freely and 
knowledgeably choose to participate in 
the research, because the right to self- 
determination is so significant that it 
should not be restricted by a principle 
requiring equalization of burdens. In 
other words, even if a disproportionate 
number of persons institutionalized as 
mentally infirm choose to participate 
in research, one has no moral right to 
prevent them from doing so. 

By contrast, those who give priority 
to justice claim that self-determina- 
tion is important, but not absolute. 
Freedom of choice may be restricted 
legitimately when the demands of dis- 
tributive justice so require. In this 
view, one must first develop a theory 
of distributive justice; then, persons 
will be granted the maximum auton- 
omy consistent with the correct dis- 
tributive principles. In other words, in 
order to avoid disproportionately une- 
qual or unfair distributions of re- 
search burdens, the right to exercise 
self-determination may be restricted, 
since the value of fairness has moral 
priority over freedom of choice. 

Thus, when the research involves no 
direct benefit for the individual sub- 
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jects and is not related to the preven- 
tion or amelioration of mental disabil- 
ity, justice may require that no one 
class of persons, such as those institu- 
tionalized as mentally infirm, may be 
disproportionately used as subjects. 
However, if participation in the re- 
search may benefit the subjects, or if 
the research is directly related to the 
prevention or amelioration of their 
mental infirmity, then the decision to 
participate ought to rest with the indi- 
vidual subject or his designated surro- 
gate. 

There may be conflicts related to 
the principle of beneficence. For ex- 
ample, conflicts between beneficence 
and respect for persons are at the root 
of the problem of paternalism. Pater- 
nalism is the doctrine that one is justi- 
fied in interfering with a person’s ac- 
tions based on another’s judgment 
about that person’s own welfare or 
good. There is a wide divergence of 
opinion about the conditions, if any, 
under which paternalism is justified. 
(13) Those who emphasize the impor- 
tance of autonomy argue, as does 
Veatch, that: 
Blocking of experiments in which there is 
free and informed consent solely on the in- 
dependent grounds of paternalism seems 
rarely, if ever, justified. (14) 

In this view, beneficence is rarely, if 
ever, a sufficient reason to limit a per- 
son’s liberty, so long as the person is 
competent (and his actions do not 
cause harm to others). Even this view, 
however, is compatible with the belief 
that a weaker form of paternalism 
that applies to persons whose choices 
are uninformed or nonvoluntary is jus- 
tified. Thus, even those who stress 
autonomy may believe that paternal- 
ism is justified for individuals institu- 
tionalized as mentally infirm and who 
are incapable of meaningful consent 
or dissent. Others may go even further 
and argue for the general priority of 
the principle of beneficence over 
autonomy, believing that any person's 
autonomy may be restricted justifi- 
ably to prevent that person from un- 
dertaking actions that are unreason- 
ably risky. Thus, the extent to which 
paternalism seems justified depends 
upon the relative priority one gives to 
autonomy and beneficence, and upon 
the way in which autonomy is con- 
ceived. 

Serious ethical dilemmas are created 
by the conflicts between principles 
mentioned above. Move of the contro- 
versial ethical issues involving those 
institutionalized as mentally infirm 
could be structured in the form of 
such dilemmas. The resolution of 
those dilemmas requires striking a bal- 
ance among competing ethical obliga- 
tions. 
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CHAPTER 6. LEGAL PERSPECTIVES 

LEGAL EFFECTS OF INCOMPETENCE AND 
INSTITUTIONALIZATION GENERALLY 

The law with regard to those institu- 
tionalized as mentally infirm is com- 
plicated and in transition, and the law 
regarding research with this popula- 
tion is sparse. Case law is meager, and 
most state legislatures have yet to ad- 
dress themselves to this area; yet the 
issues are important. Because institu- 
tionalized individuals have restrictions 
placed on their liberty, their ability to 
give voluntary consent is placed in 
doubt (as is the case with prisoners). 

Further, because most forms of 
mental illness and retardation are 
viewed as disrupting cognitive or affec- 
tive functioning, there is concern 
whether persons suffering from these 
disabilities can consent to research, es- 
pecially if it involves risk of harm. 
Therefore, consent of a third party is 
usually considered necessary and suffi- 
cient (as has been the case with chil- 
dren) for persons with diminished ca- 
pacity to consent on their own. 

Third-party consent, however, brings 
two principles of law into conflict. The 
first is the underlying premise of the 
informed consent doctrine, reflected in 
Cardozo’s oft-quoted statement that 
“every human being of adult years and 
sound mind has a right to determine 
what shall be done with his own 
body.” (1) The second is the parens pa- 
triae doctrine, expressing the state’s 
traditional concern for those in need 
of special protection, primarily chil- 
dren and the mentally infirm. In fur- 
therance of that concern, the state has 
attenuated or abolished for some indi- 
viduals certain rights generally accord- 
ed others, including the right person- 
ally to consent (or refuse to consent) 
to medical care or participation in re- 
search. 

It is difficult to present a clear view 
of the legal rights of persons institu- 
tionalized as mentally infirm because 
there is great disparity among the 
states, first, in defining incompetence, 
and second, in limiting or protecting 
the rights of individuals either judged 
to be incompetent or institutionalized 
without such an adjudication. Compe- 
tency as a legal concept is multidimen- 
sional and arises in both the criminal 
and civil arenas. It takes many forms, 
and standards for determining compe- 
tency may vary with the context in 
which it is judged, e.g., competency to 
stand trial, to plead guilty, to manage 
one’s affairs, to form a contract, to 
make a will. 

Competency to consent to participa- 
tion in research may be viewed as a 
specific aspect of the ability to 
manage one’s affairs. Incompetency in 
this broader setting generally results 
in the appointment of guardians to 
protect persons or their property. 
However, a survey of the 50 states and 
the District of Columbia reveals that 
statutory provisions for the adjudica- 
tion of competency vary widely. 
Almost all statutes have what might 
be called a status component (i.e., 
some mental or physical condition) 
and a consequence component (i.e., a 
substantive standard). For example, 
appointment of a guardian may be 
permitted if the person is mentally ill 
(the status component) and is unable 
therefore to care for his physical well- 
being (the consequence component). 
Table One depicts the conditions re- 
quired by statute in each jurisdiction 
for an adjudication of incompetency. 
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Table Two summarizes the requisite 
substantive standard for each jurisdic- 
tion. Sometimes the substantive stan- 
dard must be met in addition to prov- 
ing that the status component exists; 
in a few jurisdictions, only the sub- 
stantive standard need exist. 
Many state statutes are irrelevant to 

the issue of competency to consent to 
research; they have provisions pertain- 
ing solely to property, estate and busi- 
ness affairs. Only those provisions re- 
lating to the ability to care for or 
make decisions concerning oneself, 
and perhaps those general provisions 
regarding the conduct of one’s person- 
al affairs, can be interpreted as apply- 
ing to participation as a research sub- 
ject. 
Court definitions of competency also 

vary. (2) Some courts determine com- 
petency according to the capacity to 
reach a decision based on rational rea- 
sons, i.e., whether the person has the 
ability to understand the nature of the 
procedure, to weigh its risks and bene- 
fits, and come to a reasonable determi- 
nation. Other courts determine compe- 
tency according to the capacity to 
reach a reasonable result, i.e., one a 
reasonable competent person might 
have made. Thus, if a person makes a 
decision that may result in substantial 
damage to mental or physical well- 
being, the court employed this stan- 
dard will consider that person incom- 
petent. Finally, a minority of courts 
determine competency according to 
the capacity to make a decision. This 
approach avoids the difficulties inher- 
ent in evaluating whether a person’s 
thinking is rational or irrational but 
precludes the aparent consent of those 
clearly out of touch with reality. Ac- 
cording to this standard, a person is 
judged competent if he or she has suf- 
ficient understanding of the nature of 
the procedures, its risks and benefits. 
and possible alternatives. If so, any de- 
cision, provided there is a decision, 
would be honored. 
Another problem area is the rela- 

tionship between the commitment pro- 
cess and the adjudication of incompe- 
tency. Institutionalization and incom- 
petence are not necessarily synony- 
mous; mere commitment of an individ- 
ual to an institution does not necessar- 
ily mean that person is incompetent to 
consent, according to some state stat- 
utes and a number of courts. (3) Some 
states have statutes that presume that 
institutionalized persons retain certain 
rights, e.g., the right to vote in Alaska, 
Georgia, Kentucky, Louisiana, Mary- 
land, New Mexico, New York, South 
Carolina, and South Dakota; the right 
to contract in Alaska, Kentucky, Lou- 
isiana, and South Carolina; the right 
to marry in South Carolina; and the 
right to make a will in Georgia and 
South Carolina. (4) By contrast, other 
states provide that “commitment to a 
hospital for the insane pursuant to 

statute is equivalent to a prior adjudi- 
cation of incompetency” (5) or apply 
blanket restrictions on the right of in- 
stitutionalized persons to marry, vote, 
contract, drive, or conduct their af- 
fairs, without any evidentiary hearing 
concerning the particular individual’s 
ability to exercise those rights. 

As a summary statement with regard 
to the relationship of 
institutionalization and competency, 
Allen, Ferster and Weihofen’s conclu- 
sion of a decade ago is as applicable 
today: 

The effect in law of a hospitalization 
order on the competency status of a patient 
varies from state to state. In a few states 
the hospitalization order is also an adjudica- 
tion of incompetency; in others, it results in 
at least presumptive incapacity; and in still 
others, there is a complete separation of 
hospitalization and incompetency * * * . In 
many states the effect of a hospitalization 
order cannot be determined from the writ- 
ten law, but the trend in legislation * * * 
has been toward the complete separation of 
hospitalization and incompetency. (6) 

The disparity among the states re- 
garding the effect on individual rights 
of institutionalization per se and of ad- 
judication of incompetency is compli- 
cated further by very different ap- 
proaches courts have taken in resolv- 
ing questions regarding the relative 
rights of patients, guardians and the 
state in matters relating to biomedical 
and behaviorial interventions. Al- 
though there has been a discernible 
trend in recent years for courts to pro- 
tect the rights of mental patients in 
specific areas, that trend is obscure at 
best in cases most relevant to research 
(e.g., those involving the imposition of 
therapy, the transplantation of organs 
or tissue, sterilization and, in a very 
few cases, participation in research). 

THE RIGHTS OF PATIENTS TO REFUSE 
THERAPEUTIC INTERVENTION 

Generally, informed consent is nec- 
essary before physicians or therapists 
may perform procedures intended to 
benefit their patients. While the law 
usually permits third-party consent to 
these procedures on behalf of persons 
adjudicated as incompetent, a few 
states have passed statutes that spe- 
cifically limit the performance of cer- 
tain medical procedures without per- 
sonal content, and some courts have 
restricted the imposition of certain 
therapies on unwilling or nonconsent- 
ing patients. The most frequently reg- 
ulated treatments are surgery; psycho- 
surgery, “experimental” therapies and 
electro-convulsive therapy (ECT). In 
addition, developing case law has se- 
verely circumscribed the power of the 
state to sterilize involuntarily commit- 
ted, incompetent persons without 
their consent, even though the proce- 
dure may be deemed therapeutic and 
in their best interest. 

The requirement of personal consent 
appears related to the severity, intru- 

siveness, irreversibility and experimen- 
tal (novel, untested) nature of the pro- 
posed interventions, regardless of 
whether or not they are viewed as 
beneficial. The outer reach of protec- 
tion imposed under such conditions is 
found in Kaimowitz v. Department of 
Mental Health. (7) This case concerned 
a patient, committed to a state mental 
hospital as a sexual psychopath, who 
agreed to participate in research de- 
signed to study the effects of amygda- 
lotomy (a form of psychosurgery) on 
agressive behavior. The court held 
that the combined effects of 
institutionalization and the hazardous 
and unknown effects of the proposed 
operation precluded a finding of ade- 
quate consent by the patient. The “in- 
herently coercive atmosphere” was 
said to prevent consent from being 
either “competent” or “voluntary,” 
while the lack of scientific basis for 
predicting the outcome of such a novel 
procedure was said to render consent 
“unknowledgeable.” The court also re- 
fused to acknowledge the validity of 
parental consent (which had also been 
given in this case) on the unelaborated 
ground that guardians may not con- 
sent to treatments to which the pa- 
tient could not consent. 

A number of courts have required a 
patient’s consent prior to the adminis- 
tration of ECT. For example, in New 
York City Health and Hospitals Corp. 
v. Stein, (8) the court rejected the ap- 
plication of a director of a public hos- 
pital to perform the procedure with- 
out personal consent. Although the 
court noted that without the proposed 
treatment the patient’s condition 
might become irreversible, it balanced 
this possibility against its concern that 
ECT was still “the subject of great 
controversy within the psychiatric 
profession, both as to its efficacy, and 
as to its dangers.” (9) Of particular im- 
portance in this case was the court’s 
determination that althought the pa- 
tient still met the standard for involu- 
tary commitment, she maintained the 
ability to consent or refuse to consent 
to such an intrusive form of interven- 
tion regardless of whether the court or 
the institutional staff agreed with the 
reasonableness of her decision. Cali- 
fornia, New York and Washington 
have enacted legislation to the same 
effect. (10) 

Under certain conditions, especially 
when “experimentation” is involved, 
the administration of drugs to invol- 
untarily committed mental patients 
without consent has also been prohib- 
ited. In Knecht v. Gillman, (11) a 
vomit-inducing drug, apomorphine, 
was injected into two unconsenting 
adults as part of an aversive condition- 
ing program in the Iowa Security 
Medical Facility. Concluding that the 
purpose of administering the drug in 
this case had been disciplinary rather 
than as treatment, the court held that 
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its administration to unwilling pa- 
tients was violation of the Eighth 
Amendment’s prohibition against 
cruel and unusual punishment. It then 
indicated that administration of apo- 
morphine would be permissible only if 
a physcian certified that each patient 
knowingly and voluntarily consented, 
understood the risks and purposes of 
the procedure, and if consent could be 
revoked at any time. Similarly, in 
Mackey v. Procunier, (12) a prisoner, 
transferred to the California medical 
facility at Vacaville, alleged that his 
constitutional rights were violated by 
the administration of a drug (without 
his consent) causing temporary paraly- 
sis and inability to breath, as part of 
psychiatric experimentation in aver- 
sive conditioning. The Ninth Circuit 
Court of Appeals held that proof of 
such allegations “could * * * raise seri- 
ous constitutional questions respecting 
cruel and unusual punishment or im- 
permissible tinkering with mental pro- 
cesses.”(13) 

The most widely known case in 
which experimentation with institu- 
tionalized mentally infirm subjects 
was an issue is Wyatt v. Stickney, (14) 
a far-ranging decision in which condi- 
tions at Alabama’s institutions for the 
mentally ill and retarded were thor- 
oughly scrutinized. Concluding that 
conditions in the facilities were so in- 
adequate as to violate the residents’ 
constitutional right to treatment, the 
court developed an extensive set of 
minimal standards to correct the defi- 
ciencies. Included in these standards 
was a provision declaring that mental- 
ly ill patients had “a right not to be 
subjected to treatment procedures 
such as lobotomy, electro-convulsive 
treatment, adversive [sic] reinforce- 
ment conditions or other unusual or 
hazardous treatment procedures with- 
out their express and informed con- 
sent after consultation with counsel or 
interested party of the patient’s 
choice.” (15) The court mandated that 
with regard to research: 

Patients shall have a right not to be sub- 
jected to experimental research without the 
express and informed consent of the patient 
if the patient is able to give such consent, 
and of his guardian or next of kin, after op- 
portunities for consultation with indepen- 
dent specialists and with legal counsel. Such 
proposed research shall first have been re- 
viewed and approved by the Institution’s 
Human Rights Committee before such con- 
sent shall be sought. Prior to such approval 
the Committee shall determine that such 
research complies with the principles of the 
statement on the Use of Human Subjects 
for Research of the American Association of 
Mental Deficiency and with the principles 
for research involving human subjects re- 
quired by the United States Department of 
Health, Education, and Welfare for projects 
supported by that agency. (16) 

In a companion decision concerning 
mentally retarded residents, the Wyatt 
court imposed the same restrictions on 

research, including review by the 
Human Rights Committee and person- 
al or third-party consent (depending 
on the capacity of the resident) before 
the use of behavior modification pro- 
grams involving noxious or aversive 
stimuli. The court also held that ECT 
was to be considered an experimental 
technique and this subject to the 
review and consent procedures pre- 
scribed for both research and aversive 
stimuli. Further, ECT could be admin- 
istered only “in extraordinary circum- 
stances to prevent self-nutilation lead- 
ing to repeated and possibly perma- 
nent physical damage * * * and only 
after alternative techniques have 
failed.” (17) Thus, even when the in- 
tervention in question is designed to 
benefit an incompetent patient, added 
layers of protection such as institu- 
tional and court review, or total prohi- 
bition, may be imposed when the pro- 
posed procedure is risky, invasive, nox- 
ious or permanent. 

It appears that there is a recent 
trend, both judicially and legislatively, 
to guarantee patients the right to 
refuse hazardous or “experimental” 
therapies. The implications of this 
trend for research suggest a require- 
ment to seek the affirmative consent 
of institutionalized patients prior to 
enrolling them in research involving 
therapeutic interventions, at least 
where any appreciable risk is involved. 
THE RIGHTS OF GUARDIANS REGARDING IN- 

TERVENTIONS NOT FOR THE BENEFIT OF 
THE INCOMPETENT 

When the proposed intervention is 
not perceived as directly benefiting 
the incompetent subject, there are 
greater constraints on proceeding 
without the consent of the subject. In 
fact, it has been argued that third- 
party consent should be permitted 
only when the patient will derive 
direct benefit; thus, theoretically, in- 
stitutionalized persons considered in- 
competent could never particpate in 
“nontherapeutic” endeavors. However, 
once again, there are few cases in this 
area. 

The most commonly litigated situa- 
tions concern sterilization and organ 
transplants. With regard to the 
former, for example, in Frazier v. Levi, 
(18) the mother of a mentally retard- 
ed woman with two illegitimate retard- 
ed children was denied permission to 
consent to sterilization of her daugh- 
ter because there was no evidence that 
it was medically necessary and the 
woman herself lacked the mental ca- 
pacity to consent. On the other hand, 
24 states have laws permitting steril- 
ization of persons with mental disor- 
ders in state institutions. (19) While 
the statutes vary in their provisions, 
most permit the institution superin- 
tendent to initiate a judicial or admin- 
istrative proceeding to hear the 
matter, while some also permit rela- 

tives, guardians, physicians or state 
welfare boards to initiate a hearing. 
Most statutes provide notice to the 
persons to be sterilized and entitle 
them to an opportunity to be heard. 
Newer statutes amplify the procedural 
safeguards, and some even provide for 
either personal or third-person con- 
sent. (20) Proposed federal regulations 
would prohibit the performance of 
sterilization in DHEW programs for 
any mentally incompetent or institu- 
tionalized individual unless the indi- 
vidual has given a court-sanctioned in- 
formed consent; and alternative pro- 
posal would absolutely prohibit such 
sterilization on a mentally incompe- 
tent person. (21) 

Although the cases are not uniform 
with regard to organ transplants, the 
decisions frequently rest on whether 
the court can find some benefit to the 
incompetent donor. A Louisiana court 
in In re Richardson (22) refused to 
allow a kidney transplant from a men- 
tally retarded child to his older sister 
arguing, by analogy to property rights, 
that a guardian is not permitted to 
make a donation that is not in the best 
interests of the incompetent. Finding 
no benefit to the child from the pro- 
posed bodily intrusion, it refused to 
recognize the validity of parental con- 
sent. On the other hand, in Strunk v. 
Strunk (23) a Kentucky court permit- 
ted a kidney transplant to an older 
brother from a severely retarded man 
who was institutionalized and incapa- 
ble of consenting for himself. The 
court permitted the procedure by find- 
ing benefit in the avoidance of psycho- 
logical injury, relying on psychiatric 
testimony that the death of the broth- 
er would have been traumatic for the 
incompetent. The court here also in- 
validated parental consent, however, 
finding authority for the operation in 
its equitable powers under the parens 
patriae doctrine. 

The most publicized example of re- 
search involving the institutionalized 
mentally retarded is the hepatitis ex- 
periment at the Willowbrook State 
School in New York. The crowded and 
unsanitary conditions at Willowbrook, 
coupled with lack of training in per- 
sonal hygiene, led to an epidemic of fe- 
cally borne infectious hepatitis. In an 
attempt to develop a vaccine for the 
disease, researchers infected newly ad- 
mitted retarded children whose par- 
ents had apparently consented to the 
procedure. All of the children risked 
serious illness, and many became sick. 
In subsequent litigation challenging 
the inhumane conditions and care of 
the residents generally, the court held 
that institutionalized retarded persons 
were constitutionally guaranteed pro- 
tection from harm (as carefully distin- 
uished by the court from the right to 
treatment). (24) Equating to some 
degree the rights of the institutional- 
ized retarded with those of prisoners, 
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the court stated that as “Willowbrook 
residents are for the most part con- 
fined behind locked gates, and are 
held without the posibility of a mean- 
ingful waiver of their right to free- 
dom, they must be entitled to at least 
the same living conditions as prison- 
ers. (25) A consent decree was ap- 
proved by the court in 1975 designed 
to insure enforcement of this right; in- 
cluded in that decree was an absolute 
prohibition against medical experi- 
mentation. (26) 

In sum, the conditions under which 
a guardian may consent to the perfor- 
mance of a nontherapeutic medical 
procedure on an incompetent individ- 
ual are not clear; and the law gives no 
guidance with respect to behavioral in- 
terventions. It is apparent, however, 
that where nontherapeutic biomedical 
procedures are permitted, additional 
layers of review may be imposed to 
evaluate the reasonableness of the 
guardian’s consent. 

THE RIGHT OF THE STATE TO IMPOSE 
THERAPY 

Under some conditions, the state 
may impose therapy on patients 
against their will. A significant case in 
point is Price v. Sheppard. (27) The 
plaintiff was committed to a state hos- 
pital as a “mentally ill-inebriate’’ upon 
petition by his mother. His diagnosis 
was changed subsequently to “simple 
schizophrenia” after he allegedly at- 
tempted to strangle one of the staff. 
After tranquilizers and antidepres- 
sants failed to reduce his assaultive be- 
havior, ECT was then prescribed and 
the consent of the plaintiff’s mother 
was sought prior to its administration. 
She refused on the advice of another 
psychiatrist, and drug treatment con- 
tinued. When Price continued to be 
aggressive, the hospital administered 
shock treatments without either his 
consent or that of his mother. Mrs. 
Price promptly filed a compliant, and 
the hospital defended its action of 
parens patriae grounds. While the 
court required judical review with rep- 
resentation for the patient before in- 
vasive forms of treatment could be ad- 
ministered, it agreed that the state 
could make decisions regarding psychi- 
atric treatment for those who were 
“presumptively, based on the fact of 
commitment on the ground of menta- 
lillness,* * * unable rationally [to] 
do so for themselves.” (28) The court 
reached this conclusion notwithstand- 
ing a state statute to the effect that 
commitment was not a judicial deter- 
mination of incompetency. The court 
reasoned, in a footnote, that because 
commitment required clear evidence 
that the person’s ability to control 
himself, conduct his affairs and use 
good judgment was lessened to such 
an extent that hospitalization was nec- 
essary the state was able to act for 
such an individual even in the absence 
of an adjudication of incompetency. 

The crucial question in such cases is 
the extent to which a presumption of 
rationality and autonomy will be en- 
forced. Clearly, any wholly arbitrary 
or unreasonable practice that permits 
nonconsensual invasion of one’s body 
is unconstitutional. The question is 
whether the state merely needs to 
show a reasonable basis for its practice 
and demonstrate that its action is re- 
lated to some legitimate state purpose, 
or whether courts will require that the 
state meet the more stringent test of 
demonstrating that it has some com- 
pelling (not merely reasonable) inter- 
est in interfering with autonomy, and 
can find no less drastic alternative for 
so doing. 

SOME DEVELOPING OPTIONS 

Because existing decisional and stat- 
utory law provides no clear answer re- 
garding the conditions under which 
those institutionalized as mentally 
infirm may be included in research, 
courts, commentators and legislators 
have proposed various means for bal- 
ancing self-determination of the 
mental patient and the paternalistic 
role of the state in this area. Among 
the options proposed are the follow- 
ing: 

1. Greater recognition of the concept 
of limited incompetency. One writer 
has suggested that “consent * * * 
should not depend upon the form of 
the patient’s illness, but rather, should 
depend upon the effect the illness has 
on the patient’s ability to understand 
the problems connected with his [par- 
ticipation].” (29) Washington’s statute 
is an example of a law explicitly recog- 
nizing the concept of limited incompe- 
tency: 

[T]he court shall impose * * * only such 
specific limitations and disabilities on a dis- 
abled person to be placed under a limited 
guardianship as the court finds necessary 
for such person’s protection and assistance. 
A person shall not be presumed to be incom- 
petent nor shall a person lose any legal 
rights or suffer any legal disabilities as the 
result of being placed under a limited guar- 
dianship except as to those rights and dis- 
abilities specifically set forth in the court 
order establishing such a limited guardian- 
ship. (30) 

Under this standard, persons institu- 
tionalized as mentally infirm would 
retain the right to consent or refuse to 
consent to research absent specific evi- 
dence concerning inability to exercise 
that right. 

2. Strict limitation of the concept of 
incompetency. Some commentators 
have offered the more radical proposal 
that standards concerning competency 
either be abolished or be established 
at a very low threshhold. For example, 
Friedman (31) suggests that the inqui- 
ry should go simply to whether the in- 
dividual is willing to consent and is 
able to answer affirmatively or nega- 
tively. As long as both of those condi- 

tions exist, all answers should be hon- 
ored despite the fact that they might 
have been evoked by reality distor- 
tions or stated in a perseverative, auto- 
matic manner. 

Goldstein suggests a similar test, not 
as an option, but as a requirement: 

The burden in law for incompetence 
should be very high. No evidence other than 
a showing that the patient is comatose 
should ordinarily be accepted as proof of in- 
competence * * *. To accept proxy consent 
is to authorize invasions of persons and per- 
sonality without regard to the wishes of the 
research subject—that is to deny them free- 
dom to choose without saying so. (32) 

No courts have adopted either Gold- 
stein’s or Friedman’s proposals. How- 
ever, in Wyatt v. Aderholt (33) the 
court ordered that before an incompe- 
tent mentally retarded resident could 
be sterilized, a review committee must 
determine that the resident “formed, 
without coercion, a genuine desire to 
be sterilized,” (34) not that he or she 
understood the procedure and arrived 
at a “rational” decision. 

3. Application of the doctrine of sub- 
stituted judgment. There are times 
when personal consent is impossible or 
extremely difficult (e.g., with mute, 
unconscious or profoundly retarded 
subjects). Assuming that an interven- 
tion is warranted, third-party consent 
may be accepted on the theory that 
“such paternalism is justified by the 
fact that it is rational to choose to 
have someone behave paternalistically 
toward us should we become incapable 
of looking out for ourselves.” (35) 

One traditional method of accom- 
plishing this purpose is the doctrine of 
substituted judgment, a concept usual- 
ly invoked in transfers of property. 
Under this rule, “the court may substi- 
tute its own judgment for the im- 
paired judgment of the incompetent, 
if * * * the result achieved is what the 
incompetent almost certainly would 
have desired * * *.” (36) Particularly 
relevant is the criterion, first an- 
nounced in a nineteenth centry Brit- 
ish case, Ex parte Whitbread, that the 
court act, “looking at what it is likely 
the Lunatic himself would do, if he 
were in a capacity to act * * *.” (37) 

The substituted judgment doctrine 
can be distinguished from what has 
been called the benefit rule, commonly 
applied in the context of third-party 
consent to research and treatment. As 
the earlier summary of case law indi- 
cates, the benefit rule would preclude 
all research involving incompetent 
subjects unless the subjects would 
derive a benefit from their participa- 
tion, even if competent persons in 
their position might have chosen oth- 
erwise. By contrast, the doctrine of 
substituted judgment would permit de- 
cisions to be made according to an in- 
competent person’s conception of his 
or her interests, based on an actual in- 
dication in the past of a willingness to 
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participate as a research subject or a 
communication of present willingness. 
This suggests that the substitute deci- 
sion-maker should know the institu- 
tionalized person well enough to be 
able to discern such willingness. 

TABLE l.—Required Conditions for the Ap- 
pointment of Guardians in Incompetency 
Adjudications 

DEFINITION OF TERMS 

1. Mental Illness: includes such terms as 
mental disorder, mental disease, insanity 
and the outmoded term “lunacy” still used 
by 5 states. 

2. Mental Retardation: includes mental de- 
ficiency, mental defective, and such out- 
moded terms as idiocy (9 states), imbecility 
(5 states), and feeblemindedness (1 state). 

3. Terms Connoting MI or MR: some stat- 
utes used such vague terms that they are 
difficult to classify in the first or second 
column. They include mental infirmity, 
mental weakness, unsound mind, mental in- 
capacity, mental disability, noncompos, 
want of understanding, deterioration of 
mentality. These may be taken to include 

both mental incompetency and mental re- 
tardation. 

4. Mental Incompetence: the term is in- 
cluded here to indicate the circularity of 
some incompetency provisions. In these 
states incompetency is adduced by proof of 
mental incompetency. 

5. Senility: includes terms such as age, ad- 
vanced age, old age, extreme old age. 

6. Physical Illness: includes physical inca- 
pacity, bodily infirmity, disease. 

7. Drug Use: includes such diverse stan- 
dards as chronic drug use, excessive drug 
use, drug addiction, drug dependence. 

8. Alcohol Use: includes such diverse stan- 
dards as habitual intoxication, chronic in- 
toxication, drunkenness, inebriety, alcohol- 
ism, excessive use of intoxicants. 

9. “Spendthrift” provisions: allow for ad- 
judication of incompetence when there is 
proof of “gaming,” “idleness,” “debauch- 
ery,” “improvidence,” or “vicious habits.” 

10. Other: this category includes catchall 
provisions (e.g., “and other causes”) as well 
as unclassifiable conditions such as compul- 
sory hospitalization, distracted person, im- 
prisonment, confinement in mental institu- 
tion for 1 year or more. 
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TABLE 2.—REQUIRED SUBSTANTIVE STANDARDS 

FOR THE APPOINTMENT OF GUARDIANS IN IN- 
COMPETENCY ADJUDICATIONS 

SELF AND STATE 

Lacks sufficient understanding or capacity 
to make (or communicate) responsible de- 
cisions concerning his person—Alaska, Ari- 
zona, Colorado, Idaho, Kansas, Maine, 
Maryland, Montana, North Dakota. 

Incapable of caring for (or taking care of) 
himself—Arkansas, Florida, Indiana, Iowa, 
Mississippi, Missouri, Texas, Vermont, 
Washington, Wisconsin. 

Incapable of taking proper care of himself— 
Ohio, Virginia. 

Incapable/incompetent to manage his 
person—Illinois, Minnesota. 

Unable, without assistance properly to 
manage and take care of himself—Nevada, 
Oregon, Utah, Wyoming. 

Unable properly to manage and care for his 
person and in consequence thereof is in 
danger of becoming victim of designing 
persons—Delaware. 

Incapable of governing (or managing) him- 
self—Connecticut, New Jersey, New York. 

Unable to care for his physical well-being— 
West Virginia. 

Unable properly to provide for his own per- 
sonal needs for physical health, food, 
clothing or shelter—California. 

In danger of substantially endangering his 
health or of becoming subject of abuse by 
other persons or becoming the victim of 
designing persons—Delaware. 

Lessened or unacquired capacity to use cus- 
tomary self-control, judgment, and discre- 
tion in conduct of social relations as to 
make it necessary or advisable for him to 
be under care, supervision, guidance, or 
control—Louisiana. 

Incapable of managing himself indepen- 
dently and requires supervision and care 
(mentally retarded only)—Maine. 

Unable to care for himself or manage his af- 
fairs and requires care, treatment, train- 
ing in a developmental center (mentally 
retarded only)—Tennessee. 

Incompetent to protect his rights—Maine. 

REQUIRED SUBSTANTIVE STANDARDS FOR THE 
APPOINTMENT OF GUARDIANS IN INCOMPE- 
TENCY ADJUDICATIONS 

PROPERTY AND  STATE 

Incapable of managing his property—Arkan- 
sas, Florida, Indiana, Iowa, Missouri, 
Oklahoma, Louisiana, South Dakota, 
Texas, Washington, Wisconsin. 

Unable, without assistance properly to 
manage and take care of his property— 
Nevada, Wyoming, Oregon, Utah. 

Unable properly to care for (or take care of) 

chusetts, Mississippi, Ohio, Vermont. 
Unable to manage his property effectively— 

Maryland. 
Incompetent to have charge and manage- 

ment of his property—Nebraska. 
Unable properly to manage and care for his 

property and in consequence thereof is in 
danger of dissipating or losing such prop- 
erty or of becoming the victim of design- 
ing persons—Delaware. 

Incapable of managing or taking care of his 
estate—Georgia, Kentucky, Mississippi, 
South Carolina. 

Incapable of properly handling or managing 
his estate—Virginia. 

Incompetent to manage his own estate— 
Maine, Minnesota. 

Incompetent to have care, custody, manage- 
ment of his estate—Michigan. 

his property—District Of Columbia, Massa- 

Lacks sufficient understanding or capacity 
to make or communicate responsible deci- 
sions concerning his estate—Kansas. 

Cannot effectively manage/apply his estate 
to necessary ends—Alaska. 

REQUIRED SUBSTANTIVE STANDARDS FOR THE 
APPOINTMENT OF GUARDIANS IN INCOMPE- 
TENCY ADJUDICATIONS 

PERSONAL AND BUSINESS AFFAIRS GENERALLY 
AND STATE 

Incapable of managing his affairs—Con- 
necticut, New Jersey, New York, Maine, 
North Carolina, Wyoming. 

Unable to manage his affairs effectively— 
Maryland. 

Unable to manage his affairs with pru- 
dence—New Hampshire. 

Lessened or unacquired capacity to use cus- 
tomary self-control, judgment, and discre- 
tion in conduct of his affairs as to make it 
necessary or advisable for him to be under 
care, supervision, guidance or control— 
Louisiana. 

Incapable of managing his affairs indepen- 
dently and requires supervision and care 
(mentally retarded only)—Maine. 

Unable to conduct his personal or business 
affairs (patients only)—New York. 

Unable to manage his business affairs— 
West Virginia. 

Incapable of managing his financial af- 
fairs—Texas 

Substantially unable to manage his own fi- 
nancial resources—California 

Family or Community (Spendthrift 
Provisions) 

So spends or wastes his estate as to expose 
himself or his family to want or suffer- 
ing—Illinois, Maine, New Hampshire, 
Rhode Island. 

So spends or wastes his estate or injures his 
person as to likely expose himself or his 
family to want or suffering—Minnesota. 

So spends or wastes his estate as to expose 
his town to expense—Maine, New Hamp- 
shire, Rhode Island. 

Fails to provide for his family or other per- 
sons for whom he is charged by law to 
provide—Ohio. 

Liable to dissipate property or become 
victim of designing persons—Pennsylva- 
nia. 

Lack of discretion in managing benefits re- 
ceived from public funds—Nebraska. 
NOTE.—One state, Hawaii, has no substan- 

tive standard. Determinations are made, in 
part, by a review committee of the Dept. of 
Social Services. Vermont also has a provi- 
sion for voluntary appointment of a guard- 
ian for persons who deem themselves 
unable to prudently manage their affairs. 
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CHAPTER 7. SITE VISITS 

The Commission made site visits to 
the Fernald State School for the Re- 
tarded and the associated Eunice Ken- 
nedy Shriver Center in Waltham, 
Mass., as well as to St. Elizabeths Hos- 
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pital in Washington, D.C. Both are in- 
stitutions for the mentally infirm at 
which research is conducted. 

“The Fernald School” is a state in- 
stitution for the mentally retarded 
which houses approximately 1,200 
residents, 900 of whom are adults. The 
Shriver Center is a research unit 
which is independently incorporated 
but located on school grounds. In addi- 
tion to research activities, the Center 
is involved in service and training pro- 
grams for the school. 

Research conducted at the school in- 
cludes metabolic studies, behavior 
modification studies, sociological stud- 
ies, evaluation of treatment, and neu- 
rological studies. A basic principle un- 
derlying research conducted at the 
school is that it must either be related 
to mental retardation (including etiol- 
ogy, care and treatment) or be directly 
therapeutic for the individual. 

The Commission members toured 
the school and spoke at length with 
residents, parents of residents, prima- 
ry care staff, research investigators 
and Institutional Review Board mem- 
bers. The Commission observed a be- 
havioral treatment program in which 
self-abusive and severely retarded per- 
sons were positively reinforced for ap- 
propriate behavior. 

The Commission learned that in 
Massachusetts retarded individuals 
over the age of 21 typically are in a 
consent limbo, in which they them- 
selves are functionally incompetent to 
give informed consent and no guard- 
ian, with authority to consent on their 
behalf, has been appointed by a court. 
This situation prevails even among re- 
tarded persons who are institutional- 
ized. Other issues which emerged 
during the visit include problems with 
identifying the point at which innova- 
tions in training methods cease to be 
considered research and become ac- 
cepted treatment practice, and the 
extent to which it is ethical not to con- 
duct research when there is a clear 
need to improve the care and training 
of retarded persons, as well as to pre- 
vent retardation, and to prevent the 
deterioration which may result from 
an institutional setting. 

“St. Elizabeths” is a federally owned 
hospital currently operated under the 
auspices of the National Institute of 
Mental Health. It houses approxi- 
mately 2,700 patients, most of whom 
are involuntarily committed. The hos- 
pital treats approximately 3,000 out- 
patients annually and sees an addi- 
tional 4,000 patients for screening or 
referral. To implement its objective of 
providing treatment for the mentally 
ill, the hospital conducts training and 
research programs. 

At St. Elizabeths research is re- 
viewed by the Research Review Execu- 
tive Board, a policy-making body com- 
prised of senior hospital staff, and the 
larger Research Advisory Panel which 
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reviews individual protocols. Protocols 
are submitted by professional staff, 
trainees and outside investigators. The 
Review Board, as a matter of policy, 
construes the review process as educa- 
tional for the investigator as well as to 
protect the research participants. 

For review purposes, research is de- 
fined broadly at St. Elizabeths and in- 
cludes observational, intervention, out- 
come and records studies. In actuality, 
very little research of any kind is 
being conducted; St. Elizabeth’s staff 
reported that in fiscal 1975, only 29 
protocols (of 49 submitted for review) 
were approved. In discussions with re- 
search staff, the Commission learned 
that all research conducted at St. Eliz- 
abeths Hospital relates to mental 
health care or diagnosis including, for 
example, research to develop basic in- 
formation about the metabolism and 
brain function of people with particu- 
lar illnesses. 

The Commission toured parts of the 
hospital including the community 
mental health center, a behavior 
modification treatment and research 
program, geriatric and youth units. 
the Forensic Program Division and the 
NIMH intramural research division. 

All research participants in the Wil- 
liam Alanson White Building (the 
principal research unit at St. Eliza- 
beths) are voluntary patients who 
retain all their civil rights. The clinical 
and research staff must respect these 
rights, even when patients appear to 
be too disturbed to exercise them ra- 
tionally. A voluntary patient who re- 
fuses treatment may be asked to leave 
the hospital, whereas an involuntary 
patient may be treated against his or 
her will. 

During discussions with research 
staff, Commission members explored 
the impact of FDA regulations which 
require that most drugs be tested first 
on normal volunteers. The St. Eliza- 
beths’ staff expressed doubt that the 
major drugs currently used for treat- 
ing psychiatric illnesses could be de- 
veloped in the U.S. today, given such 
requirements. 

Hospital staff viewed the presence of 
research as having a positive impact 
on patient care. Patients on research 
units benefit from the high staff-to- 
patient ratio, especially when the re- 
search involves careful monitoring of 
biochemical interventions. However, a 
dilemma arises in the testing of new 
drug therapies because of possible in- 
teraction with drug treatment that 
the patient normally receives. If regu- 
lar treatment is maintained concur- 
rently with the experimental drugs, 
synergistic effects may result; but if 
regular treatment is withheld, regres- 
sion may occur. 

Commission members met with par- 
ticipants in psychopharmacological re- 
search to assess their understanding of 
the purpose and nature of the re- 

search, the voluntariness of their par- 
ticipation, and the extent to which 
they seemed able to give informed con- 
sent. In addition, the Commission 
asked research staff about the nature 
and meaning of the concept of in- 
formed consent for severely disturbed 
individuals. Investigators replied that 
informed consent, as generally under- 
stood, may be impossible for acute 
psychotics to give. The reality of this 
problem was apparent. Patients’ think- 
ing may be fragmented, and they may 
be suspicious or uncommunicative. On 
the other hand, depressive patients 
may be dependent upon others and 
may consent too freely. The Commis- 
sion was urged to find a new way to 
conceptualize informed consent for re- 
search involving the insitutionalized 
mentally infirm, taking into account 
potential impact on the physician-pa- 
tient relationships. 

CHAPTER 8. PUBLIC HEARING 

On April 10, 1976, the Commission 
conducted a public hearing on the 
issue of research involving the mental- 
ly infirm. Summaries of presentations 
that were made to the Commission 
follow. 

Roger Meyer, M.D. (Harvard Medical 
School), speaking for himself, said the 
current environment is hostile toward 
needed research in biology and behav- 
ioral sciences. He pointed out that to 
apply the notion of diminished capac- 
ity to give consent to all mental dis- 
abled persons runs counter to modern 
concepts of mental illness and to court 
decisions which have restored their 
civil rights and limited judgments of 
incompetency. Issues of diminished ca- 
pacity and guardianship should apply 
only following judicial determinations 
of incompetency. Another consent 
issue involves the concept of coercion 
as it relates to institutionalization. He 
submitted that coercion does not 
apply only to the mentally disabled, 
but to all chronically ill persons under 
the care of health professionals whom 
they trust, whether the persons are in- 
stitutionalized or not. 

Dr. Meyer cautioned that invoking 
the adversary process to protect re- 
search subjects may run counter to 
medical ethics and diminish account- 
ability of professionals. Further, he 
said, consent negotiated with commu- 
nity groups is unworkable. Consent 
should be negotiated by the investiga- 
tor with individual subjects. Dr. Meyer 
urged the Commission to address the 
need for research with the mentally 
disabled and to prepare a balanced 
current state of the art document that 
would include a review of consent 
issues and ethical implications of re- 
search. 

Michael S. Lottman, J.D. (American 
Bar Association Commission on the 
Mentally Disabled (ABA/CMD)) sup- 
ported the continuation of quality ex- 
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perimentation in mental disability 
under conditions that would prevent 
abuses. (The ABA/CMD defines “re- 
search” as any activity that places the 
subject “at risk” as defined by DHEW 
regulations, and distinguishes this 
from “behavior modification.”) 

The ABA/CMD would permit expo- 
sure of institutionalized mentally dis- 
abled research subjects to risk only 
when the proposed experiment is jus- 
tified in terms of compelling societal 
interest and is conducted with scientif- 
ic and procedural safeguards. 

The ABA/CMD would allow nonth- 
erapeutic experimentation on the in- 
stitutionalized only when certain con- 
ditions are met: (1) The protocol has 
scientific merit, verified by an inde- 
pendent multidisciplinary committee; 
(2) medical care, direct care and other 
institutional services are sufficient; (3) 
the experimentation will not reduce 
the amount or quality of therapy 
available to research subjects or to 
other residents; (4) the research poses 
no more than minimal risk; (5) the re- 
search is related to mental disability 
and seeks information that cannot be 
obtained from other subject groups; 
and (6) the information sought is of 
significance for the advancement of 
acknowledged scientific or medical 
goals. 

With regard to nontherapeutic re- 
search, any objection, however ex- 
pressed, by a competent or incompe- 
tent patient or resident should be an 
absolute bar to such individual’s par- 
ticipation. Consent should be ob- 
tained, to the extent possible, from pa- 
tients or residents competent to make 
such a decision, as well as from such 
persons’ guardians; if any. Nonobject- 
ing incompetent individuals should be 
used as research subjects, with appro- 
priate third-party consent, only in 
those rare instances where special ne- 
cessity can be demonstrated for their 
participation. 

Therapeutic experimentation would 
be permissible when the above condi- 
tions are met, with two major excep- 
tions: (1) More than minimal risk 
could be imposed if absolutely neces- 
sary to preserve the life, health or 
physical safety of the research sub- 
ject; and (2) given a high level of 
therapeutic justification, the objec- 
tions of an incompetent (but not a 
competent) subject could overridden 
with proper third-party consent and 
review procedures. (The term “thera- 
peutic” must be strictly defined in 
terms of individual necessity and bene- 
fits.) 

Philip Roos, Ph.D. (representing the 
National Association for Retarded 
Citizens (NARC)) addressed two 
issues: Conduct of biomedical and 
pharmacological research in residen- 
tial facilities for the retarded, and be- 
havior modification research in such 
facilities. NARC is committed both to 

the protection of mentally retarded 
persons from exploitation and to en- 
couraging research on prevention and 
amelioration of mental retardation. 
NARC’S guidelines for research involv- 
ing the retarded provide that: (1) Bio- 
medical research in residential facili- 
ties for the retarded must be directed 
toward retardation, be potentially 
therapeutic or, if nontherapeutic, pose 
no substantial danger to participants; 
(2) all such proposed research should 
undergo scientific review by an inde- 
pendent professional committee which 
should approve the project in writing 
prior to selection of subjects and 
should determine that another appro- 
priate population is not available; (3) 
approved research should also be re- 
viewed by a “local committee on legal 
and ethical protection” (with “citizen” 
membership), which would provide 
written approval prior to selection of 
subjects; (4) the protection committee 
should also supervise and monitor con- 
sent procedures; (5 ) adequate medical 
facilities and supervision of partici- 
pants by qualified clinical staff must 
be present; (6) multi-level continuous 
review should occur, and variations in 
procedures should be monitored; (7) 
the rights of individuals not to partici- 
pate or to withdraw from research 
must be respected and protected; and 
(8) enforcement mechanisms must 
exist to assure that participants’ 
rights are observed. 

NARC approves the use of behavior 
modification procedures although 
there is concern about the specific pro- 
grammatic procedures used and behav- 
ioral objectives that are selected. 
Therefore, NARC has developed spe- 
cific guidelines for the use of adversive 
procedures and for selecting goals of 
behavior modification. In addition, 
NARC proposes that two independent 
review bodies be established to ap- 
prove and monitor all behavior modifi- 
cation programs in institutions for the 
mentally retarded. Functions and pro- 
cedures for these review bodies are de- 
scribed in “Guidelines for the Use of 
Behavior Procedures in State Pro- 
grams for Retarded Persons” (NARC, 
1975). 

Dr. Roos also commented on the 
concept of competency. He said that 
competency is not an absolute dimen- 
sion but is relative to a particular ex- 
periment. In each experiment, sub- 
jects should be questioned to see if 
they understand the research pur- 
poses and procedures. In addition, he 
proposed licensing of investigators and 
accreditation of institutions. 

Johs Clausen, Dr. Philos. (Institute 
for Basic Research in Mental Retarda- 
tion), speaking for himself, stated that 
aspects of federal protection regula- 
tions impede research in mental retar- 
dation. Regulations designed to pro- 
tect subjects from physical risk, he 
said, should not be required for innoc- 

uous procedures. A realistic definition 
of risk is required. Written consent 
should not be required where no risk is 
involved; in such cases, research par- 
ticipants can be adequately protected 
by IRB approval. 

Most of the research conducted by 
the N.Y.S. Institute for Basic Re- 
search in Mental Retardation entails 
no manipulation of behavior or admin- 
istration of drugs. Nevertheless, de- 
tailed requirements for informed con- 
sent have led parents and administra- 
tors to be very suspicious of the re- 
search and to see risk where it does 
not exist. Given this atmosphere, it is 
safer for them to refuse to allow re- 
tarded persons to participate. He ob- 
served that although the Institute was 
placed adjacent to Willowbrook Devel- 
opment Center in order to facilitate 
research with a population of retarded 
persons, the Willowbrook consent 
decree has made this impossible. 

Neal Chayet, J. D. (Chayet and Son- 
nenreich), speaking for himself, said 
that the current protection system has 
created major barriers to research 
without really protecting the patient. 
It is erroneous to structure the issue 
in terms of individual rights versus re- 
search interests. Mr. Chayet criticized 
the concept of informed consent as 
outdated and overused. Emphasis on 
adherence to the letter of the law 
(e.g., preoccupation with written con- 
sent forms) often leads to disregard 
for the spirit of the law. DHEW con- 
sent regulations do not take into ac- 
count “psychological factors” (e.g., 
full disclosure may not be in the pa- 
tient’s best interests). 

For the mentally infirm, the legal 
presumption of competency is prob- 
lematic since one cannot ordinarily act 
for another unless a determination of 
incompetency has been made and a 
guardianship established. The dilem- 
ma is that many mental patients are 
in need of treatment, are legally con- 
sidered competent to consent, but in 
fact are unable to do so. To escape this 
dilemma, Mr. Chayet suggested that 
(1) the law must develop a set of crite- 
ria for determining competency to give 
consent; and (2) requirements for the 
consent process should be tailored to 
the nature of the research and the 
extent of subject involvement. For so- 
ciological research and noninvasive 
procedures (e.g., urine samples) IRB 
approval (assuming there exist ade- 
quate confidentiality provisions) ought 
to suffice. In projects that involve 
measurable risk of harm and where 
the patient is deemed incompetent 
either by current legal standards or in 
accordance with established criteria, a 
“patient-surrogate’’ should be utilized. 
In most cases, the surrogate, working 
with patients, physicians and research- 
ers, should have ultimate legal respon- 
sibility for deciding upon the appropri- 
ateness of participation in research for 
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the incompetent. The legal function of 
the surrogate would be to permit the 
conduct of research rather than to 
“consent” (in the legal sense). The pa- 
tient-surrogates should be paid profes- 
sionals who are caring, well-meaning 
persons. 

The peer review system, including 
self-policing, should be strengthened, 
rather than externally imposing ac- 
creditation or licensing standards. 

Sue Allen Warren, Ph.D. (testifying 
for the American Association on 
Mental Deficiency (AAMD)) suggested 
that guidelines for the protection of 
human subjects should reflect vari- 
ations in degree of risk and benefit in- 
herent in research. Review committees 
need guidance for determining what 
constitutes “risk.” Excessive regula- 
tion of minimal or no-risk studies is 
counterproductive. Increased regula- 
tion makes research less attractive to 
investigators and thereby threatens to 
reduce research that is necessary to 
solve the problems of retardation. 

The AAMD’s Social and Legislative 
Committee believes that it is the obli- 
gation of scientists to conduct re- 
search and to protect research sub- 
jects. Retarded persons should be af- 
forded special protections because of 
the likelihood that they are less com- 
petent to evaluate the consequences of 
their participation in research, and 
they are likely to live in situations in 
which they are identifiable and not 
free from coercion. However, institu- 
tionalized persons should not be cate- 
gorically excluded from research that 
can be carried out with 
noninstitutionalized persons. In such 
cases, the degree of difficulty in con- 
ducting the research (including finan- 
cial costs and incidence of disease in 
the two populations) is a relevant con- 
sideration in deciding whether or not 
to allow institutionalized persons to 
participate. Similarly, the institution- 
alized retarded should not be categor- 
tically excluded from research done in 
other residential facilities or schools. 
Such studies are justifiable provided 
there is: (1) Minimal risk; (2) probabil- 
ity of “high yield”; and (3) “markedly 
improved efficiency from using this 
population in contrast to others.” 
Mentally retarded persons may make 
important contributions to the welfare 
of the general public by their partici- 
pation in research. When retarded 
persons participate in studies, the in- 
vestigator should be particularly care- 
ful to attend to cues that indicate 
whether the retarded person is con- 
senting to participate or continue in 
research because of a felt coersion. It 
is particularly important that review 
groups help to safeguard rights of re- 
tarded research subjects, and that 
there are reviews of procedures to be 
used. Guidelines for review commit- 
tees would be very helpful. 

David Reiss, M.D. (George Washing- 
ton University Medical Center), speak- 

ing for himself, supported an active, 
on-going review process, while recog- 
nizing that good review will be expen- 
sive and therefore require adequate 
funding. Review boards should not 
make a priori or indirect assumptions 
about a mentally impaired individual’s 
competence to consent based upon 
supposed consequences of 
institutionalization or diagnostic cate- 
gorization. Rather, review ought to 
focus upon the negotiation and con- 
sent process, considering the unique 
characteristics of the individuals in- 
volved, research setting, protocol, etc. 

Dr. Reiss suggested that the ideally 
negotiated consent process should in- 
clude: (1) Patients in a group setting 
serving as advocates for one another; 
(2) a close working relationship with 
the patient’s family so as to effectuate 
the right to withdraw from a study; 
and (3) a satisfactory end-phase con- 
sisting of follow-up and dissemination 
of research findings. He also suggested 
the following improvements in the re- 
search process: (1) Emphasis on the 
positive function of review for the in- 
vestigator seeking to act in an ethical- 
ly and socially responsible manner; (2) 
expansion of the review format to in- 
clude site visits, subject interviews, 
etc.; and (3) special attention to the 
composition and membership patterns 
of review boards. 

Daniel X. Freedman, M.D. (repre- 
senting the American College of 
Neuropsychopharmacology (ACNP)) 
urged that regulations be flexible 
enough to allow investigators to con- 
duct needed research in a wide variety 
of contexts, and said that there is need 
for continuing assessment of the effec- 
tiveness of regulations. Regulations 
must take account of the sequence of 
interactions involved in the research 
process, namely the dynamic interplay 
between researchers and practitioners. 
Excessive regulation tends to discour- 
age researchers from undertaking 
formal research studies of observation- 
al or anecdotal findings reported by 
practitioners. 

No blanket statements can be made 
about the competency of the mentally 
infirm to consent to experimentation 
because there is a wide range of capa- 
bility. The problem of valid consent in 
the case of a patient whose lucidity 
varies can be overcome by the exis- 
tence of a long-term, trusting relation- 
ship between physician-investigator 
and patient-subject. 

Dr. Freedman stated that the objec- 
tive of psychiatric research that em- 
ploys new techniques and psycho- 
pharmacological agents is not to con- 
trol minds but rather to extend the 
range of options available to disturbed 
people and therby increase their de- 
grees of freedom. 

Robert Plotkin, J.D. (Mental Health 
Law Project), testifying for himself, 
stated that the mentally ill and retard- 

ed have a right to take advantage of 
and benefit from medical advances 
and therefore should not be categori- 
cally excluded from research. Because 
diminished capacity can negatively 
affect a person’s ability to make re- 
sponsible decisions, however, and be- 
cause the institutionalized may be 
more vulnerable to coercion, special 
scrutiny is required for research in- 
volving these groups. 

Mr. Plotkin recommended a two-step 
review Process: (1) A review of the sci- 
entific soundness of protocols; and (2) 
a separate committee to scrutinize the 
involvement of particular subjects in 
scientifically-approved research. The 
second, “humanistic” committee would 
review the adequacy of consent and 
make an independent assessment as to 
whether or not the proposed research 
would be in the “best interest” of the 
individual subject. All proposed ac- 
tions that pose potential harm to the 
subject must be reviewed, not merely 
those labeled “research” by an investi- 
gator. A national registry of protocols 
should be established. 

Research may be undertaken inside 
an institution when it is intended to 
directly benefit the individual subject 
or to advance knowledge about the 
subject’s disability, provided certain 
requirements are met, such as review 
and consent. Mr. Plotkin said, howev- 
er, that research intended to advance 
general scientific knowledge should 
not be conducted on institutionalized 
mentally ill or retarded persons. 

H. Carl Haywood, Ph.D. (represent- 
ing the Division of Mental Retarda- 
tion of the American Psychological As- 
sociation) underscored benefits of re- 
search involving the mentally retarded 
and cautioned against generalizing 
from a few abuses to the whole re- 
search enterprise (e.g., prohibiting all 
aversive stimulation). Placing mea- 
sonable restrictions on the ability of 
scientists to carry out research with 
human subjects constitutes, in itself, a 
systematic infringement upon the 
human rights of those same mentally 
retarded persons who might serve as 
participants in research by hindering 
the development of better services. 
Adding regulations increases the cost 
of doing research, which in turn re- 
duces the volume of research conduct- 
ed, given present funding trends. 

An institution should never be ac- 
cepted as the sole representative of 
the individual, regardless of his or her 
competence. Informed consent proce- 
dures should be overseen by a local 
review committee, especially because 
of the acquiescence response set found 
frequently in institutionalized persons. 
The frequency and duration of partici- 
pation in research that might deprive 
a resident of rehabilitative programs 
should be considered by review com- 
mittees in deciding whether or not to 
permit a project. 
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Jonathan D. Cole, M.D. (testifying 
for the American Psychopathological 
Association) suggested that protection 
regulations should reflect variations in 
the level of risk. For many minimal 
risk procedures, formal procedures for 
informed consent are unnecessary; 
rather, the patient’s acquienscence 
should be adequate. Ground rules per- 
mitting “noninvasive” research in 
mentally impaired patients who are in- 
capable of giving informed consent are 
particularly needed. The local review 
board should decide what level of con- 
sent, assent or acquiescence is appro- 
priate, commensurate with the level of 
risk. For studies posing greater risk 
(e.g., phase II trials), informed consent 
should always be sought from the pa- 
tient (most psychiatric patients are ca- 
pable of giving informed consent), or if 
the patient is impaired, from the re- 
sponsible relative. 

Eleanor Kohn (testifying for the Na- 
tional Association for Mental Health, 
Inc. (NAMH)) stated that the inci- 
dence of mental illness and the degree 
of suffering it engenders can ultimate- 
ly be diminished only be research into 
the causes, course and treatment of 
the diseases. Therefore, NAMH en- 
courages research, provided proper 
safeguards (i.e., regulations no less 
stringent than the present DHEW reg- 
ulations and the November 16, 1973 
proposed DHEW policy) are enforced. 
Protective guidelines should take into 
account the significant difference in 
types of research and be flexible 
enough to be appropriate to those im- 
portant differences. All review or pro- 
tection bodies should include informed 
consumer representation. 

Frederick K. Goodwin, M.D. (repre- 
senting the National Institute of 
Mental Health) stated that research in 
the mental health field should be en- 
couraged because the “knowledge 
base” is thin and the efficacy of many 
treatments has not been established. 
Any proposal for protecting human 
subjects must take cognizance of po- 
tential impact on the research enter- 
prise, particularly effects on the physi- 
cian-patient relationship. He warned 
that some mechanism which have 
been proposed for protecting research 
participants run the risk of diluting 
the physician’s sense of primary re- 
sponsibility for the patient’s well- 
being. Emphasis on the letter of the 
law can lead to violations of the spirit 
of the law. “Outside” individuals have 
a legitimate and useful role to play on 
review boards, but they should never 
come directly between physician and 
patient. 

Dr. Goodwin expressed concern 
about singling out persons for special 
protection because they have a certain 
psychiatric diagnosis. Being a psychi- 
atric impatient, he said, is not neces- 
sarily associated with a decreased abil- 
ity to consent. 

Research unrelated to conditions of 
mental illness should not be categori- 
cally prohibited for institutionalized 
persons. In some studies, the effect of 
institutionalization is the subject of 
investigation. Involuntarily committee 
patients should not be categorically 
prohibited from participating in re- 
search because there may be anoma- 
lies or conditions that are peculiar to 
the involuntarily committed. 

Stewart Brown (representing the 
Pennsylvania Association for Retarded 
Citizens) stated that research should 
not be permitted on institutionalized 
retarded persons unless it is directly 
related to the individuals’ condition or 
to mental retardation. Since April 
1973, Pennsylvania has had a morato- 
rium on human experimentation in 
state institutions for children, retard- 
ed persons and the mentally infirm be- 
cause of “horrendous” institutional 
conditions. Past abuses indicate disre- 
gard for the health and safety of insti- 
tutionalized persons by researchers. 
Disproportionate use of institutional- 
ized retarded persons as subjects for 
research is both scientifically un- 
sound, because of the skewed sample 
involved, and morally reprehensible. 

Voluntary, informed consent of in- 
stitutionalized persons is a misnomer, 
Mr. Brown said. Voluntariness is sus- 
pect because institutionalized persons 
are dependent upon the institution for 
life itself. “Informed” consent is dubi- 
ous because institutionalized retarded 
persons are usually the most severely 
retarded persons, who often lack com- 
municative skills. 

Mr. Brown recommended that re- 
searchers should be qualified and li- 
censed. A regulatory-type agency 
should enforce regulations and impose 
sanctions where violations are discov- 
ered. Facilities in which research is 
carried out should meet relevant 
JCAH standards. 

CHAPTER 9. NATIONAL MINORITY CON- 
FERENCE ON HUMAN EXPERIMENTATION 

The National Minority Conference 
on Human Experimentation included 
three papers and two workshops that 
discussed research involving the insti- 
tutionalized mentally infirm. 

Henry W. Foster, M.D., in “Children 
and the Institutionalized Mentally 
Infirm,” pointed out that the research 
community often falsely assumes a 
common national life-style in its re- 
search design. This would influence a 
definition of mental infirmity, though 
it would not present difficulties defin- 
ing the institutionalized mentally 
infirm. Dr. Foster recommended that 
“for groups placed at greatest risk be- 
cause of their ‘captive state,’ a morato- 
rium be effected.” He believes that 
those clearly incapable of providing 
voluntary informed consent constitute 
people at greatest risk, e.g., the func- 
tionally illiterate, the senile, those 

with poor command of the English 
language, and the mentally incompe- 
tent. Mental retardates, whether insti- 
tutionalized or not, should not partici- 
pate in any nontherapeutic research. 

Crystall A. Kuykendall, Ph.D., in a 
paper on “Children and the Mentally 
Infirm,” defined mental infirmity or 
mental retardation as “a condition of 
inadequately developed intelligence.” 
She discussed sociopolitical influences 
on the concept of normalcy and the 
consequences of labelling as retarded 
those children who do not conform to 
majority culture norms. She reviewed 
the literature about negative effects of 
institutionalization such as depriva- 
tion of human dignity, stigmatization, 
and both physical and mental abuses, 
and summarized the rights of the 
handicapped, as determined by the 
courts. In addition, she surveyed alter- 
natives to institutionalization, such as 
community care programs and the cas- 
cade system of educational alterna- 
tives. She recommended specific crite- 
ria for institutionalization, mecha- 
nisms to improve institutions, and pro- 
cedures for “mainstreaming” all but 
the profoundly retarded. She did not 
deal specifically with research partici- 
pation of those institutionalized as 
mentally retarded. 

Jacquelyne J. Jackson, Ph.D., in a 
paper on “Informed Consent: Ethical 
Issues in Behavioral Research,” said 
that informed consent procedures for 
the mentally infirm should include a 
determination by a panel, composed of 
physician, a psychiatrist, a biomedical 
scientist and an attorney, that the in- 
dividuals may participate in research 
without violation of their rights or, al- 
ternatively, that the potential benefit 
to the individuals or to the class of 
persons outweighs the harm. Concur- 
rence from next of kin or appropriate 
legal guardian would be mandatory. 
When feasible in terms of mental 
status, institutionalized individuals 
should, in addition, provide their own 
informed consent. 

* * * * * 
The recommendations of the Nation- 

al Minority Conference workshops on 
research involving the institutional- 
ized mentally infirm include the fol- 
lowing: 

With respect to the selection of sub- 
jects: Biomedical or behavioral re- 
search should not be conducted on the 
institutionalized mentally infirm 
unless the subjects have a relevant 
condition that requires treatment and 
may be ameliorated by the research, 
no acceptable alternative treatment 
procedures are available, and the re- 
search cannot be accomplished outside 
the institutional setting. In addition, 
there should be safeguards against dis- 
proportionate use of certain groups as 
subjects, and the appropriateness of 
the institutionalization of research 
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participants should be reviewed by two 
clinicians who are independent of the 
institution. 

With respect to informed consent, 
the Conference recommended that 
persons should not be research sub- 
jects against their will, regardless of 
competency; participants should be 
able to obtain outside advice at no cost 
to themselves; evidence that informed 
consent guidelines are followed must 
be available to the public; two people 
who are unaffiliated with either the 
institution or the research should wit- 
ness consent procedures; the consent 
form should specify the financial li- 
ability of the federal government in 
federally sponsored research; minor 
subjects who are at least seven years 
old should sign the consent form; and 
subjects should be given a copy of the 
consent form. 

Other recommendations provided 
for protection of confidentiality, ade- 
quate disclosure (including results of 
other studies and the possibility of 
being a control subject), appropriate 
language and comprehension level of 
consent forms, and explicit notice of 
the right to withdraw at any time. 

Recommendations concerning insti- 
tutional review committees stipulated 
that a majority of the members should 
be community representatives who re- 
flect the sociological characteristics of 
the subject populations. In addition, 
the committees should include repre- 
sentatives of consumers and former 
subjects, and the membership should 
rotate. Review of proposals should 
take into account risks and benefits, 
acceptability of the research proce- 
dures and subject selection. The com- 
mittees should conduct periodic review 
of research and reevaluation of the 
subjects’ institutionalization as well as 
monitoring the consent process and as- 
suring feedback to subjects about the 
research. 

CHAPTER 10. DELIBERATIONS AND 
CONCLUSIONS 

From a review of the pertinent lit- 
erature and site visits to institutions 
for the mentally ill and the retarded, 
the Commission is profoundly im- 
pressed by the paucity of knowledge 
relating to the care and treatment of 
persons institutionalized as mentally 
infirm, and by the historical role of 
such persons as social outcasts. In no 
other area of the Commission’s man- 
date has the need for research been so 
clearly manifest. So little is known 
about the factors that cause mental 
retardation and the conditions known 
as mental illness, that efforts to pre- 
vent such disabilities are in the primi- 
tive stages. This paucity of knowledge 
extends to all aspects of diagnosis, 
medical and behavioral therapy, and 
even routine care. There is widespread 
uncertainty regarding the nature of 
the disabilities, the proper identifica- 

tion of persons who are disabled, the 
appropriate treatment of such per- 
sons, and the best approaches to their 
daily care. Clearly improvements are 
in order; and these improvements are 
strongly dependent upon research. 

At the same time, the mentally 
infirm have long been victims of nega- 
tive social responses ranging from out- 
right fear and abuse, through isola- 
tion, neglect and abandonment. They 
have been placed in institutions usual- 
ly far removed from sight or mind of 
the rest of society, making them vul- 
nerable to exploitation. Only recently 
has society begun to recognize that 
the moral ideal of treating such per- 
sons with dignity means more than 
kindness; it has implications for the 
exercise of their civil rights. 

Various proponents have different 
views on how best to help these indi- 
viduals. Some emphasize protecting 
the institutionalized from exploitation 
and abuse, and thus take a paternalis- 
tic stance. Others emphasize auton- 
omy and urge that the rights of deci- 
sion-making be restored to those insti- 
tutionalized as mentally infirm. Each 
of these responses recognizes a legiti- 
mate claim of such persons upon the 
community, but the two may come 
into conflict. The Commission’s debate 
involved, in large measure, attempts to 
reconcile differences of opinion among 
Commission members as to the proper 
balance between these two consider- 
ations. The different positions that 
were proposed, and the resolution of 
those differences, are described in the 
following discussion. 

One primary consideration must be 
borne in mind: The class of people 
identified in the Commission’s man- 
date as the “institutionalized mentally 
infirm” is not homogeneous. It in- 
cludes the profoundly retarded, who 
may spend most of their lives in insti- 
tutions, the senile, who will probably 
live out their lives in institutions, and 
individuals who enter such settings for 
short-term relief from crisis-induced 
stress or for periodic care of intermit- 
tent difficulties. Some members of the 
class of subjects under consideration 
are clearly competent, both function- 
ally and in the legal sense, to make de- 
cisions regarding their participation in 
research. Others clearly are not. In ad- 
dition, some patient retain a constant 
level of competency (or lack thereof) 
while others may fluctuate with re- 
spect to their capacity to understand 
information, to respond to the real 
world, or to communicate choices. Fi- 
nally, the kinds of institutions in 
which such persons reside vary consid- 
erably. They include the large and 
dismal stereotype of the past, as well 
as small units such as half-way houses 
and community mental health centers, 
set within the community and not 
nearly so affected by isolation or im- 
personal care as the older institutions. 

Consequently, the Commission’s rec- 
ommendations provide a certain 
amount of flexibility and room for 
judgment by local Institutional 
Review Boards in order to accommo- 
date the diverse situations to which 
the recommendations must apply. 

The issues surrounding the conduct 
of research involving those institution- 
alized as mental infirm can be viewed 
in terms of a conflict between the obli- 
gation to develop better methods of di- 
agnosis and treatment, and the duty 
to refrain from interventions that pre- 
sent unjustified risk, or exploit the 
vulnerability of patients. The problem 
facing the Commission, therefore, was 
to formulate recommendations that 
would permit the conduct of responsi- 
ble investigations designed to improve 
methods of diagnosis, prevention and 
care of mental disabilities, and at the 
same time protect institutionalized in- 
dividuals from unwarranted or unfair 
interference. The Commission’s delib- 
erations focused on three issues: (1) 
Whether research involving this class 
of subjects must always be relevant to 
their condition or to some aspect of 
their institutionalized; (2) how to pro- 
tect the autonomy of such individuals 
while still affording protection to 
those unable to protect themselves; 
and (3) how must risk is ethically per- 
missible to ask such persons to assume 
for the benefit of others. 

The question of relevance. There was 
a difference of opinion among Com- 
mission members as to (1) whether in- 
stitutionalized individuals should par- 
ticipate in research when suitable 
noninstitutionalized subjects are avail- 
able; and (2) whether institutionalized 
individuals should participate in re- 
search that is not relevant to their 
particular condition. Some members of 
the Commission felt strongly that an 
individual who is institutionalized as 
mentally infirm should not partici- 
pate, or be asked to participate, in re- 
search for which noninstitutionalized 
persons would be suitable subjects. 
The rationale for this position is two- 
fold: first, that institutionalized indi- 
viduals are particularly vulnerable to 
exploitation, and second, that they al- 
ready carry burdens from their disabil- 
ity and their institutionalization, and 
it is therefore unjust to ask them to 
assume any additional burdens. It is 
feared that persons in institutions will 
be involved disproportionately and un- 
fairly in research because they are 
convenient and because their presence 
in an institutional setting might 
reduce the expense of conducting re- 
search. Further, it was suggested that 
those outside the institution, although 
perhaps also burdened by disabilities, 
are likely to have caring persons to 
assist and protect them, if necessary. 
Therefore, some members of the Com- 
mission proposed that even for re- 
search that is relevant to a mental dis- 
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ability, selection of subjects should be 
limited to individuals who are not in- 
stitutionalized, where possible. 

On the other hand, some Commis- 
sion members felt just as strongly that 
it is incorrect to assume that participa- 
tion in research is always a burden or 
that being in an institution is always a 
damaging experience. They suggested 
that participation in research may 
have beneficial effects, such as inter- 
action with people from outside the in- 
stitution or, at least, additional atten- 
tion. Research tasks may be interest- 
ing and a welcome change from the 
boredom of institutional life, although 
relief from boredom does not in itself 
justify participation in research. One 
Commission member also observed 
that deinstitutionalization of mental 
patients has resulted in the abandon- 
ment of many such persons to ghettos, 
where they have no one to look after 
their personal, health and social 
needs. Thus, they may be even worse 
off than those who remain inside the 
institutions. 

The resolution reached by the Com- 
mission was (1) to put the burden on 
each investigator proposing to recruit 
subjects from an institution to justify 
the involvement of such subjects, and 
(2) to permit institutionalized individ- 
uals to participate in research that is 
not relevant to their condition only if 
they are capable of giving informed 
consent and the research presents no 
more than minimal risk. Justification 
of the involvement of institutionalized 
subjects should be based on such fac- 
tors as the availability of suitable sub- 
jects outside the institution, the 
nature of the research, the risks and 
benefits involved, and the probable 
competence of the class of subjects 
who will be asked to participate. As 
the risk increases, justification in the 
way of relevance to the subjects’ con- 
dition is required. 

Protecting autonomy. Some institu- 
tionalized individuals are capable of 
giving a legally valid informed con- 
sent. Others, with diminished capac- 
ity, are able nonetheless to understand 
what they are being asked to do, to 
make a reasonably free choice and to 
communicate that choice unambi- 
guously. The Commission has chosen 
to describe this ability as the ability to 
“assent,” in order to distinguish it 
from the more considered judgments 
of those who are not impaired. A judi- 
cial determination of incompetency or 
involuntary commitment has no impli- 
cation for the concept of “assent.” 
The capacity to assent may be related, 
however, to the length of institutional 
confinement. An individual may be in- 
voluntarily committed to an institu- 
tion, and even have been adjudicated 
incompetent, yet still be able to make 
a knowledgeable choice to participate 
in research. On the other hand, an in- 
dividual may have entered an institu- 

tion voluntarily and never undergone 
incompetency proceedings, but after 
living for several years in an institu- 
tional setting may become quite in- 
capable of making an autonomous 
choice. It is not uncommon for institu- 
tionalized individuals to do only as 
they are asked. There are two addi- 
tional concerns that should be borne 
in mind. First, potential subjects may 
agree to participate in research out of 
fear that necessary services or atten- 
tion will be withheld if such permis- 
sion is denied. Second, when the re- 
search involves participation over an 
extended period of time, one cannot 
presume from initial assent that there 
will be continuing willingness to par- 
ticipate, and capacity to exercise the 
right to withdraw may fluctuate. 

In view of the different factors that 
may impinge on a person’s autonomy 
in an institution, there was some dis- 
agreement among Commission mem- 
bers as to where the presumption 
should lie regarding capacity to assent. 
Some felt that because individuals in- 
stitutionalized as mentally infirm may 
suffer both from their disability and 
also from the effects of 
institutionalization, their capacity to 
assent is in doubt. Others felt that all 
individuals should be presumed to be 
capable of making decisions affecting 
their lives unless there is clear evi- 
dence to the contrary. All agreed, how- 
ever, that the capacity to assent 
should be determined without refer- 
ence to court adjudications or mode of 
admission. It was also agreed that 
assent or even lack of objection would 
be sufficient authorization for an indi- 
vidual institutionalized as mentally 
infirm to participate in research pre- 
senting no more than minimal risk, so 
long as the research is relevant to the 
subject’s condition, and that assent 
would be sufficient for research in- 
volving an intervention from which 
the subject is expected to derive direct 
benefit, and for research presenting 
no more than a minor increment 
above minimal risk and designed to 
yield important knowledge about the 
subjects’ condition. For research in 
the last two categories, the permission 
of a legal guardian may also be re- 
quired by state law. 

The Commission also concluded that 
a consent auditor should be appointed 
for projects deemed by the Institution- 
al Review Board to require additional 
protection of subjects (e.g., if the re- 
search presents more than minimal 
risk or if the capacity of the proposed 
subjects to assent is in doubt) and that 
the auditor, once appointed, should be 
available on a continuing basis to pro- 
tect the rights and the interests of pa- 
tients. Further, appointment of a con- 
sent auditor should be mandatory for 
all research presenting more than 
minimal risk and no prospect of direct 
benefit for the subjects. Observation 

of the consent process by an auditor 
who is independent of the research 
team will assist in assuring the ade- 
quacy of an authorization that is 
based on the subject’s consent or 
assent. 

A difficult question arose regarding 
the circumstances in which an individ- 
ual’s objection to participation in re- 
search might be overridden. Some 
Commission members felt that individ- 
uals lacking the ability to assent nev- 
ertheless should be permitted to exer- 
cise an absolute veto over participa- 
tion in any research. Others felt that 
when the research involves a potential 
benefit for the subjects, a veto might 
be overridden if overriding a particu- 
lar patient’s objection is specifically 
authorized by a court. In response, if 
was suggested that the requirement of 
such a cumbersome procedure might 
deny to many individuals the benefits 
of new treatments under evaluation, 
simply because of the time and ex- 
pense involved in obtaining court per- 
mission. 

Ultimately, the Commission recom- 
mended that an institutionalized per- 
son’s objection to participation in re- 
search should be binding unless (1) 
the research involves an intervention 
that may directly benefit that person, 
(2) that intervention is available only 
in the research context, and (3) the 
subject’s participation is authorized by 
a court. 

Permissible risk. Occasionally, re- 
search is proposed that presents more 
than minimal risk and includes no pro- 
cedures from which institutionalized 
subjects may derive direct benefit, but 
which nevertheless may provide im- 
portant information about a specific 
disease or disorder from which they 
suffer. Some Commissioners felt that 
it is never justified to expose institu- 
tionalized patients to risk for the sole 
benefit of others, even if that benefit 
appears to be significant and probable. 
Others felt that the risk could be jus- 
tified only if there were a remote pos- 
sibility that the subjects, themselves, 
might eventually receive some benefit 
(if only in the far future). Still others 
would limit participation in such re- 
search to institutionalized individuals 
who are capable of consenting. Several 
Commission members suggested that 
if the proposed subjects are the only 
ones suitable for the conduct of the re- 
search, and thus in a position to make 
a unique contribution to the benefit of 
others, individuals incapable even of 
objecting might also be included in 
such research if the risk involved is 
not unreasonable. 

The Commission concluded, after 
considerable debate, that individuals 
institutionalized as mentally infirm 
should be able to participate in re- 
search presenting more than minimal 
risk and no direct benefit to them 
under very limited conditions: Only a 
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minor increment of risk (over mini- 
mal) may be presented, and the antici- 
pated knowledge to be gained from the 
research must be of vital importance 
for the understanding of the condition 
for which the subjects have been insti- 
tutionalized or be expected to provide 
some benefit for the subjects in the 
future. In addition, appropriate condi- 
tions for the consent or assent of the 
subjects must be met (including super- 
vision of the process by a consent 
auditor) and no subject may be includ- 
ed in such research over his or her ob- 
jection. 

It is not possible for any set of rec- 
ommendations to provide for all possi- 
ble contingencies. Unusual circum- 
stances may arise in which a research 
proposal presenting an opportunity to 
learn important information about a 
serious disorder may be designed in 
such a way that an Institutional 
Review Board will be unable to ap- 
prove it under the standards recom- 
mended by the Commission. In such 
instances, the Commission believes 
that there should be an opportunity 
for debate at the national level and for 
public comment regarding the ethical 
acceptability of the proposal. This can 
be accomplished by forwarding such 
protocols to a national ethics advisory 
board for review. Further, because of 
the importance of the issues involved, 
the conduct of any research approved 
by such an advisory board and subse- 
quently by the head of the responsible 
federal agency should be delayed to 
provide a reasonable opportunity for 
Congress to take action regarding the 
proposal. 

DISSENTING STATEMENT OF 
COMMISSIONER COOKE 

(Dr. Cooke voted against section (C) 
of Recommendation (4). His explana- 
tion of this dissent follows.) 

Research in which there is more 
than minimal risk to a subject present- 
ed by an intervention that does not 
hold out the prospect of fairly imme- 
diate direct benefit or by a monitoring 
procedure that is not required for the 
well-being of the subject should not be 
performed unless, in addition to the 
requirements of sections (A), (B) and 

ticipated knowledge might reasonably 
benefit the individual subjects in the 
future (section (C)(ii)). There is no 
greater moral obligation for an institu- 
tionalized mentally infirm subject 
toward others of his disease class, pre- 
sent or future, than any other person 
in society, even though in biological 
terms there may be some closer rela- 
tionship. Since it is accepted that 
normal persons should not be enrolled 
in nontherapeutic research with more 

(C)(i) of Recommendation (4), the an- 

than minimal risk unless they can give 
informed and meaningful consent, it is 
doubly unreasonable that the institu- 
tionalized mentally infirm should be 
so enrolled when society has had so 
much recent concern for their greater 
protection, and when they live in envi- 
ronments which seriously discourage 
any kind of decision making and the 
nature of their illnesses weakens their 
abilities to choose responsibly in most 
of life’s usual situations. 

To offer the choice of being a re- 
search subject to the institutionalized 
mentally infirm, who are inconsistent 
and eratic in behavior and limited in 
almost all the choices most normal 
persons experience daily, greatly exag- 
gerates the psychic benefits of being a 
subject and projects on the institu- 
tionalized mentally infirm values not 
generally considered important by 
most people in society. 

Greater protection and concern for 
the institutionalized mentally infirm, 
not less, was an important reason for 
the formation of the National Com- 
mission. No evidence has been present- 
ed in our hearings that would reverse 
those concerns. 

DISSENTING STATEMENT OF 
COMMISSIONER KING 

(Ms. King voted against section 
(B)(iii) of Recommendation (2) and 
sections (D)(iv) and (E(ii) of Recom- 
mendation (3).) 

I am dissenting from the Commis- 
sion’s requirement of court authoriza- 
tion in Recommendation (2)(B)(iii) 
and Recommendation (3)(D)(iv) and 
(E)(ii) to enroll an objecting subject in 
a research project. I should emphasize 
at the outset that any dissent must 
take into account at least two possible 
interpretations of these sections, since 
the Commission’s reasons for this re- 
quirement are not easily discernible. I 
am, however, in disagreement with 
both interpretations. 

I disagree with the Commission’s 
recommendation, either because (1) a 
court should never be able to overrule 
the valid objection (by valid objection, 
I mean the knowing and understand- 
ing refusal by a patient of a possible 
benefit for whatever reason) of an in- 
stitutionalized patient or (2) a court is 
not necessarily in the best position in 
all cases to determine the quality of 
an objection. 

As pointed out in the legal chapter 
of the Commission’s report, “it ap- 
pears that there is a trend, both judici- 
ally and legislatively, to guarantee pa- 
tients the right to refuse hazardous or 
‘experimental’ therapies.” If that is so, 
then it appears particularly absured 
for the Commission to suggest or en- 
courage a court to overrule a patients’ 

valid refusal to participate in a re- 
search project. 

Perhaps the Commission required 
court authorization to insure as fair 
and objective an assessment of the 
quality of the objection as possible. I 
certainly share the Commission’s con- 
cern about insuring a fair and objec- 
tive assessment of the quality of the 
prospective subject’s objection. Most 
forms of mental illness and mental re- 
tardation are viewed as possible impar- 
ing a patient’s ability to make sound 
personal decisions. We should be con- 
cerned therefore about a subject’s 
ability to refuse as well as to assent to 
participation in research activities. I 
differ with the Commission because I 
do not believe that a court is necessar- 
ily in the best position to make such 
an assessment. 

There appears to me to be no reason 
to mandate court participation in 
every case where there is some behav- 
ior indication an objection. By the 
time the matter comes before the 
court, the patient’s original behavior 
might be radically different; thereby 
leaving the court with a skewed im- 
pression. Since the court would have 
to depend to a large degree upon insti- 
tutional records and data in reaching a 
decision, it is not immediately appar- 
ent that its decision would be any 
fairer than that of a consent auditor 
or an Institutional Review Board 
(IRB), who would have a continuing 
relationship with the patient and the 
project. 

The Commission has given the IRB 
the basic responsibility for determin- 
ing the quality of a patient’s assent, 
and provided that an IRB in its descre- 
tion could appoint a consent auditor to 
assist it in carrying out its responsibil- 
ities. It seems to me that the same 
process should be used to ascertain the 
quality of a patient’s objection. If the 
IRB or consent auditor decides that 
there is a valid objection, that should 
end the matter. If a patient is deter- 
mined to be incapable or either assent- 
ing or objecting to enrollemt in a re- 
search project that seeks to directly 
benefit the patient, then an appropri- 
ate third party (someone other than 
an institutional guardian) can give 
permission or refusal. If a consent 
auditor and/or the IRB is not sure of 
the quality of the assent or objection, 
then the IRB can seek assistance from 
a court. 

For the reasons stated above, I have 
serious concern about the Commis- 
sion’s requirement that court authori- 
zation be obtained before enrolling an 
objecting patient in a research proto- 
col—thus my votes against parts of 
Recommendations (2) and (3). 

[FR DOc. 78–6469 Filed 3–16–78; 8:45 am] 
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