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Research Involving Children

The data of this report have been obtained through interviews with 471
research investigators who have engaged in research involving children and.
with 144 children-subjects or their proxies. These projects come from our
sanple of 61 institutions having general assurance of conpliance with DREW
regul ations for protection of human subjects. The research investigators who
have responded to our interviews are approximately 75 percent of the tota
nunber of such persons who were initially drawn in our sanple. The representa-
tion of research investigators in our final sanple corresponds reasonably well
to our initial design. (A nore precise statenment concerning the reliability
of all sanples in the study will be presented in the final report.) The fina
sanpl e of subjects, however, does not correspond well to our design, in part
because sone institutions did not allow access to subjects and some investiga-
tors were unable or unwilling to undertake the additional effort necessary to
arrange our contact with subjects. W cannot claim therefore, to have a
representative sanple of subjects or proxies. We nonet hel ess present data in
this report obtained from subjects or proxies in order to illustrate the
reactions of sonme of these persons to the research in which they participated.

Projects differ from one another in the percent of subjects who were
children. This report presents data furnished by investigators for all projects
in which at |east 25 percent of the subjects were under 19 years of age.
Twenty eight percent of all of the projects that passed through our sanple of
IRB's during the period of July 1, 1974 to June 30, 1975 net this criterion
(Table 1.1). In addition, we discuss data fromall interviews taken wth
children or their proxies, not just those involved in projects in which at
| east 25 percent of the subjects were under age 19.

The report is divided into seven sections. The first describes the types
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of research involving children in a variety of institutional settings. The
second concerns sel ection of subjects. The third section describes the risks
and benefits of research as reported by researchers. The fourth section

di scusses infornmed consent and the fifth reviews the conprehensiveness and
conprehensibility of consent forns used in research involving children. The
sixth section discusses subjects' and proxies' perceptions of the research
process. A seventh section presents the suggestions and opinions of investi-
gators and some subjects/proxies. Acconpanying the report is an appendix

whi ch presents a |arge nunber of tables, nost of which are summarized in the
report.

Summary of Findi ngs

Projects that included 25 percent or nore children represent about a
quarter of all of the research that passed through review boards between
July 1974 and June 1975. Fourteen percent of this research was reviewed by
boards at children's hospitals and 52 percent by boards at nedical schools,
hospitals (other than children's) and other bionedical research centers.

The renmmining 34 percent was reviewed at universities (not including nedical
schools) and, to a lesser extent, at institutions for the nentally infirm and
at behavioral research institutions.

Approxi mately half of the projects involving children were primarily
bi onmedi cal . Behavi oral research accounts for about 40 percent of the research,
and the remaining snall percentage entail ed secondary anal yses.

Patients served as subjects in nost of the projects reviewed at children's
hospital s, medical schools, and other bionmedical institutions. Patients also
participated in about a third of the projects reviewed at universities (wthout
nmedi cal schools) and at other behavioral research centers. In a large mgjority
of projects, investigators reported that subjects were selected because of a

specific condition or characteristic.
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Most of the research, according to investigators, was designed primarily
to benefit subjects directly or to benefit in the future persons with psycho-
| ogical or nedical conditions simlar to those of the subjects. Alnpst a third
of the projects were designed primarily for other purposes such as contributing
to scientific knowl edge. In approximately 70 percent of this latter group of
projects, subjects were selected because they had a particular condition or
characteristic.

According to investigators, the changes nost frequently requested by
review conmittees concerned procedures for obtaining consent, occurring in-
about a quarter of the projects. Consent procedures for secondary analyses were
more likely to elicit recommendations for change than were procedures for other
types of studies, the nore frequent change here being the requirenment that
written consent be obtained from subjects.

Oral and/or witten consent was obtained in alnmpst all projects in which

children participated. Alnost all of the projects from children's hospitals

and about two thirds at other places enployed proxy consent. Parents, relatives,
and | egal guardians were the npbst frequent proxies. Mbst investigators felt
that proxy consent protected subjects "very well" or "fairly well," but a

snmal |l percent indicated otherw se.

Witten consent forms were used in alnost all research in children's

hospitals end in about three quarters of the projects in other institutions.
The purpose and procedures of the research were nentioned in nost forns.
Ri sks were nmentioned in nbst but not all projects that investigators indicated
entailed sone risk. O her elements were nentioned infrequently. An analysis
of the readability of the consent forms suggests that npst are at a difficult
readi ng |evel.

We cannot claimto have a representative sanple of subjects and proxies

and nust therefore interpret the data fromthis set of respondents with caution.
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Al nost three quarters of the respondents reported that they were given as
much information as they wanted; 19 percent said that they were given |ess
than they wanted. Alnpbst all said the informati on was clear and understandabl e
and that the researchers were willing to answer any questions, but 17 percent
reported that they did not understand, before the subject's participation
actually began, that research was to be invol ved. The nopst frequent reason
given for participation in the project was sonme anticipated nedical or psycho-
| ogi cal benefit. Ni nety-si x percent of the respondents reported no unexpected
difficulties, and the four percent who did generally felt that these difficulties
were not very serious. Sixty percent felt that the subject benefited fromthe
research.

I nvestigators' attitudes toward the review boards were for the nost-part
nmore favorabl e than unfavorable. Nonet hel ess, half of the investigators
of fered suggestions or expressed concern about problens, such as the tine-
consunmi ng nature of the process and the failure of the boards to discrininate
bet ween high risk and low risk research. Approxi mately one third of the
subj ects and proxies also offered suggestions, including the need for nore
i nformati on about the research and nore careful ness by researchers.

Acknowl edgenent s
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. Types of Research (Tables |.2-1.9)

Approxi mately half of the research projects involving children were
primarily biomedical, nost frequently entailing the adm nistration of drugs
or the clinical evaluation of bodily fluids or tissues (Tables 1.2 and |.3).
Behavi oral research, on the other hand, accounted for approximtely 40 percent
of the research involving children. About a fifth of this behavioral research
entailed the study of an intervention of sone kind, such as social or psycho-
| ogi cal therapy, behavior nodification, or educational innovations. The
behavi oral research which did not entail the study of such interventions
included primarily psychol ogical or educational testing, interview& or ques-
tionnaires, or behavioral observation. Secondary anal yses represented the
remai ning small fraction (about three percent) of research on children. Sone
of these studies involved the evaluation of bodily fluids or tissues obtained
for purposes other than these studies or new anal yses of data that had been
previously collected.

I nvestigators reported that about half of the drug studies on children
were done under an |nvestigational New Drug Application (INDA) from the FDA
Rel atively few of these projects were Phase | or Phase Il studies, according
to investigators, but about half of the investigators whose studies involved
the adm nistration of drugs or chenical agents indicated that they did not
know whet her or not their projects fit one or another of the FDA phase cate-
gories of drug testing (Table I.4). In 37 percent of the drug projects,
investigators indicated that the drug administration would have occurred even
if subjects were not participating in the project. Drugs were admnistered
primarily by injection in slightly more than half of the drug studies, while
oral administration was the node in 43 percent of these projects.

The studies that entailed the analysis of bodily fluids included, in over
90 percent of the cases, the examination of blood. Urine was al so obtained in
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about half of the studies in which children's bodily fluids were exam ned,
and in over 90 percent of these cases the urine was freely voided. According
to investigators, the procedures used to obtain these fluids would have been
enpl oyed in about half of the cases even if the research had not been conducted

Research involving children was reviewed by IRB's in a variety of types
of institutions. Children's hospitals accounted for 14 percent of this
research (Table 1.5). The largest portion of research involving children
(52 percent) was accounted for by other bionedical research institutions,
maei nly nedical schools (and universities that share a review committee with
medi cal schools) but also by hospitals and a very small nunber of other institutions
such as nursing and dental schools and bionmedical research institutions. The
remai ni ng research (34 percent) was reviewed by commttees |ocated mainly at
uni versities (but not by comrittees which review nedical school research),
with some reviewed at institutions for the nentally infirm and at behavioral
research institutes.

Most of the research (79 percent) reviewed at children's hospitals was
bi omedi cal, involving primarily the administration of a drug, chem cal agent,
or blood or entailing the clinical evaluation of bodily fluids or tissues
(Table 1.6). Research reviewed at other bionedical research institutions was
also primarily biomedical, although not with such preponderance as research
reviewed at children's hospitals. Most of the research (68 percent) reviewed
at the remmining set of institutions, however, was behavi oral

According to investigators, review boards formally required a nunber of
actions from researchers, prinmarily by requesting nore information about the
research or by asking for changes in the consent forns and procedures. Revi ew
boards wanted nore information in approximtely 40 percent of the bionedica

and behavioral intervention studies and they requested nodifications in consent
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forms in 40 percent of the secondary analyses (Table 1.7). Oher requested
nmodi fi cations, such as those in scientific design, subject selection, risks,
di sconforts, and confidentiality, occurred relatively infrequently.

Changes also resulted frominformal discussion between researchers and
board nenbers prior to the subm ssion of the proposal. About a third of the
investigators reported such discussion (Table 1.8). Investigators reported
maki ng nodi fications in over half of the cases where such discussions occurred
(data not shown).

Research design features like blind nethods, random zation, cross-over

designs, and placebo adnministration occurred relatively infrequently anong

these studies (Table 1.9).
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I, Sel ection of Research Subjects (Tables I1.1 to I1.9)

Revi ew conmittee enphasis on subject selection. Subject selection

was not an area of major IRB involvenment, according to investigators. IRB'S
by and | arge accepted investigators' plans for subject selection, although
changes were required for 10 percent of the proposals in children's hospitals
(Table 11.1). Wile these changes usually linmted who could be involved in
the research, investigators in only a few cases indicated that the purpose

was to exclude high-risk subjects.

Characteristics of research subjects. Patients served as subjects in

84 percent of the projects reviewed by IRB's in children's hospitals, in
72 percent of the projects in other bionedical institutions, and in 30 percent
of the projects in other institutions. Subjects with no specific characteristic
other than age were involved in 20 percent of the projects in children's
hospitals, in 35 percent of the projects in other bionedical institutions, and
in 49 percent of the projects in other institutions (Tables 11.2, I1.3).
Adults, such as staff and college students, also served as subjects along with
children in sone projects, particularly in non-bionmedical settings, where they
were involved in 36 percent of the projects. Subjects in nost projects were
either the investigator's own patients, referrals from other physicians or
prof essionals, or from an institutional population to which the investigator
had professional ties (Tables 1.4, 11.5).

In a large majority of projects, investigators reported that subjects were
sel ected because of a specific condition or characteristic (Tables 1.6, 11.7).
The presence of a specific disease or nedical condition was a selection criterion
in over 85 percent of the projects reviewed by IRB's in both children's hospitals
and other bionedical institutions, and in 38 percent of the projects in other

institutions. Anong these latter projects, nental disorders were the primry
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nmedi cal condition used in the selection of subjects. The presence of a
behavi oral problem was used to select subjects for 11 percent of the projects
in non-bionedical institutions (Tables 11.8, 11.9).

Denographi ¢ characteristics were used to select subjects in 29 percent
of children's hospital projects, 20 percent of the projects at other
bi onedi cal institutions, and 57 percent of the projects at other institutions.
At each type of institution, age was a selection criterion for a substantia
nunber of projects. Also, the subject's educational situation was a factor

in 17 percent of the projects in other institutions.
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1. Risks and Benefits of Research (Tables II1.1-111.21)

Research which, according to investigators, was designed primarily to
benefit the subjects directly accounts for approximtely one fourth of all
projects involving children (Table I11.1). Another quarter of the projects,
while not primarily intended to benefit the subjects directly, were intended
to benefit in the future persons with psychol ogical or nedical conditions
simlar to those of the subjects. An additional 32 percent of the projects
had ot her purposes, according to investigators, including contributions to
scientific know edge. We divided this latter group into two parts which
include, first, those projects in which the subjects were selected specifically
because of a particular condition, characteristic, or illness (23 percent)
and, second, those in which subjects were not selected for a particular condi-
tion (9 percent). (Ei ghteen percent of the projects could not be classified
into any of the above categories because investigators did not answer both of
the appropriate questions.)

The primary purpose of nost biomedical research involving children was
reported to be to benefit either the subjects (35 percent) or others with a
simlar condition (30 percent) (Tables I11.2 and I111.3). Studies of behaviora
interventions were even nore likely to be reported as intended primarily to
benefit subjects (46 percent), while 24 percent of such studies were intended
to benefit others with a simlar condition. O her behavioral research, as
wel | as studies involving secondary analysis, were nmuch less likely to be
primarily intended to benefit either subjects or persons with simlar condi-
tions.

| nvestigator estimates of risks and benefits for research designed

primarily to benefit subjects. Each investigator was asked about the probability




of different types of risks and benefits for subjects "in terns of your under-
standing of the risks and benefits at the tine the study began." Investigators
for a substantial nmajority of the projects designed primarily to benefit sub-

jects estimated that their research would have a nedium or high probability of

medi cal or psychol ogi cal benefit (Table 111.4). None of these investigators
estimted as rmuch as a medium or high probability of serious risk, although

about half of themreported a low or very |low probability of mnor psychol ogical

or mnor nedical conplications. Approxi mately one fourth or fewer estinated

a very low or |ow probability of serious medical conplications, fatal conplications,
serious psychol ogical stress or enbarrassment to subjects due to breach of
confidentiality. I nvestigators who reported such risks of serious medical or

fatal conplications refer to the use of procedures |ike manipulation of catheters,
renal scans, use of experinental drugs and the use of cold. An inspection of a
sanpl e of these interviews suggests that these procedures occur with subjects
whose medi cal condition is serious.

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

the subject. Mst of this research is bionmedical and the probabilities of

benefits and risks follow a pattern simlar to the research intended to benefit
subj ects, although fewer investigators here than above reported a probability
of nedical and psychol ogical benefits (Table I11.5). Furthernore, a sonmewhat
snmal | er percentage of projects were reported to have risks (with the exception
of m nor psychol ogical stress), and in practically all cases the probabilities
were rated very |ow

Ri sks and benefits of research conducted for other purposes (subjects

selected for condition). Slightly nore than a quarter of these projects

are reported to have sonme probability of psychol ogical or nedical benefit and a
medi um or high probability of other benefits such as an educati onal and

enriching experience, other personal advantages, or the experience of satisfaction
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from hel ping devel op new knowl edge (Table I11.6). Cenerally |ower |evels of
risk were reported than in previous categories; nost such. risks were designated

as mnor arid of very |ow probability.

Ri sks and benefits of research conducted for other purposes (subjects

not selected for condition). Some probability of nedical or psychol ogica

benefit was indicated for one third of these projects; a very |low or

| ow probability of mnor psychological stress was indicated for nore than

half of the projects (Table II1.7). Only smal |l percentages of the projects
were reported to have any probability of mnor nmedical conplications, serious
psychol ogi cal or mnedical conplications, or breach of confidentiality.

The distribution of benefits and risks, by type of research, appears in
Tables 111.8-111.11.

Present assessnent of risks and benefits by purpose of research. Most

i nvestigators reported that the risks and benefits actually experienced
corresponded to their pre-research estimates. Less than 10 percent of the
i nvestigators indicated that actual benefits were |less than expected; substan-
tially nore indicated that the benefits were greater than expected (Table I11.12)
Fewer than 5 percent of the investigators reported that the risks had been
greater than expected; substantially nore indicated that risks were |less than
expected (Table 111.13). Alnost all investigators reported that they had been very
certain or fairly certain before the study began that they knew all of the risks
that the project entailed (Table I11.14). In general, investigators studying
behavi oral interventions indicated | ess certainty about risks and benefits
than investigators in other types of research (Tables I1I1.15-111.17).

Very few investigators indicated that they assessed the risks to subjects
as outweighing the benefits (Tables 111.18-111.21). The tables also show that
Sorme assessnents of risks and benefits shifted, based upon know edge gained in

the research.
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Injuries or harm as a consequence of research and nechani sns of conpensation

Each investigator was asked whether there had been any injuries to subjects as a
result of participation in the research, without regard to whether or not there
was negligence. These questions referred to unexpected problems, not customary
side effects. Occurrences affecting fromone to four subjects were reported in a
smal | percentage (6 percent) of the projects intended to benefit subjects and in
2 percent of the projects intended to benefit others. Mst, but not all, of
these, injuries were described as trivial

Harnful effects as consequence of breach of confidentiality. No breach of

confidentiality which has harmed or enbarrassed subjects was reported for any
type of research. Most investigators for all types' of research reported having
some mechani sm or procedure to protect the confidentiality of subjects if

names were recorded. The procedures to protect subjects' confidentiality nost
often menti oned were separation of names, fromdata, linmted access to data,
nmechani cal neans such as |ocking up the material, and not using nanmes in

publi cati ons.



I'V. I nfornmed Consent (Tables IV.1-1V.31)

Review comrittee action. Review committees required changes in the

procedure for obtaining consent in about a fourth of the projects involving
chil dren. Changes were required nost frequently (35% in projects reviewed
at children's hospitals. Many of these changes pertained to the explanatory
materials to be presented to subjects or proxies. Sim | ar changes were re-
qui red, although less frequently, in projects from other institutions (Table
IV.1). Protocols concerning secondary analyses were nmore likely to elicit

a recommendation for change than were bionedical or behavioral protocols.

The nmost frequent change in secondary analysis projects was the requirenent
that witten consent be obtained from subjects. Anmpong bionedical projects,
additions to or other alterations of materials to be presented to subjects

were the changes nost frequently required (Table 1V.2).

Witten and oral consent. Oral and/or witten consent was obtai ned

from subjects in all projects at children's hospitals, in 88 percent of the pro-
jects at bionedical institutions, and in 92 percent of the projects at other
institutions (Table 1V.3). Wth respect to research types, oral and/or wit-
ten consent was obtained from subjects in over 90 percent of bionedical
behavioral intervention, and other behavioral projects, and in 29 percent of
secondary anal ysis projects* (Table IV.4). Reasons cited by principal inves-
tigators to explain why no consent was obtained include: (1) return of ques-
tionnaire inplied consent; (2) only routine treatnents or procedures were

being used; (3) names of subjects were unavailable to the researcher; (4)

consent was obtained elsewhere; (5) no risks to subjects were involved; and

*The secondary anal ysis projects where consent was obtained involved, for
exampl e, tissue analysis where subjects were requested perm ssion for the
use of tissue.
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(6) the review conmittee did not require that consent be obtained. Consent
was usually obtained in witing (Table 1V.3), and principle investigators
of over 80 percent of the projects said that they provided an oral explana-
tion of the study to subjects or their proxies (Tables IV.5, 1V.6).

The consent process: who obtains consent? Investigators had either

excl usive or shared responsibility for obtaining consent in the majority of
the projects (Tables IV.7, IV.8). The other persons who obtained consent
were nost frequently on the study staff, but on several projects a person
not on the study staff obtained consent. A professional colleague of the
principal investigator, either on or off the study staff, was the nost fre-
guent other person to obtain consent. Less frequent were nurses, interns,
students, and research assistants. (Table IV.9).

Aside from the person who obtained consent, the subject and/or the proxy,
other people were Present in about half the projects when consent was sought.

I'n biomedi cal research generally, the other person Present was usually a

nurse or a nenber of the subject's famly. (Tables IV.10, |V.11).

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

shi p between aspects enphasi zed by investigators seeking consent and the purpose
primary

of the research. For those projects whose/ purpose was to benefit the subjects

this direct benefit was enphasized nost frequently, although other purposes of

the research were also mentioned frequently (Tables V.12, [V.13): Wen the

primary purpose of the study was to benefit others, that fact was nost fre-

guently given the greatest enphasis, according to investigators,, although in

about a third of these projects the investigators also enphasized a direct

benefit to the subject.
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Finally, for research with sone other primary purpose, its potentia
benefit to others and its benefit to scientific know edge were each enphasi zed.
in about half the cases; however, investigators reported enphasizing direct
benefits to subjects for 37 percent of these projects. As was previously
noted, many investigators indicated that benefits m ght accrue to subjects
even in projects not designed primarily to benefit subjects.

VWhen obtai ning consent, principal investigators generally reported that
they presented the possibility of participation as a request. However, when
the primary purpose of the research was to benefit the subjects, participa-
tion was frequently described to subjects as both a reconmendati on and a
request (Table 1V.14)

I nvestigators of sonme projects did not reveal all information to sub-
jects. Informati on was withheld nost frequently in behavioral projects and
at institutions other than children's hospitals and bionedical institutions.
The information not divul ged focused nbost often on the purpose or specific
procedures of the study, the nedication or treatnent being used, and possible
benefits to the subject (Tables IV.15, |V.16). Mst reasons for this wth-
hol di ng of information concerned biases that divulging could introduce in the
dat a.

In a few projects that were behavioral or from non-bionedical institutions,
subj ects were told things that were not true. The aspects of false inform-
tion centered around the purpose or specific procedures of the study (Tables
V.17, 1V.18), and the reasons again involved fear of biasing the data.

In the vast majority of projects, subjects were not paid for participa-
tion. In the remaining projects, paynents were small, usually $1 to $5, and

usual ly occurred where the research was not designed to benefit the subject
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directly (Table 1V.19).

Principal investigators felt that thedecision to participate in the
study was not difficult for subjects or proxies in the majority of projects,
regardl ess of the purpose of the research (Table |V.20). Furthernore, pro-
jects with different purposes did not differ from one another in the extent
to which prospective subjects/proxies declined to participate (Table IV.21).

Some subj ects/proxies declined in about one third to half of the projects.

Proxy consent. Ninety-four percent of the projects from children's

hospitals, 69 percent from bionedical institutions, and 67 percent from other
institutions used proxy consent (Table 1V.22). Simlarly, 79 percent of bio-
nmedi cal projects, 64 percent of behavioral intervention projects, 69 percent
of other behavioral projects, and 13 percent of secondary analysis projects

i nvol ved proxy consent (Table IV.23).

In the projects where proxy consent was used, consent was obtained only

from proxies twice as often as it was from subjects as well as proxies. The

nost frequent criterion for determ ning whether proxy consent would be used

was the subject's age.* Less frequent criteria were the intellect and the

degree of illness of the subjects, in that order (Tables I1V.24, |V.25).
Parents, relatives, or |egal guardians of the subjects were the nost fre-

quently used proxies. Institutional representatives served as proxies in

*The age above which no proxy consent was obtained ranged from 4 years, in
rare cases, to 21 years, nore frequently. The median age above which no
proxy consent was obtained was 18 years. The age bel ow which consent was
not obtained fromthe subject as well as the proxy ranged from 1 year to
21 years; The nedian age bel ow which consent was not obtained from the
subject as well as the proxy was 7 years.



five percent of projects in children's hospitals and three percent in other
institutions, whereas courts fulfilled a proxy function in six percent of
projects from other institutions, and only in non-biomedical projects (Table
I'V.26, 1V.27). Approval for participation was obtained from the subject's
physician in a majority of cases when the subject was the patient of soneone
ot her than the principal investigator.

A majority of investigators reported that subjects for whom proxy
consent was obtained were rarely or never reluctant to participate. In
children's hospitals, where the greatest reluctance was encountered, approx-
imtely 20 percent of investigators reported that their subjects were sone-
times or often reluctant to participate (Table 1V.28). Simlarly, bionedi-
cal projects nmore than other types were likely to have reluctant subjects,
according to the reports of investigators (Tables I1V.29). Investigators in-
dicated further that when such instances occurred, the nost frequent outcome
were (1) that the subject did not participate, or (2) an attenpt was nade to
persuade the subject. Investigators rarely reported that subjects had no
choice but to participate.

Most investigators reported that proxy consent protected subjects "very

well" or "fairly well". In three percent of projects from children's hospi -
tals, 7 percent from bionedical institutions, and 14 percent from other in-
stitutions, investigators indicated otherwise (Table IV.30). The

mai n expl anations given for the inadequacy of proxy consent were: (1) where
only proxy consent is used, subjects nmay not be able to decide thensel ves
whet her or not they wish to participate in the research; (2) the proxy may

not be able to understand the research; and (3) the proxy may not care about

protecting the rights of the subject.
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V.  Consent Forms (Tables V.1-V.12)

As was shown in Table IV.3, witten consent forns were used in alnost al
research in children's hospitals and in about three quarters of the projects
in the other institutions. At least two thirds of these forns were devel oped
specifically for a particular study; others were based on a standardized
formprovided by the institution (Table V.1). About 70 percent of the forns
contained |l ess than 300 words, and these are designated as "short" forms in
our anal yses (Table V.2).

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

Content of consent forns. Consent forns contain information about a w de

variety of topics, as mght be expected in view of the variety of research
bei ng conducted. To increase conparability of consent forms, an index of
conpl eteness was constructed. This index represents the extent to which a
consent form covers each of the follow ng: (1) the purpose of the research
(2) procedures involved, (3) the risks, (4) the benefits, (5) a statement that
subjects are free to withdraw fromthe research, and (6) an invitation to
subjects to ask questions about participation. (See Table V.4 and the
acconpanyi ng explanation for nmore information about this index.)

The index shows only 20 percent of the consent fornms from children's
hospital s and other bionedical institutions, and only five percent of the
forms fromother types of institutions, to be conplete or nearly so (Table V.4).
Sormre elenents were present nore often than others in consent fornms. Purpose
and procedures are nentioned in two thirds or nore of the forns. Ri sks are
mentioned or described in detail in two thirds of the forms fromchildren's
hospitals, in half of the forns from other bionmedical institutions, and in |ess

than a quarter of the fornms used in the other institutions (Table V.5).
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Mentions of benefits (or the absence of benefits), freedom to w thdraw, and
opportunity to ask questions appear |ess often.

It might be expected that alternative treatnments would be nentioned in
consent forms used in projects designed primarily to benefit subjects; however,
this occurs only rarely (Table V.6). Sinmlarly, it night be expected that
consent forms in studies designated by investigators as containing "experi-
mental " elenents would contain words indicating that fact; this occurs infre-
quently, except in non-bionmedical institutions (Table V.7). Thirty-eight
percent of the projects involving placehoes nentioned placeboes in their con-
sent forns. Fourteen percent of the projects in which sone information would
be withheld from subjects nmentioned this in their consent forns and statenents
Ei ght percent of the projects in which subjects were assigned to one of several
treatnments or procedures being studied or conpared nentioned this in their
consent forns. One quarter of the projects intended to benefit subjects
mentioned benefits in their consent forns; 12 percent of the projects not
intending to benefit subjects indicated benefits to subjects in their consent
The frequency with which other topics of possible interest appear in consent
forns 'is shown in Table V.8.

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

readability of consent forns. The details of this technique are described in
a note follow ng Table V.12. Short consent forns were given an overall read-
ability score while long forms were given a score for each of three content
areas: purpose, procedures, and risks

Tabl es V.9-V.12 sunmmari ze our analysis and show that consent fornms tend

to be difficult to read.
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Medi cal and technical terns conprise substantially less than five
percent of the words in nost consent fornms. Although these ternms describe
i nportant aspects of research projects, npst consent forns provide very little
| ay explanation of their medical and technical terns, and. fornms that do
provi de |ay explanations are still generally difficult to read. Furthernore
some consent forms with very few or no nmedical and technical terms are difficult.
Thus, reading difficulty cannot be attributed solely to the percentage of
nmedi cal and technical terms which appear in these forns.

Sentence structure along with length of words determines the readability
score. Variations in readability are illustrated in the follow ng exanples.

An exanple of a "fairly easy" consent form

I woul d appreciate having your child participate in the study at his

school . Perm ssion is voluntary; you may check either of the state-
nents bel ow. Note that-even if you should grant pernission, your
child, is still free to choose for hinself whether or not to partici-

pate in the study, and also to withdraw fromthe study at any tine.

A consent form excerpt rated "difficult” due to sentence |ength and
structure

We understand that telephone calls froma nmenber of the isolation
study* teamw || be nmade to our home about once weekly at a tine
convenient to us and that a nmenmber of the study. teamw |l visit our
home to obtain nose and throat specinens for virus isolation about
twice nonthly at a tine convenient to us.

*Not the actual name.

A consent form excerpt rated "difficult"” due to medical and technical ternmns:

Total intravenous infusion, a therapy for providing all calorie needs
entirely by intravenous neans, is being conpared to regular oral food
ingestion in order to learn whether it will reduce undesirable side
effects, especially anorexia, nausea, and vomiting, and resulting

wei ght loss which may develop from etiotropic treatnent necessitated
by the netastatic nature of your child s disease.
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VI, Subj ects' and Proxies' Perceptions of Research (no tables)

Subj ects were approached through principal investigators who were willing
to wite to their subjects on our behalf, asking themto return to us a
stanped card if they were willing to be contacted. It was only through the
cards that were returned that we |earned the nanes of subjects. Some institutions
did not allow this access to subjects, and sone investigators were unable or
unwilling to contact their subjects for us. However, nmany investigators did
participate in the procedure, enabling us to contact and interview by phone
31 children and 113 proxies. This sanple, of course, is not representative in
any statistical sense. For this reason, and because the interviews often took
pl ace nonths after a subject's participation in research, the data should be
treated cautiously.

The data provided by our "sanple" of proxies and children-subjects indicate
that nost of them felt that they were provided with adequate information about
the research project. Seventy-five percent of the respondents renenbered that
they signed a consent form and, of those who did not renenber, all but five
recalled that they gave their permssion orally. Nonetheless, 17 percent of
the respondents reported that they did not understand, before their participation
actual ly began, that the subject was to be involved in research

Al t hough npst respondents said that they were given as much informtion
about the study as they wanted, 19 percent reported that they were given |ess
i nformati on than they wanted. Approximately 90 percent of our respondents
felt that the information they were given was clear and understandabl e. Those
who reported that the information was not conpletely clear were asked, "In what
way was it not clear?" The purpose of the research was unclear to three
respondents; one respondent was uncl ear about the procedures to be used and
anot her said that he was not clear about the type of drug to be used. .A very

few respondents reported that the information they were given was uncl ear due
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to its technical |anguage or lack of detail.

Si xty-five percent of the respondents said that they asked the researchers
questions about the study or the subject's participation in the study. These
questions nost frequently concerned the procedures to be followed, the dis-
conforts associated with the procedures, and the risks or possible side effects
whi ch subj ects m ght experience. Questions concerning benefits, the avail-
ability of the results of the study, and the purpose of the research were also
reported. Sone respondents were interested in and asked the researchers about
the drugs to be used, the anmpbunt of tinme the subject would be involved in the
research, the nature of the subject's disease or condition, previous research,
and the subject's "performance" on the test (in educational and psychol ogi cal
studies). Alnobst all of the respondents said that the researchers were willing
to answer any questions they night have; but five respondents felt that the
peopl e connected with the study were unwilling to answer questions. N nety
percent of the respondents felt that the information they had been given was
correct and accurate. Anpng those who did not see the information as accurate
three reported inaccuraci es regardi ng procedures and one respondent felt that
the information concerning side effects was incorrect.

Proxies reported in nore than one out of three cases that someone connected
with the study talked to the subject about what was going to be done. Al npost
half of the proxies felt that the subject understood, either very well or fairly
wel |, what participating in the study would be IiKke. Some subjects were not
apprised of what was going to happen and apparently did not understand what
participation in the study would invol ve. Approxi mately half of the subjects
in our sanple were less than six years old.

The proxies and subjects who were interviewed apparently had few probl ens
deci di ng whether or not they (or the person for whom they gave consent) should
participate in the projects. Seventy-five percent of the respondents said
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that the decision was "not at all" difficult and only four percent said that

it was a very difficult decision. Consistent with this finding, proxies and
subjects cited many reasons for participating and very few reasons for not
participating in the research. The nost frequently mentioned reason in favor
of participation was that involvenment in the research mght help the subject;

al rost one quarter of the respondents nentioned educational, psychol ogical, or
medi cal benefits which might result from participation. The next nost inportant
reasons for participation were to help other people with simlar conditions
and to help research or science. O her reasons given for participating

i ncl uded respondent's interest in |learning how the subject would performon a
psychol ogi cal or educational test and the desire to "help" the particular

study because it seenmed worthwhile. Very few people cited financial reinburse-
ment (one percent) or physician/researcher recomrendati ons (three percent) as
the nmost inportant reason for participating, and no respondents said, that free
care or services was the nost inportant factor in their decision. Ni nety-four
percent of the respondents offered no reasons for not participating. The few
peopl e who considered not participating nentioned the unpleasant procedures,
the health of the subject, or a fear of side effects.

A series of interview itenms focusing on expected risks and benefits
generated responses sinmlar to those reported above. Sixty-eight percent of
the proxies (or subjects) thought that there mnight be sone possibility of
benefit to the subject as a result of participation. Direct educational
psychol ogi cal and nedi cal benefits to the subject were nentioned nost frequently
Future benefits--including preventative benefits, free check-ups and tests,
and other future advantages in health care--were the second nost frequently
nmenti oned benefits. Only one respondent nentioned noney as a benefit.

Wiile the majority of respondents anticipated benefits, nobst of them

(72 percent) expected that there was "no risk at all" of harnful effects. W
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asked those respondents why they saw no risk of harnful effects. In many
cases, the respondents noted that the procedures which were outlined to them
inplied no harnful effects or that the side effects they were told about did
not seem serious. O hers reported that they were "told there was no risk"

or that soneone on the research staff explained that there was no risk. Sone
people felt that no risk was involved because they had confidence that nothing
woul d be done that would cause harm or because they had faith in the good will
and work of the researchers. Only a few respondents felt there were no risks
because of their previous experience or the experiences of others (e.g.,
friends, other subjects). No respondents nentioned the consent form when
expl ai ni ng why they expected no risk of harnful effects. The respondents

who expected at least a very slight risk of harnful effects (28 percent)
mentioned side effects from drugs, internal damage, ninor physical disconforts,
or unpl easant enotional/psychol ogical side effects. These risks were expected
maei nly because the subject/proxy was told that there was some possibility of
harnful effects, because the procedures seened to the respondent to be risky,

or because of the nature of the drugs to be used.

The proxies and subjects interviewed apparently did not experience many
unexpected difficulties. Ni nety-si x percent of the respondents reported no
unexpected difficulties and the four percent who did generally felt that those
difficulties were not very serious. These problens tended to be tenporary and
m nor physical disconforts. On the other hand, the respondents expected
benefits and, in general. they felt that sone benefit was realized by the tine
the project ended. Si xty percent of the people interviewed felt that they,
or the person for whom they gave consent, benefited as a result of participating

in the research.
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All interviewees were asked if the subject was treated with courtesy and
consideration by the research staff. Ni nety percent responded affirmatively,
ni ne percent did not know or were not present during the subject's participation
and only one percent answered negatively. The 31 children who were interviewed
were asked, "Was the actual experience of participating in the research better
than you expected, about what you expected, or worse than you expected?".
Forty-two percent of these subjects said it was better than expected and the
remai nder said it was as expected--no subjects said "worse than expected.”
Finally, respondents were asked if they would be willing to get involved in a
simlar study again. Seventy percent of the proxies and subjects indicated
that they would be "very willing." Anpbng those who were less than very willing
many said that their decision would depend on the nature of the study and the
benefits to subjects. Ohers said they might be only somewhat or not very
willing to get involved because of their fear of harnful effects or because

of the tinme involved
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VI, The Attitudes and Suggestions of Investigators, Subjects, and Proxies

(Tables VII.1-VI1.5)

Attitudes of investigators toward the review process. |nvestigators'

attitudes toward review conmittees are, for the nobst part, nore favorable than
unfavorable (Tables VII1.1-VII.3). however, a nunber of respondents in al

types of institutions felt that the procedures caused at |east some problens
and particularly cited comrittee actions in areas not appropriate to its
function and judgenents nade by the conmittee that it is not qualified to nake.
A fairly high percentage of investigators doing research involving children
outside of children's hospitals felt that the procedures were inpeding progress
of research at least to sone extent. Many investigators doing research on
children outside of bionedical institutions also felt that the procedures

were not inproving the quality of research and that the procedures were an
unwarranted intrusion on the investigator's autonony.

I nvestigators' comments and suggestions. Many researchers expressed

satisfaction with, or acceptance of, the review procedures as they are presently
operating. Nonetheless, over half of the respondents did namke suggestions or
express concern about problens with the review process as they experienced it.
Comments of-investigators fall into five najor categories (Table VII.4).
The first concerns "bureaucratic problens" such as the conplicated nature of the
review process and the adverse effects of the process in slowing and preventing
research. Bureaucratic problenms were nentioned by 12 percent of the investiga-
tors in children's 'hospitals, 16 percent of those doing research in other
bi omedi cal institutions, and 19 percent of those doing research in universities
and other institutions (Table VII.4). Many conpl ai ned specifically that the
ti me-consuning nature of the process caused problens when they were trying to
nmeet deadlines for federal grants, mentioning tinme periods of "six weeks to

two nonths," "three weeks or longer," "three nonths," "six nonths," and
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"several weeks." One researcher discussed the conplicated nature of the

process, stating that the review procedure
presents big headaches, one of which involves all the paper work;
There were five or six forns, one for ny records, one to the main
bureau office and | don't know where the other forms go, and then
sone for the service board

Some of the respondents el aborated on the consequences of these problens,

stating,

Sone of the procedures at the present time have a tendency to restrict
research in the United States and the restriction of research essen-
tially ultimtely neans a restriction and slow ng of nedical progress.

and

Bureaucrats who don't understand clinical research are nmaking
clinical investigation very difficult.

The second set of concerns, very nmuch related to the first, reflects the
feeling that parts of the review process should be abolished (nmentioned by
seven percent of the investigators at children's hospitals, 17 percent of
those at other bionmedical institutions, and 10 percent of those in the remaining
set of institutions.) Many of the investigators who nade such suggestions
focused on differentiating between high and |ow risk research, proposing that
revi ew of innocuous research and of studies using materials from previously
approved research be elimnated. Some al so proposed that witten and/or
i nfornmed consent be elimnated for these studies. One respondent concerned
with differentiating high vs. low risk research stated

A major problemis that the regulations are applied wthout regard

to the degree of risk to the subject so that lots of energy is wasted

on trivial detail and insufficient attention is given to significant

i ssues. Sort of throwing the baby out with the bath water.

O her respondents wishing to abolish certain aspects of the review process
of fered these comments,

TO have to-get consent like if urine is being discarded, it's such an

absurdity. It's inpossible to define a greater bureaucratic absurdity.

A nurse is throwing that urine into a urinal and we cannot use that
urine unless we go back to the patient and ask him and he couldn't care
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| ess! Their name is never used in those kinds of studies--nothing
is revealed. It's totally absurd.

and

Biologic fluid to be discarded should be available for research

wi t hout inforned consent and review

A third set of comments concerns the structure or authority of the
committee (nmentioned by about 11 percent of the investigators in the severa

sets of institutions). Some of these suggestions proposed &hanging the

composition of the conmittee and the way it is selected. Some proposed nore |ay

i nvol venent, stating,

If students are used as subjects, sone students should be on the
committee. Also some parents, when children are involved

and
On every review conmittee there should be a cl ergyman.
O hers disagreed with this and wanted only professional researchers on the

comittee, stating,

There's a great tendency to try to err on the extrenely conservative
side and appoint extrenely elderly individuals, and people who have

t heol ogi cal training and people who are not closely involved in

human experinentati on. Appoi nt younger individuals who are involved
i n human subj ect research. | really do not think those with theo-

| ogi cal training make very good decisions in the matter.

and

Revi ew committees have gone overboard by insisting there be |ay
peopl e who haven't the foggi est know edge of nedicine.

A fourth set of suggestions concerns the need for nore information and
i ncreased conmmuni cation (nmentioned by 15 percent, 9 percent, and 14 percent
of the investigators at the three sets of institutions, respectively).
I nvestigators stated that they wanted nore guidelines in general, nore informa-
tion on consent forms, or nmore information fromthe review conmittee itself
on what it wants, what actions it has taken and the reasons for these actions.
Many investigators wanted nore interaction between the researcher and the
committee, and nost had in nmind either having the researcher orally present
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hi s/ her protocol or having the researcher present when the comrttee reviews
hi s/ her protocol. Thus, one states,

It wouldn't be a bad idea if there were nore connection in person

between investigator and conmittee. . . . If sonme difficulty were
encountered perhaps it would be helpful to have the investigator
present.

A fifth category of suggestions concerns protecting human subjects to a
greater extent than is presently done (nentioned by about 10 percent of the investi-
gators). These were nmaminly general coments that commttees should be stricter
and "tighter with accountability" and that "academ cians don't police them
selves very carefully." A nunber of respondents desired nore followup after
review to see that proposed procedures are inplenented, and one suggested a
way of acconplishing this,

I think the problemis [that] it is difficult for review conmttees

to police that all studies are being carried out as approved. A

menber of the review committee, preferably a lay person--so as not to

of fend one's coll eagues and associ ates--should actually, w thout

warni ng, check with patients who are involved in projects to be sure

that the projects are being carried out as subnmitted to the hunman

studies review conmmttee.

Subj ects' and proxies' coments and suggestions. Approximately one third

of the subjects or their proxies offered suggestions. These suggestions fal
into three categories (Table VII.5). One (19 percent) concerns requests for
nore information about the research in general or about issues not covered
by the description that was provided by the investigator of risks, benefits,
and procedures. Thus, one respondent remarked
More should be avail able to-people to read, People don't know the
things that their doctors can do for them Not enough information
is avail abl e about who to go to to help thenselves or their children
Not enough information [is] in layman's terns.
Sone subjects were interested in having a copy of the results of the research
upon conpl etion of the study and a small nunber expressed a desire for nore or
better information on benefits, risks, and procedures.
A second category of suggestions (eight percent) concerns the experinenters
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conduct of the research. Sone subjects desired experinmenters to be better
organi zed and to perform procedures nore efficiently. Others wanted experi-
menters to be nore courteous and kind in dealing with subjects and to take
nore time with subjects. One such respondent commented,

All 1 can think of is to get to know the children beforehand--to get
them to cooperate. It would be to their best advantage

A third, and very small, category (four percent) concerns inproving the
ri sk/benefit ratio by increasing types of care and service bhenefits or by

reduci ng risks through testing nore thoroughly before the experinent.
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Table 1.1

Distribution of Projects According to the Percent of Subjects
Who Are Children (0-18 years of age)

Projects in which the foll ow ng
percent of subjects are children

0%
1-14%
15-24%
25-49%
50-74%
75-100%

Projects in which 25-100% of
subj ects are children

Tot al

*Based on reports of
answer the question.

research investigators,

Percent of Projects*
(N= 1485)

62%
8
2
5
4
19

28

100%

excl udi ng those who did not

**These are the projects discussed in the foll owi ng anal yses.
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Table 1.2

Type of Research Involving Children

Percent of Projects

(N=471)
Bi onmedi cal 47%
Behavi oral intervention 8
Behavi or al 33
Secondary anal ysi s 3
No information 9
Tot al 100%
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Table 1.3

The Primary Intervention or Procedure in Each Study

Percent of Projects

(N=471)
Bi onedi cal
Clinical evaluation of bodily tissues or fluids 21%
Admini stration of drug, chenical agent or blood
product s 19
Perinatal care -
Surgical (includes oral) -
Exchange of bodily fl uids -
Use of diagnostic and/or therapeutic devices 5
Dental care 1
Ot her 1
Behavi oral Intervention
Educati onal intervention 2
Modi fication of an organi zation or a service delivery
system 2
Behavi or nodification or experinmentation 3
Soci al or psychol ogi cal therapy
O her
Behavi oral (ot her)
I nterviews-questionnaires 6
Psychol ogi cal or educational testing 12
Behavi oral observation 13
Interviews with patient (e.g., nedical histories) 2
Secondary Anal ysis
New anal ysis of existing data 1
Revi ew of medical records
Third party study of tissue or fluids obtained for other
pur poses 2
No information 9
Tot al 100%

*Less than 1 percent.
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Table |.4

Is this a Phase I, 11, Ill or IV test?

Percent of Projects

(N=471)
e
Phase |
Phase 11 1%
Phase 111 4
Phase IV 2
None of these 2
Don't know 8
No answer 3
| nappr opri at e* 80
Tot al 100

*1 ncl udes other than drug administration research.

**Less than one percent, but nore than zero.
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Table 1.5

Type of Institutional Conmittee Review ng Research Involving Children

Percent of Projects*

(N=425)

Children's hospitals 14%
O her bi onedi cal ** 52
Ot her*** 34

Tot al 100%

*Excl udes cases for which we do not have information about type
institution.

**Medi cal schools (and universities sharing nmedical school |RB)
(83.7%; hospitals (15.7%; schools of nursing and dentistry
and bi onedi cal research institutions (.6%

***Universities (not including nedical schools) (78%; institutions
for the nmentally infirm (18%,; and behavioral research
institutions (4%



General Types of Research Conducted in Different
(Percent of Projects)

Type of Research

Bi onedi cal

Behavi oral intervention
Behavi or al

Secondary anal ysis

Tot al

Table 1.6

Type of Institution

Children's Hospitals O her Bi onedi cal

(N= 44)* (N= 231)*
79% 69%
5 5
16 20
0 6
100% 100%

I nstitutions

O her
(N= 150)*
14%

17
68

1

100%

*Excl udes cases for which information is unavail able concerning types of

resear ch.
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Table 1.7

Actions Formally Required of the Investigator by the Review Board:
Types of Research (Percent of Projects)*

Type of Research

Behavi or al Behavi or al Secondary
Bi onedi cal I ntervention (G her")) Anal ysi s
(N=_220) (N=_ 45) (N=147) (N= 14)
More information 38% 46 29 22
Modi fication in consent forms
and procedures 27 12 23 40
Modi fication in scientific design 3 6 0 0
Modi fication in subject selection 4 2 0 0
Modi fi cation regarding risks,
di sconforts 6 7 4 0
Modi fi cation regarding
confidentiality 1 2 9 9
Ot her nodifications 5 8 5 0

*Percent ages need not add to 100% since respondents night indicate fewer

or

nore than one action required.
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Table 1.8

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

Type of Research

Behavi or al Behavi oral Secondary
Bi onedi cal I ntervention (Q her) Anal ysi s
(N= 220) (N=45) (N= 147) (N= 14)
Yes 31% 33% 31% 47%
No 67 67 68 53
No information 2 0 1 0
Tot al 100% 100% 100% 100%
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Table 1.9

The following is a list of sonme nethods which you may be

using for your study--please check as many as apply.*
(Percent of Projects)

Single-blind nmethod (i.e., subject does not
know whi ch study technique is being used)

Doubl e-blind nethod (i.e., neither subject
nor experinenter knows which study technique
i s being used)

Different treatnment or procedures assigned
by random net hod

Cross-over design (treatment or procedures
swi tched between groups during the study)

Pl acebo adni ni stration

None of the above

Type of Institution
Children's O her O her
Hospital s Bi omedi ca
(N= 33)** (N= 219)** (N= 144)**
12% 13% 10%
7 3 9
14 18 25
0 5 5
0 2 7
49 52 55

*Totals may add to nore than 100% since respondents could check nmore than

one net hod.

**Excl udes respondents who did not answer the relevant questions.
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Table 11.1
Did the review committee require you to nake nodifications

in the proposed selection of subjects for your study? If yes, what changes?
(Percent of Projects)

Type of Institution

Children's O her O her
Hospital s Bi omedi cal
(N=44) (N=231) (N=150)
Changes required 10% 1% 204
Excl usion of some subject categories
on the basis of risk 1 - 0
Change due to considerations of equity 0 0 0
O her limtations/restrictions in
sanpl e 9 - 2
No changes required 83 98 97
Don't know 7 1 1
Tot al 100% 100% 100%
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Table 1.2

Ki nds of Subjects Selected: Type of Institution
(Percent of Projects)*

Type of Institution

Children's O her O her
Hospital s Bi omedi cal
(N=44) (N=231) (N=150)
What kinds of subjects were selected for the
experinmental group on your study, that is,
were they from the general popul ation or
were they patients, prisoners, college stu-
dents, or from some other category?
Persons with no specific characteristic 20% 35% 49%
(other than age)
"Ceneral popul ation"** 5 12 21
Chi I dren under 18 15 23 28
Persons with specific condition,
characteristic** 4 12 13
Patients 84 72 30
Children who are patients 45 11 6
Former patients** 0 0
O her patients** 35 57 10
Mental ly retarded** 0 - 10
Mental ly ill** 2 1 2
Pregnant wonen. 2 2 2
Fet us 0 o 0
Staff, students, others 2 12 36
Prof essional or institutional staff 0 3 2
Ot her staff 0 " 4
Resi dents or interns 0 0 0
Medi cal students 0 0
Ot her students in health field 0 0
Ot her college students 0 4 24
M scel | aneous 2 5 6

*Totals may add to nmore than 100% since
one kind of subject.

**Age not

specified by investigator.
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Table 11.3
Ki nds of Subjects Selected: Type of Research
(Percent of Projects)*
Type of Research
Behavi or al Behavi oral  Secondary
Bi onedi cal I ntervention (O her) Anal ysi s
(N=219) (N=45) (N=147) (N=14)
VWhat kinds of subjects were
sel ected for the experinental
group on your study, that is,
were they from the general
popul ati on or were they
patients, prisoners, college
students, or from some other
cat egory?
Persons with no specific
characteristic (other than age) 23% 56% 53% 49%
"General popul ation"** 8 21 19 38
Chi | dren under 18 15 35 34 11
Persons with specific condi-
tion, characteristic** 7 21 15 9
Patients 81 46 33 54
Children who are patients 21 1 8 9
Former patients** - 0 0 0
Ot her patients** 58 28 12 38
Mentally retarded** 1 17 5 0
Mentally ill** 0 0 4 0
Pregnant wonen 1 0 4 3
Fet us 0 0 0 4
Staff, students, others 11 27 30 4
Prof essional or institu-
tional staff 4 2 0 0
O her staff 0 0 4 0
Residents or interns 0 0 0 0
Medi cal students - 0 0 0
Ot her students in health
field - 0 0 0
O her coll ege students 3 19 20 0
M scel | aneous 4 6 6 4

*Totals may add to nore than 100% since respondents

one kind of subject.

**Age not specified by investigator.
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Table I1.4

VWi ch of the follow ng sources are used to obtain subjects
for this study?: Type of Institution
(Percent of Projects)*

Type of Institution

Children's Ot her Ot her
Hospital s Bi onedi cal
(N=44) (N=231) (N=150)
From anpng own patients 36% 48% 17%
Referrals by other physicians, professionals 32 41 10
Referral s by other subjects 6 11 11
I nformation from records 6 11 9
Institutional population via professional
access 30 45 62
Advertisenent or notice 0 3 18
O her source 1 11 16
General popul ation 0 - 5
Friends, relatives 0 - 1
Formal groups, organizations 1 8 10
Bl ood sanpl es 0 2 0
O her sources 0 - -

*Percentages may add to nore than 100% since respondents could nmention nore
than one subject source.
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Table 11.5
Whi ch of the followi ng sources are used to obtain subjects

for this study?: Type of Research
(Percent of Projects)*

Type of Research

Behavi or al Behavi oral Secondary
Bi omedi cal Intervention (Ct her) Anal ysi s
(N=219) (N=45) (N=147) (N=14)
From anbng own patients 50% 28% 16% 46%
Referral s by other physicians,
prof essi onal s 46 16 9 27
Referral s by other-subjects 11 7 11 0
I nformation from records 7 11 12 27
I nstitutional population via
professional access 44 65 52 44
Advertisenent or notice 3 7 14 0
Ot her source 6 10 25 12
Gener al popul ati on - 0 4 0
Friends, relatives - 0 1 0
Formal groups, organizations 3 10 15 0
Bl ood sanpl es 1 0 0 12
Ot her  sources 1 - 5 0

*Percentages may add to nore than 100% si nce respondents could mention nore
than one subject source.
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Table I1.6

Reasons for Selection of Subjects: Type of

(Percent of Projects)

Institution

Type of Institution

Children's Ot her O her
Hospital s Bi onedi cal
(N=44) (N=231) (N=150)
Subj ects sel ected because . 29%
of specific condition 92% 92% 0
Subj ects sel ected because of
-y P 0 0 0
absence of specific condition
Sel ection not related to either the presence 8 21
or absence of a specific condition 8
. . - 0
No information 0
Tot al 100% 100% 100%
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Table 11.7

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

Type of Research

Subj ects sel ected because

presence or
condition

Behavi or al Behavi oral  Secondary
Bi omedi cal Intervention (O her) Anal ysi s
(N=219) ( N=45) (N=147) (N=14)
of specific condition 93% 87% 80% 79%
Subj ects sel ected because of
absence of specific condition 0 0 0 0
Sel ection not related to either
absence of a specific
7 11 20 21
No information - 2 0 0
100% 100% 100% 100%
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Table 1.8

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

Type of Institution

Children's O her O her
Hospital s Bi onmedi cal
(N=44) (N=231) (N=150)
Di sease or nedical condition 85% 89% 38%
Infective and parasitic diseases 0 7 2
Neopl asns 2 11 2
Endocrine, nutritional, netabolic diseases 15 6 1
Di seases of nervous system and sense
organs 10 7 5
Di seases of the circulatory system 0 3 0
Di seases of the respiratory system 10 4 0
Di seases of the digestive system 2 7 0
Di seases of the genitourinary system 3 0
Conpl i cations of pregnancy, childbirth 0 2 0
Di seases of the skin and subcutaneous
tissue 2 2 1
Di seases of the nuscul oskel etal system
and connective tissue 4 3 2
Congenital anomalies 8 2 2
Synmptons and ill-defined conditions 1 3 0
Di seases of the blood and bl ood formng
or gans 0 6 i
Certain causes of Perinatal norbidity
and nortality 9 7 2
Nature of injuries 5 1 0
Mental disorders 8 5 19
Medi cal characteristics 7 10 2
Behavi oral probl em 1 1 11
Educati onal problem 1 1 3
Legal problem 0 0 1
Per sonal adj ustment probl em 0 0 6
Ot her behavi oral probl em 0 0 1

(conti nued)
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Table 1.9

Conditions Used as Basis for Subject Selection: Type of Research
(Percent of Projects)*

Type of Research

Behavi or al Behavi or al Secondary
Bi omedi cal Intervention (O her) Anal ysi s
(N=219) ( N=45) (N=147) (N=14)
Di sease or medical condition 96% 60% 38% 80%
Infective and parasitic diseases 5 8 2 3
Neopl asns 10 5 2 18
Endocrine, nutritional, neta-
bolic diseases 11 0 0 0
Di sease of nervous system
and sense organs 10 10 1 3
Di sease of the circulatory
system 3 0 0 0
Di seases of the respiratory
system 7 0 0 6
Di seases of the digestive
system 8 - 0 0
Di seases of the genitourinary
system 4 0 0 0
Conplications of pregnancy,
childbirth 1 2 0 9
Di seases of the skin and sub-
cut aneous tissue 3 0 0 0
Di seases of the nuscul oskel et al
system and connective tissue 5 1 - 0
Congeni tal anonalies 3 5 2 0
Synptons and ill-defined
condi tions 2 2 - 0
Di seases of the blood and bl ood
form ng organs 5 0 2 0
Certain causes of Perinatal 0
norbidity and nortality 9 0 2
Nature of injuries 2 0 0 0
Ment al di sorders 3 26 16 15
Medi cal characteristics 5 I 11 26

(conti nued)
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Table 9 (continued)

Type of Research

Behavi or al Behavi or al Secondary
Bi onedi cal I ntervention (G her) Anal ysi s
(N=219) ( N=45) (N=147) (N=14)
Behavi oral problem - 12% 8% 0%
Educati onal problem - 4 2 0
Legal problem 0% 0 1 0
Per sonal adjustment problem 0 8 4 0
O her behavioral problem 0 0 1 0
Denmogr aphi ¢ characteristic 14 23 68 3
Age 8 5 16 0
Sex - 4 3 3
Race - 1 6 0
Cenetic or kinship ties 1 0 1 0
Hei ght / wei ght 0 0 0 0
I ncone 2 0 3 0
Soci al cl ass 0 1 3 0
Educati onal situation 0 4 19 0
Life/family situation 1 2 9 0
Per sonal characteristic 2 6 5 0
Geogr aphi c | ocation 0 0 2 0
Mat ch on denographic
characteristics 0 0 0 0
O her denographic
characteristic 0 0 1 0

O her selection criterion 0 10 3 0

*Percentages may add to nore than 100% si nce respondents could nention. nore than
one condition.
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Table 111.1

Di stribution of Projects by Purpose of Research
(Percent of Projects)

N Per cent
Benefit subject 119 24%
Benefit others 123 26
O her purpose (subjects selected by condition)* 115 23
Ot her purpose (subjects not selected by condition)* 41 9
No information 73 18
Tot al 471 100%

* Based upon positive responses to the item "Are subjects selected because

they have a specific disease, condition, problem or characteristic?"
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Table 111.2

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

Type of Research

Behavi or al Behavi oral  Secondary
Bi onedi cal Intervention (Q her) Anal ysi s
(N=220) (N=45) (NE147) (N=14)
Benefit subjects 35% 46% 11% 17%
Benefit others 30 24 29 21
O her purpose (subjects
sel ected by condition) 19 10 37 47
O her purpose (subjects not
sel ected by condition) 4 10 17 15
No information 12 10 6 0
Tot al 100% 100% 100% 100%
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Table 111.12

From what you have learned in this study, which of the follow ng best
descri bes your present assessnment of benefits to subj ect§
as conpared to your expectations when the research began?
(Percent of Projects)

Pur pose of Research

Benefit Benefi t O her O her
Subj ect s O hers Pur pose Pur pose
(Subj ects (Subjects not
Selected by Selected by
Condi ti on) Condi ti on)

(N=119) (N=123) (N=115) (N=41)

Much nore benefit than expected 12% 1% 1% 1%
Sonmewhat nore benefits than expected 9 14 9 0
Benefits as expected 46 45 50 52
Sonmewhat | ess benefit than expected 8 3 2 10
Much | ess benefit than expected 3 2 0 0
Assessnent cannot be nmde 20 21 26 11
No information 2 14 12 26

Tot al 100% 100% 100% 100%

*Based on data provided by the investigators
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Table 111.13

From what you have learned in this study which of the foll ow ng best
descri be your present assessnent of risks to
subj ects as conpared to your expectations when the research began?*
(Percent of Projects)

Pur pose of Research

Benefit Benefi t O her O her
Subj ect s O hers Pur pose Pur pose
(Subj ects (Subj ects not
Selected by Selected by
Condi tion) Condi tion)

(N=119) (N=123) (N=115) (N=41)

Much rmore risk than expected 3% 0% 0% 0%
Sonmewhat nore risk than expected 1 2 1 0
Ri sk as expected 58 67 58 69
Sormrewhat | ess risk than expected 7 6 6 0
Much less risk than expected 7 4 3 0
Unable to assess 13 11 14 4
No i nformation 11 10 18 27

Tot al 100% 100% 100% 100%

*Based on data provided by the investigators.
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Table 111.14

Before involving subjects in this study,
how certain were you that you knew all of the risks to subjects?*
(Percent of Projects)

Pur pose of Research-

Benefit Benefit O her O her
Subj ect s Ot hers Pur pose Pur pose
(Subj ects (Subjects not
Sel ected by Selected by
Condi ti on) Condi tion)

(N=119) (N=123) (N=115) (N=41)

Very certain 51% 55% 71% 83%
Fairly certain 41 40 26 17
Not very certain 4 - 0 0
Not at all certain - 0 0 0
No information 4 5 3 0

Tot al 100% 100% 100% 100%

*Based on data provided by the investigators.
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Prom what you have learned in this study,
descri bes your present

as conpared to your

Tabl e

assessnent

111,15

whi ch of the follow ng best
of benefits to subjects
expect ati ons when the research began?*

(Percent of Projects)

Type of Research
Behavi or al Behavi oral Secondary
Bi onedi cal I ntervention (O her) Anal ysi s
(N=220) (N=45) (N=147) (N=14)
Much nore benefit than expected 5% 3% 2% 0%
Somewhat nore benefits than expected 9 11 9 0
Benefits as expected 38 32 56 9
Somewhat | ess benefit than expected 4 12 2 0
Much | ess benefit than expected 2 0 - 0
Assessnent cannot be nmade 22 29 16 55
No information 20 7 15 36
Tot al
100% 100% 100% 100%

*Based on data provided by the i

nvesti gat ors.
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Table 111.16

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

descri be your present assessnent of risks to

subjects as conpared to your expectations when the research began?*

(Percent of Projects)

Type of Research

Behavi or al Behavi or al

Bi onedi cal Intervention (Q her)

(N=220) ( N=45) (N=147)

Mich nore risk than expected 1% 0% 0%

Somewhat more risk than expected 1 5 0

Ri sk as expected 56 43 64
Sonewhat |ess risk than expected 6 4 6
Mich less risk than expected 4 10 2
Unabl e to assess 13 22 8
No information 19 16 20

Tot al 100% 100% 100%

*Based on data provided by the investigators.
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Anal ysi s

(N=14)
0%
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27
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Table 111.17

Bef ore involving subjects in this study,
how certain were you that you knew al of the risks to subjects?*

(Percent of Projects)

Type of Research

Behavi or al Behavi or al Seconda_lry
Bi omedi cal Intervention (& her) Anal ysi s
(N=220) (N=45) (N=147) (N=14)
Very certain 56% 40% 59% 53%
Fairly certain 28 44 31 26
Not very certain 2 3 0 0
Not at all certain B} 0 0 0
No information 14 13 10 21
Tot al 100% 100% 100% 100%

*Based on data provided by the investigators.
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Table 111.18

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

Pur pose of Research

Benefi t Benefi t O her O her
Subj ect s O hers Pur pose Pur pose
(Subj ects (Subj ects not
Selected by Selected by

Condi tion Condi ti on)

(N=119) (N=123) (N=115) (N=41)

Miuch nore risk than benefit 0% 1% 0% 0%
Sonewhat nore risk than benefit 0 - 1 2
Equal risk and benefit 3 5 2 1
Sonmewhat nore benefit than risk 2 9 13 9
Much nore benefit than risk 82 43 29 28
No risk or benefit 4 34 43 55
Assessnent cannot be nmde 3 2 3 1
No i nfornmation 6 6 9 4

Tot al 100% 100% 100% 100%

*Based on data provided by the investigators.
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Table 111.19

How woul d you assess the bal ance of risks and benefits
to subjects at the present tine?*
(Percent of Projects)

Purpose of Research

Benefi t Benefi t Gt her O her
Subj ect s O hers Pur pose Pur pose
(Subj ects (Subjects not
Sel ected by Selected by
Condi ti on) Condi ti on)

(N=119)  (N=123) (N=115) (N=41)

Mich nore risk than benefit 0% -% 0% 0%
Sonewhat nore risk than benefit 2 0 3 2
Equal risk and benefit 3 3 3 1
Somewhat rnore benefit than risk 6 13 14 10
Mich nore benefit than risk 75 42 30 28
No risk or benefit 4 30 38 53
Assessnent cannot be nade 5 4 3 1
No information 5 8 9 5

Tot al 100% 100% 100% 100%

*Based on data provided by the investigators.
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Table 111.20

Bef ore you began involving subjects in this study,

whi ch one of the followi ng statements best describe your assessnent
of the balance of risk and benefits to the average subject?*

(aside from any financial benefit)
(Percent of Projects)

Type of Research

Behavi or al Behavi oral Secondary
Bi onedi cal I ntervention (O her) Anal ysi s
(N=220) (N=45) (N=147) (N=14)
Much nore risk than benefit - % 0% -% 0%
Somewhat nore risk than benefit 1 0 - 0
Equal risk and benefit 4 1 3 3
Sonewhat nore benefit than risk 8 3 8 0
Much nmore benefit than risk 47 72 36 6
No risk or benefit 20 2 41 69
Assessnent cannot be nade 3 16 3 0
No i nformation 17 6 9 22
Tot al 100% 100% 100% 100%

*Based on data provided by the investigators.
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Table I11.21

How woul d you assess the balance of risks and benefits
to subjects at the present tinme?
(Percent of Projects)

Type of Research

Behavi or al Behavi or al Secondary
Bi onedi cal I ntervention (Qther) Anal ysi s
(N=220) ( N=45) (N=147) (N=14)
Much nore risk than benefit 0% 0% - 0%
Somewhat nore risk than benefit 2 0 0 15
Equal risk and benefit 3 1 3 3
Somewhat nore benefit than risk 9 8 12 0
Much nore benefit than risk 48 66 32 6
No risk or benefit 17 1 39 55
Assessnent cannot be made 4 18 4 0
No information 17 6 10 21
Tot al 100% 100% 100% 100%

*Based on data provided by the investigators.
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make nodifications in your
how consent

Yes,

Table V.1

Modi fi cations by Review Commi
Informed Consent: Type
(Per cent

Did the review comittee require that you

woul d be obtained from subjects?

change required*

Required witten (rather than oral) consent

of
of Projects)

ttee Regarding
Institution

study in regard to

Required addition of material to be

di scl osed

Required sinplification of material to be
di scl osed

Required alterations in material to be

di scl osed

Required change in setting in which consent
obt ai ned

Required change in timng of obtaining
consent

Requi red change in who obtains consent
Required presence of witnesses when consent
obt ai ned

Requi red proxy consent

Required subject as well as proxy consent
O her changes

No, no change required
No information

Tot al

*Percentages in the offset colums
where the "yes" response was checked.
coul d be checked in any project.

represent
More than one of

Type of Institution
Children's Ot her O her
Hospital s Bi onedi ca

(N=44) (N=231) ( N=150)
35% 23% 23%
1 4 5

22 8 7

2 3 3
10 7 2
0 0 0
0 0 0
0 - 0
0 1 0
0 _ 0
0 - 2
1 1 4

58 76 75

7 1 2

100% 100% 100%

di stributions anong those projects
the offset responses



Table V.2

Modi fi cati ons by Review Conmittee Regarding
I nfornmed Consent:

Type of Research

(Percent of Projects)
Type of Research
Behavi or al Behavi or al Secondary
Bi onmedi cal Intervention (Cther) Anal ysi s
(N=219) ( N=45) (N=147) (N=14)

Did the review conmmittee re-

quire that you make nodifica-

tions in your study in regard

to how consent would be ob-

tained from subjects?

Yes, change required 27% 12% 23% 41%
Required written (rather

than oral) consent 0 7 4 27
Required addition of mater-

ial to be disclosed 11 4 8 7
Required sinplification of

material to be disclosed 3 0 2 0
Required other changes in

material to be disclosed 10 1 2 0
Required change in setting

in which consent obtained 0 0 0 0
Required change in timing

of obtaining consent 0 0 2 0
Required change in who

obtai ns consent - 0 0 0
Required presence of wit-

nesses when consent obtained 0 0 1 0
Required proxy consent - 0 0 0
Required subject as well as

proxy consent 2 0 0 0
O her changes 1 0 4 7
No, no change required 71 88 75 59
No information 2 0 2 0

Tot al 100% 100% 100% 100%

*Percentages in the offset colums

where the "yes" response was checked

coul d be checked in any project.

represent distributions anong those projects

More than one of the offset responses
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Table V.3

Type of Consent Obtained: Type of Institution
(Percent of Projects)

Type of Institution

Children's O her O her
Hospital s Bi onedi cal
, . . (N=44) (N=231) (N=150)
In this study, is either oral or witten
consent obtained from subjects or someone
acting for subjects?
Yes, oral 8% 10% 14%
Yes, written 64 47 52
Yes, both 28 31 26
No consent obt ai ned/ needed* 0 12 8
Return of questionnaire inplies consent 0 1 1
Have sign-up sheet 0 0 0
Participation voluntary--no further
speci fication 0 0 1
Anonynous/ confi dential research 0 1 0
Research involves necessary treatnent/
procedure 0 0 0
Subj ect's own physician deterni nes
partici pation 0 0 0
Research involves routine treatment/
procedur es 0 5 3
Only existing records used 0 1 0
Materials from previ ous research being
used 0 3 0
Consent obtai ned el sewhere 0 - 0
*Participation requested/reconmended by
soneone other than research staff 0 0 0
Not required by review comittee 0 2 2
I nvestigator says "no risk/harm
i nvol ved for subjects"” 0 1 2
O her 0 - 1
No i nformation 0 0 0
Tot al 100% 100% 100%

*Percentages in the offset columms represent distributions anong those projects
where the "no" response was checked. Mdre than one of the offset responses
could be checked in any project.
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Table V.4

Frequency of Consent Obtained: Type of Research
(Percent of Projects)

Type of Research

Behavi or al Behavi oral  Secondary
Bi onedi cal Intervention (Ot her) Anal ysi s
(N=219) (IN=45) (N=147) (N=14)
In this study, is either oral
or witten consent obtained
from subjects or soneone acting
for subjects?
Yes, oral 7% 10% 18% 0%
Yes, witten 52 49 54 13
Yes, both 36 33 20 6
No consent obtai ned/ needed* 5 8 8 81
Return of questionnaire inplies
consent - 4 1 0
Have sign-up sheet 0 0 0
Participation voluntary--no
further specification 0 0 1 0
Anonymous/ confi dential research 0 0 0 10
Research involves necessary
treat ment/ procedure 0 0 0 0
Subj ect's own physician
determnes participation 0 0 0 0
Research involves routine
procedures/treat nent 5 0 3 0
Only existing records used - 0 0 17
Materials from previous
research being used 0 0 0 49
Consent obtai ned el sewhere 0 0 0 3
Participation requested/
recommended by someone ot her
than research staff 0 0 0 0
Not required by review committee 0 0 2 27
I nvestigator says "no risk/harm
i nvol ved for subjects” 0 0 2 6
Q her 0 5 0 0
No information 0 0 0 0
Tot al 100% 100% 100% 100%

*Percentages in the offset colums represent distributions anong those projects
where the "no" response was checked. Mrre than one of the offset responses
coul d be checked in any project.
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Tabl e

V.5

Oral Explanation of Study: Type

(Percent of Projects)

Are subjects (or proxies) given an oral
expl anation of the study?

Yes

No

Question inappropriate
No information

Tot al

of Institution

Type of Institution
Children's Ot her
Hospital s Bi omedi cal Ct her
(N=44) (N=231) (N=150)
93% 82% 77%
0 3 11
0 12 8
7 3 4
100% 100% 100%
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Table V.6

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

Type of Research

Behavi or al Behavi oral Secondary
Bi onedi cal I ntervention (other) Anal ysi s
(N=219) ( N=45) (N=147) (N=14)
Are subjects (or proxies)
given an oral explanation
of the study?
Yes 88% 7% 81% 19%
No 2 7 10 0
Question inappropriate 5 8 8 81
No information 5 8 1 0
Tot al 100% 100% 100% 100%
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Table V.7

Who Ohtains Consent: Type of Institution
(Percent of Projects)

Type of Institution

Children's O her
Hospitals Bi onedi cal O her
(N=44) (N=231) (N=150)
Who obtains consent?
I nvestigator usually obtains consent 3204 53% 48%
I nvestigator shares consent responsibility 55 32 27
Ot hers wusually obtain consent 13 23 17
Question inappropriate 0 1 8
No information 0 11 0
Tot al 100% 100% 100%
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Who Obtains Consent:

Tabl e

Type of

V.8

(Percent of Projects)

Who obtains consent?

I nvestigator usually obtains
consent

I nvestigator shares consent
responsibility

Ot hers wusually obtain consent
Question inappropriate
No information

Tot al

Resear ch

1-83

Type of Research
Behavi or al Behavi oral Secondary
Bi onedi cal Intervention (G her) Anal ysi s
(N=219) (N=45) (N=147) (N=14)
35% 36% 44% 13%
38 31 31 6
21 25 17 0
5 8 8 81
1 0 0 0
100% 100% 100% 100%



Table 1V.9

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

Type of Institution

Children’s O her
Hospi tal s Bi onedi cal Q her
(N=44) (N=231) (N=150)
Study Staff

Pr of essi onal col | eague 36% 2504 18%

Resident or research fellow in nedicine 20 13 2

I ntern/medi cal student/dental student 0 1 -

G aduat e st udent 2 4 11

Nur se/ physi cal therapi st 19 8 0

Techni ci an/ dental assistant/physician's

assi st ant 5 2 -

Research assistant/students 12 7 22

| nt ervi ener 0 1 5

Q her 5 5 S
Soci al worker/counsel or 5 1 2
Secretary/receptioni st 0 1 0
El ement ary/ secondary school staff 0 2 -
Q her 0 1 3

Staff (not on study)

Pr of essi onal col | eague 10 6 1

Resident or reseat-c h fellow in medicine 2 4 0

I ntern/medi cal student/dental student 5 - 0

Graduat e student 0 - 0

Nur se/ physi cal therapi st 12 1 0

Techni ci an/dental assistant/physician’s

assi st ant 0 0 0

Research assistant/students 0 0 0

I ntervi ewer 0 - -

G her 5 2 11
Soci al worKker/counsel or 0 0 3
Secretary/receptioni st 0 0 2
El ement ary/ secondary school staff 0 2 2
O her 5 0 4

Question inappropriate 36 47 49
No infornation 5 2 0

*Percentages may add to nore than 100% since nore than one response could be checked.
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Table 1V.10

VWo Else is Present Wen Consent OCbtained: Type of Institution
(Percent of Projects)

Type of Institution

Children's O her
Hospital s Bi onedi cal O her
(N=44) (N=231) (N=150)

Aside from yourself and the subject (and/or

proxy), is anyone el se usually present when

consent is sought?

Yes* 60% 55% 46%
Fam |y nenber 26 28 14
Physi ci an or denti st 17 15 3
Nur se 51 25 3
Research assi st ant 22 17 22
O her 6 9 19

No 22 22 32

Question inappropriate 2 14 14

No information 16 9 8
Tot al 100% 100% 100%

*Percentages in the offset columms represent distributions anbng those projects
where the "yes" response was checked. Mrre than one of the offset responses
could be checked in any project.
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Table V.11

Wio Else is Present \When Consent Obtained: Type of Research
(Percent of Projects)

Type of Research

Behavi or al Behavi or al Secondary
Bi onedi cal I ntervention (Gt her) Anal ysi s
(N=219) ( N=45) (N=14) (N=14)

Aside from yourself and the

subject (and/or the proxy)

is anyone else usually pre-

sent when consent is sought?

Yes* 58% 52% 49% 13%
Fanmi |y nenber 27 15 22 6
Physi ci an or denti st 18 8 3 6
Nur se 37 10 3 12
Research assi stant 22 29 17 0
O her 9 21 15 6

No 24 22 31 0

Question inappropriate 9 13 10 81

No information 9 13 10 6
Tot al 100% 100% 100% 100%

*Percentages in the offset colums represent distributions anpong those projects
where the "yes" response was checked. More than one of the offset responses
could be checked in any project.
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Table 1V.12

Enphasis in Description of Study: Purpose of Research
(Percent of Projects)*

Pur pose of Research

Benefi t Benefi t O her O her
Subj ect s O hers Pur pose Pur pose
(Subj ect s (Subj ects not
Sel ected by Sel ect ed by

Condi ti on) Condi ti on)
(N=119) (N=123) (N=115) (N=41)
Are any of the follow ng enphasi zed
when you described this study to a
prospective subject or proxy?
Direct benefit to subject 80% 39% 37% 19%
Benefit to other individuals in the
future 58 70 48 28
Benefit to scientific know edge 49 46 50 34
Sonet hing el se 6 9 9 12
No direct benefit to subject 0 2 2 0
Enphasi zed risks, hazards 2 5 2 2
O her (unspecified) 4 2 5 10
Question inappropriate 15 18 24 30

No information 1 6 4 3

*Percentages nmay add to nore than 100% since nore than one response could be
checked.
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Table 1V.13

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

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

Condi tion Condi ti on)
(N=119) (N=123) (N=115) (N=41)

Where nore than one issue is
enphasi zed in describing this
study, which one is enphasized
nost ?
Direct benefit to the subject 37% 10% 10% 0%
Benefit to other individuals
in the future 10 27 18 2
Benefit to scientific know edge 1 4 10 16
No direct benefit to subject 0 0 0 0
Somet hi ng el se 1 1 0 1
Question inappropriate 35 47 51 74
No information 16 11 11 7

Tot al 100% 100% 100% 100%
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Tabl e

Partici pati on Request or
(Percent of

When you are obtaining consent, is

participation in this study presented
to subjects (or proxies) as your
request, your recommendation, or

bot h?
Request

Recomrendat i on

Bot h

Nei t her
Question inappropriate

No information

Tot al

Recomrendat i on:

V. 14
Pur pose of Research
Proj ects)
Pur pose of Research
Benefit Benefit O her O her
Subjects Ohers Pur pose Pur pose
(Subj ect s (Subj ects not
Sel ected by Sel ected by
Condi ti on) Condi ti on)
(N=119) (N=123) (N=115) (N=41)
27% 65% 55% 61%
19 2 4 2
27 8 8 0
10 3 5 5
14 17 24 30
3 5 4 2
100% 100% 100% 100%
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Table V.15

Information Not Divulged to Subjects:

Type of

(Percent of Projects)

In some research the design of the study
requires that certain information not be
divulged to subjects. |Is that the case in
this study?
Yes, certain information not divul ged*

Exi stence of study

Pur pose of study

Pur pose of specific procedures

Exi stence of confederate

Tape recording/fil mng/photographing

Possi bl e benefits to subjects

Possi bl e risks or disconforts to subjects

Medi cation or treatnment being used

O her

No, not required by study design or
all information divul ged

No information

Tot al

*Percentages in the offset columms represent
where the "yes" response was checked. Mre than one of

coul d be checked in any project.
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I nstitution

the offset

o O = O

Type of Institution
Children's O her
Hospital s Bi omedi cal O her
(N=44) (N=231) (N=150)
12% 13% 36%
0 2 0
0. 5 20
5 6 18
0 0 -
-0 1
‘5 1
0 0
2 2
5 5
88 86 64
0 1 -
100% 100% 100%

di stributions anbng those projects
responses



Table 1V.16

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

Type of Research

Behavi or al Behavi or al Secondary
Bi onedi cal I ntervention (O her) Anal ysi s
(N=219) (N=45) (N=147) (N=14)
In sone research the design
of the study requires that
certain information not be
divulged to subjects. Is
that the case in this study?
Yes, certain information not )
di vul ged* 8% 21% - 41% ' 0%
Exi stence of study 1 2 - 0
Purpose of study - . 10 24 0
Pur pose of specific pro- ‘ . ’ ‘ L
cedur es 1 9 24 0
Exi stence of confederate 0 -0 L=
Tape recording/filmng/ . v
phot ogr aphi ng o 0 0 1
Possi bl e benefits to subjects 0 0 7 ‘ 0
Possi bl e risks or dis-
conforts to subjects 0 0 1 -0
Medi cation or treatnent
bei ng used 4 2 4
O her 2 2 13
No, not required by study
design or all information ; : . :
di vul ged 92 : 4: R 58 97
No information - 1 1 3

Tot al 100% 100% 100% 100%

*Percentages in the offset colums represent distributions anong those projects
where the "yes" response was checked. Mre than one of the offset responses
coul d be checked in any project.
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Table 1V.17

Subj ects Told Things Not True: Type of Institution
(Percent of Projects)
Type of Institution
Children's O her
Hospital s Bi onedi cal O her
(N=44) (N=231) (N=150)

For purposes of your study is it necessary

to tell some subjects sone things which are

not true?

Yes, necessary to tell things not true 0% 1% ' v 7%
Exi stence of study 0 0 0
Pur pose of study 0 0 3
Pur pose of specific procedures 0 0 3
Exi stence of confederate 0 0 -
Tape recording/fil m ng/ photographing 0 0 0
Possi bl e benefits to subjects -0 0 0
Possible risks or disconforts to subjects 0 - 0
Medi cation or treatnent being used 0 2
O her 0 -1 1

No, not necessary 99 99 95

No i nformation 1 e -
Tot al 100% 100% . 100%

*Percentages in the offset colums represent
where the "yes" response was checked.
could be checked in any project.
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More than one of the offset

di stributions anmpobng those projects
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Table 1V.18

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

Type of Research

Behavi or al Behavi oral = Secondary
Bi onedi cal I ntervention (Qt her) Anal ysi s
(N=219) (N=45) (N=147) (N=14)

For purposes of your study is
it necessary to tell sone

subj ects sone things which are
not true?

Yes, necessary to tell things . )
not true* 0% oz 77 B 0%

Exi stence of study

Purpose of study 0 0 3 0
Pur pose of specific pro- _ _ 7
cedures {0 0 _ 3
Exi stence of confederate ' Q 0 = 0
Tape recording/fil m ng/
phot ogr aphi ng _ 0 0
Possi bl e benefits to subjects 0 . 0 0 .0
Possi bl e risks or discom ~ : L :
forts to subjects 0 0 0 0
Medi cation or treatnent , k
bei ng used 0 0 2 0
Q her 0 0 1

No, not necessary 100 99 93 97

No information - 1 0 3
Tot al 100% 100% 100% 100%

*Percentages in the offset colums represent distributions anmong those projects
where the "yes" response was checked. Mre than one of the offset responses
could be checked in any project.
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Table 1V.19

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

Purpose of Research

Benefi t Benefi t O her O her
Subj ect s O hers Pur pose Pur pose
(Subj ects (Subj ects
Sel ected by Sel ected by

Condi tion) Condi tion)
(N=119) (N=I 23) (N=115) (N=41)
Are subjects paid? If so,
what is the average payment?
All subjects paid 1% 8% 3% 10%
Some subjects paid 0 8 8 10
Aver age paynment
$1-5 - 5 6 15
$6-10 0 2 3 0
$11-15 0 0 1 0
$16- 20 0 1 0 0
$21- 25 0 4 0 1
$26- 50 0 4 0 0
$51-75 0 0 0 0
$76- 100 0 0 1 0
$101- 150 0 0 0 2
$151- 200 0 0 0 2
$200- 300 0 0 0 0
More than $300 0 0 0 0
O her paynent (e.g.,
dol | ars per hour) 1 0 0 0
No subjects paid 97 83 86 76
No information 2 1 3 4
Tot al 100% 100% 100% 100%
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Table V.20

Difficulty in Deciding to Participate: Purpose of Research
(Percent of Projects)

Pur pose of Research

Benefi t Benefit O her Ot her
Subj ect s O hers Pur pose Pur pose
(Subj ects (Subj ects not
Sel ected by Sel ected by

Condi ti on) Condi ti on)
(N=119) (N=123) (N=115) (N=41)

How difficult for prospective
subjects is the decision to
partici pate?
Very difficult 1% 2% 1% 0%
Somewhat difficult 12 12 0 2
Not very difficult 26 28 22 32
Not at all difficult 47 36 55 34
Question inappropriate 9 12 16 22
No information 5 10 6 10

Tot al 100% 100% 100% 100%
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Table 1V.21

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

Pur pose of Research

Benefit Benefit O her O her
Subj ect s Gt hers Pur pose Pur pose
(Subjects (Subjects no
Sel ected by Selected by
Condi tion)  Condition)

. (N=119) (N=123) (N=115) N=41
Have any people declined to —_—
participate in this study
after having been given
i nformation about it?
Yes, sonme declined 36% 43% 36% 50%
per cent age declining 7 13 10 11
No, none decli ned 50 38 41 24
Question inappropriate 9 12 16 22
No information 5 7 7 4
Tot al 100% 100% 100% 100%
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Table V.22

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

Type of lInstitution

Children's O her
Hospital s Bi ormedi cal O her
(N=44) (N=231) (N=150)
Are there instances in this study in which
proxy consent is involved?
Yes 94% 69% 67%
No 1 16 22
Question inappropriate 0 12 8
No information 5 3 3
Tot al 100% 100% 100%
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Table |V. 23

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

Type of Research

Behavi or al Behavi or al Secondary
Bi onedi cal I ntervention (Qt her) Anal ysi s
(N=219) (N=45) (N=147) (N=14)
Are there instances in this
study in which proxy consent
is involved?
Yes 79% 64% 69% 13%
No 11 20 22 6
Question inappropriate 5 8 8 81
No information 5 8 1 0
Tot al 100% 100% 100% 100%
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Table V.24

Circumstances under Which Proxy Consent Used: Type of Institution
(Percent of Projects)*

Type of Institution

Children's O her
Hospital s Bi onedi cal O her
(N=44) (N=231) (N=150)

Under what circunstances has proxy consent
been obtai ned?
Age 90% 64 % 58%
Intellect 10 6 9
Degree of illness 1 4 3
Gt her 0 1 3
Question inappropriate 3 30 33

No information 7 4 4

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



Table 1V.25

Circunstances under Wiich Proxy Consent Used: Type of Research
(Percent of Projects)*

Type of Research

Behavi or al Behavi or al Secondary

Bi onedi cal I ntervention (Ot her) Anal ysi s
Under what circunstances has (V219) (RE45) (N=147) L
proxy consent been obtai ned?
Age 74% 52% 62% 12%
Intellect 10 9 4 0
Degree of illness 5 0 2 0
O her - 3 2 0
Question inappropriate 19 33 32 88
No information 5 10 2 0

—_—
Percentages nay add to nore than 100% since nore than one response could be

checked.
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Table V.26

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

Type of Institution

Children's Ot her Ot her
Hospital s Bi ormedi cal
(N=44) (N=231) (N=150)

Who is asked to give proxy consent
or subjects in your study?
Parent or other relatives 88% 66% 8%
Legal guardi an 40 18 25
Subj ects own physici an 2 2 0
Institutional representative 5 - 3
Courts 0 1 6
Soneone el se 0 0 -
Question inappropriate 3 30 33
No information 9 4 3

*

Percentages may add to nore than 100% since nore than one response could be
checked.
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Who Acts as Proxy:

Who is asked to give proxy
consent or subjects in your
st udy?

Parent or other relatives
Legal guardi an

Subj ects own physician

Institutional representative

Courts
Soneone el se
Question inappropriate

No i nformation

*

Table V.27

(Percent of

Type of

Projects)*

Resear ch

Type of Research
Behavi or al Behavi or al Secondary
Bi omedi cal I ntervention (O her) Anal ysi s
(N=219) (N=45) (N=147) (N=14)
75% 52% 63% 12%
23 33 23 6
2 0 0 0
2 1 2 0
- 4 5 6
0 1 0 0
19 32 31 88
5 13 1 0
could be

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

checked.
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Table 1V. 28

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

Type of Institution

Children's O her Ot her
Hospital s Bi onedi cal
(N=44) (N=231) (N=150)
In this study, how often do instances arise
in which subjects for whom proxy consent has
been obtained are reluctant to participate?
0 0%
Oten 10% 2%
5
Soneti nes 11 4
14
Rar el y 12 10
51 45 39
Never
. . . 3 30 33
Question inappropriate
. . 13 9 9
No information
) 100%
Tot al 100% 100%
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Table 1V.29

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

Type of Research

Behavi or al Behavi or al Secondary
Bi onedi cal I ntervention (O her) Anal ysi s
(N=219) (N=45) (N=147) (N=14)
In this study, how often do
i nstances arise in which subjects
for whom proxy consent has been
obtained are reluctant to
partici pate?
Oten 4% 0% 1% 0%
Sonet i mes 7 8 2 0
Rarely 11 13 14 0
Never 50 29 43 12
Question inappropriate 19 32 31 88
No information 9 18 9 0
Tot al 100% 100% 100% 100%
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Table V.30

Proxy Consent Protection for Subject: Type of Institution
(Percent of Projects)

Type of Institution

Children's Ot her O her
Hospital s Bi onedi cal
(N=44) (N=231) (N=150)
Recogni zing that it is necessary to use proxy
consent in sone circunstances, from your
general experience, do you feel that proxy
consent protects the interests of subjects
very well, fairly well, not very well, or
not, at all?
Very wel | 58% 51% 35%
Fairly well 24 18 25
Not very wel | 1 S 12
Not at all 2 2 2
Question inappropriate 0 12 )
No information 15 12 18
Tot al 100% 100% 100%
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Table 1V.31

Proxy Consent I|nadequate Protection: Type of Institution
(Percent of Projects)*

Type of Institution

Children's O her O her
Hospital s Bi onedi cal
(N=44) (N=231) (N=150)

In what ways or in what situations nay-proxy
consent not adequately protect subjects?

Subj ects do not know they are involved in

research 0% - 0%
Subj ects are not given conplete infornation 3 1% 4
Subj ects not told about risks/hazards 0 0 0
Subj ects have no choice about participating 10 4 10
Subject's right to privacy is violated 0 - 0
Subj ects are incapable of giving consent 1 1 -
When children are invol ved 0 - 0
Proxy not adequately informed about research 2 4 4

Proxy not adequately infornmed about risks/
hazar ds 2 1 1

Proxy may not care about/want to protect
subj ect 2 4 6

When proxy incapable of understanding
research 7 4 7

When proxy is a representative of the
institution in which the research in done 0 0 2

When proxy feels under obligation to the
institution 0 0 0

When proxy does not want to assune
responsibility for subject 0 0 0

When proxy believes some good coul d come
from subject's condition 0 0 0

When proxy has sonething to gain from
subject's participation 1 0

=

O her conflicts of interest of proxy

o
[
o

When research dangerous/potentially harnful 2 0 2
Oppose proxy consent in general 0 0 0
Think consent, in general, no guarantee 0 - 0
G her 2 1 1
Question inappropriate 68 73 59
L\b i nformation 10 10 6

Percentages may add to nore than 100% since nore than one response could be checked.
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Table V.1

Types of Consent Forns Used:
(Percent of Proj

Type of Form

Institutional standard form w th
no details included about the
particul ar study

Institutional standard form which
i ncl uded details about the
particul ar study

Oiginal form

Type of form not determn ned

No information

Tot a

*
Tabl e based on projects for which we have
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Types of Institutions

ects)
Type of Institution
Children's O her
Hospital s Bi onedi cal O her
(N=35) (N=158) (N=94)
18% 8% 12%
2 15 9
77 68 77
3 9 2
0 0 -
100% 100% 100%

consent forms.



Table V.2

Di stribution of Long and Short Consent Forms: Type of Institution*
(Percent of Projects)

Type of Institution

Children's O her
Hospital s Bi dnedi cal O her
_(N=35)  _(N=158) =
Length of Form N=35 N=158 (N=94)
Short (less than 300 words
( ) 63% 77% 77%
Long (nore than 300 words) 37 23 23
No i nformation
0 0 0
Tot al
100% 100% 100%
—_—

Tabl e based on projects for which we have consent fornmns.
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Table V.3

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

Type of I nstitution

Children's O her
Hospital s Bi onedi cal O her
(N=35) (N=158) (N=94)
Yes 12% 10% 23%
Upon request 14 7 5
No 67 74 65
No infornmation 7 9 7
Tot al 100% 100% 100%

*Tabl e based on those projects for

whi ch we have consent forns.
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Table V. 4

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

Type of Institution

Children's Ot her
Hospital s Bi onmedi cal O her
(N=35) (N=158) ((N=94)
Degree of Conpl eteness **
1 Complete or nearly conplete 20% 20% 5%
2 17 19 9
3
25 19 34
4 18 19 18
5 17 15 12
6 Totally or nearly inconplete 3 5 16
No information 0 3 6
Tot al 100% 100% 100%

*Tabl e based on projects for which we have consent forns.

**This index is based upon six itens: description of (1) purpose of the research,
(2) the procedures involved, (3) the risks, (4) the benefits, and the presence
of statenents indicating that (5) participation is voluntary or that subjects
could withdraw w thout prejudice and that (6) subjects and proxies night ask
guestions about participation. A consent formin the nbst conplete category,
for exanple, would contain at |east four detailed descriptions and two brief
mentions of these six elements. A formin the |east conplete category could
i nclude no conpl ete descriptions and no nore than one brief nention of any of
these elements. See the followi ng page for nore information about the coding
schenes used in the index.
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The coding of consent fornms for conpl eteness. Four of the six conponents

conprising the consent form conpleteness index were scored for degree of nention
as follows:

0 no nention

[

unspecific certified statenent

2 brief mention

3 detailed description
The conponents concerning two elenents ("Questions" and "Wthdrawal ") were
coded sonewhat differently, as will be described bel ow

A certified statenent indicates that the subject or proxy acknow edges
havi ng been informed regarding an issue such as the purpose of the research
or the risks of participation. Certified statenments nay include reference
to specific details of the issue or they nmay be "unspecific," sinply indi-
cating that the subject or proxy has been inforned. Unspecific certified
statements were coded 1; those with specific information about the issues

were coded for the degree of detail presented.

Purpose. The extent to which the form contains a description of the
purpose of the study and whether or not it contains an unspecific certified
statement of purpose is coded as degree of "Purpose.”

Procedures. The content relating to procedures was coded in the sane
way as that of purpose.

Benefits. "Benefits" is coded on the basis of the extent to which the
form contains statenments discussing the probability of medical benefit to
the subject and statenments discussing general benefits to the subject. State-
ments of the nature of benefits or lack thereof are regarded as detail ed

descri ptions.
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Ri sks. The extent to which the form contains statenents regarding

severity of risk is coded as "Risk." Also included in this code are state-

ments pertaining to psychological, nedical, and mnor risks and disconforts

and unspecific certified statenents of risk. The npst detailed discussion

anong these itens defines the code val ue assigned.

Subj ect Wthdrawal. Coded in "Subject Wthdrawal" is the extent to

which the form contains statenents to the effect that participation is volun-

tary or that the subject is free to withdraw w thout prejudice. For this

elenment, a certified statement was assigned a value of 2 (rather than 1)

because such a statenent inplicitly involves a brief description.
Questions. This conmponent was coded either 0 or 3, corresponding to
the absence or presence of an invitation to ask questions.

I ndex of consent form conpleteness. A summary neasure conbining the

six elements described above was constructed by averaging the six scores.
In cases where nmore than two scores were unascertainable, the index for that

consent form received a score of "no information."
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Table V.6

Degree of consent form nention*: Availability of alternative procedures.
By type of Institution
(Table based on fornms from projects described as
intending to benefit subjects)
(Percent of fornms)

Type of Institution

Mention of Children's Ot her O her
Al ternatives Hospital s Bi onmedi cal
(N=21) (N=88) (N=27)
No nention 90% 80% 98 %
Alternatives exist 7 10 0
Al ternatives offered 1 2 0
No alternatives 2 7 0
No information 0 1 2
Tot al 100% 100% 100%

*Of those projects whose forms are indicated above as not nentioning alter-
natives, an additional 13 percent mentioned alternatives in their oral state-
ment .
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Table V.7

Degree of consent form nmention*:

research.

Experi ment al
Tabl e based on forms from projects

nature of the

described by investigators as containing "experinmental" elenments

(Per cent

Mention of experinental
nature of projects
in consent fornr*

No nention
Brief nention
Experimental elements identified

No i nformation

Tot al

*Of those projects above whose forms do not

of forns)

Type of Institution

Children's O her
Hospital s Bi onedi cal
(N=14) (N=41)
66 61
21 31
13 8
0 0
100 100

O her

(N=6)

29

71
0

100

nmention experinmental nature of

the research, an additional 4 percent nentioned the experimental nature in
their oral consent information statenent.
**Det erm ned by whether the words "experinment," "experimental," "research,"

"testing," or "investigational

drug"
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Table V.8

Percentage of nention of consent form elenments of infornmation
not covered by conpl eteness analyses. All consent fornms.
(N=304 formns)

El ement % Menti oned % Not Menti oned No I nformation Tot al

Expect ed duration
of participation 32% 67% 1% 100%

Di scussi on of
confidentiality 39% 61 -- 100%

Mention of review
conmittee approval 4% 95 1 100%

Agreenent of partici-

pation included 90% 9 1 100%
Di scuss voluntary

nat ure of

partici pation 38% 62 0 100%

Mention injuries
will be treated 1% 98% 1 100%

Mention harm will
be conpensated 0% 99 1 100%

I nvestigator or

institution rel eased

fromresponsibility

for harm incurred 1% 98 1 100%

Proj ect contact
informati on (phone
nunber) incl uded 12% 88 - 100%

Provi sion to contact
subj ect for future
resear ch 1% 98 1 100%

Provision to all ow

future use of data 12% 87 1 100%
Results will be nmde
avail abl e to subj ect 11% 88 1 100%
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Consent form readibility. The Flesch Readability Yardstick* is a

statistical formula devel oped for the objective neasurenment of readability
and conprehension difficulty. The "reading ease score" for a selected read-
i ng passage is based on word length, i.e., the average nunber of syllables
per 100 words, and sentence length, i.e., the average nunmber of words per
sentence. The Flesch fornmula was selected for the analysis of the consent
forms over other readability fornulas primarily because of its general ap-
plicability to technical materi al

For the purposes of this report, consent forns were classified as either
"short" or "long" fornms. If the particular formin question contained |ess
than 300 words, an overall readability |level was determ ned by analyzing the
entire passage. For those forns where the text exceeded 300 words, readability
scores were obtained separately for three aspects of the form purpose, proce-

dures, and risk/disconfort.

*Fl esch, Rudolf, "A New Readability Yardstick," Journal of Applied
Psychol ogy, vol. 32, no. 3, June 1948, pp. 221-233.
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Attitudes of

Table VI.

1

Children's Hospital s*

Procedure protected rights of
subj ect (N=31)

Procedure inproved quality of
research (N=31)

Precedure an unwarranted
intrusion on investigator's
aut onony (N=31)

Procedure runs with reasonabl e
ef feciency (N=31)

Committee gets into areas not

appropriate to--its function
(N=30)

Committee nmkes judgnents it is
not qualified to make (N=31)

Procedure inpeded progress of
research (N=30)

*

To a Large To Sone
Ext ent Ext ent
70% 29
38% 53
0% 10
52% 48
1% 61
1% 49
0% 14

Per cent ages do not include non-respondents.

1-122

Not at
Al |

90

38

50

86

I nvestigators Toward Revi ew Procedure and Conmittees:

Tot al

100%

100%

100%

100%

100%

100%

100%



Attitudes of Investigators Toward Revi ew Procedure and Comittees
O her Bi onedi cal

Procedure protected rights of
subj ect (N=206)

Procedure inproved quality of
research (N=191)

Procedure an unwarrant ed
intrusion on investigator's
aut onony (N=212)

Procedure runs with reasonabl e
efficiency (N=208)

Conmittee gets into areas not
appropriate to its function
(N=193)

Conmmittee nmakes judgnents it is
not qualified to make (N=188)

Procedure inpeded progress of
research (N=187)

Table VI.2

Institutions*

*Percent ages do not include non-respondents.

1-123

To a Large To Some
Ext ent Ext ent
82% 15
28% 53
1% 16
56% 42
6% 45
5% 36
1% 39

Not at
Al l

19

83

49

59

60

Tot al

100%

100%

100%

100

100%

100%

100%



Attitudes of Investigators Toward Review Procedure and Comittees:

o

Procedure protected rights of
subj ect (N=135)

Procedure inproved quality of
research (N=120)

Procedure an unwarranted
intrusion on investigator's
aut onony (N=144)

Procedure runs with reasonabl e
efficiency (N=139)

Committee gets into areas not
appropriate to its function
(N=125)

Committee nmkes judgnents it is
not qualified to make (N=128)

Procedure inpeded progress of
research (N=129)

*

Percentages do not include non-respondents.

Table VI.

3

her Institutions*

To a Large To Some
Ext ent Ext ent
64% 35
14% 42
2% 36
49% 41
9% 33
8% 42
5% 43
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Not

Al |

44

62

10

58

50

52

at

Tot a

100%

100%

100%

100%

100%

100%

100%



Table VI.4

Suggestions for |Inprovenent: Principal Investigators
(Percent of Projects)*

Type of Institution

Children's Ot her
Hospital s Bi onedi cal

—(N=44) (N=231)

Ot her

(N=150)

No suggestions 42% 42%

Comments regarding "bureaucratic problens"”
with review process and their negative,
consequences for research 12 16

Speed up the process; takes too |ong
now 1 6

Sinplify; too conplicated; too nuch
to do 1 3

Revi ew procedures are having adverse
effects on research, slow it, prevent

it, etc. 12 3

Less enphasis on details; nore on
human subj ect protection 0

Rul es shoul d be consistent across
boards; avoid nmultiple reviews by
havi ng a consi stent procedure 1 2

Review conmmittees are overly protec-
tive, extreme in concern for subjects 0 2

Tim ng and scheduling of review
causes probl ens 0 1

Parts of review process should be abolished 7 17

Be less rigid/ nmore lenient in appli-
cation of rules and proceudres 2 2

Revi ew subject use only; don't review

study design and purpose. Shoul d not

control research beyond human subj ect

treatnment; conmittee gets into areas

and decisions not appropriate to its

pur pose 1 1

Elim nate reviews on previously
approved studies, don't review
renewal s or continuations of projects 0 1

(Tabl e cont i nued)
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(Table 4 continued)

Type of Institution

Children's O her O her
Cont i nued Hospital s Bi onedi cal

(N= 44 ) (N=231) (N=150)

Do not review studies using

materials from previously approved

research or materials which woul d

be available even if there were no

research 1% 4% -

Differentiate; npre caution when

risk/intervention involved; |ess

severe/rigid for nore innocuous

research; no review for innocuous

research 2 8 6%

Eli m nate reviews on standard
research practices 1 1 -

Be less rigid with research on

patients with life threatening

conditions and termnally ill

patients 0 - 0

Elimnate witten/informed consent

in some circunstances (for exanple

partici pant observation and cases

where results would be biased) 1 2 3

Change structure and/or authority of
revi ew process or review conmittee. 11% 12% 11%

Get help or consultant if the review
committee is not able to understand
or handl e aspects of sone proposals 0 4 2

Change or inprove the conposition of
the conmmittee; get different Kkinds
of people; use a different selection

process 11 7 5

G ve nore authority to |ocal boards 0 1 0

The commttee is too political 0 - 0

Monitor the review committee for

t hor oughness, fairness, efficiency. 0 1 0

Have outside authority to which to

appeal review commttee deci sion 0 0 -

Abolish the conmittee, certify

investigators, and let them decide 0 1 4
(Tabl e conti nued)
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(Tabl e 4 continued)

Type of Institution

Children's O her Qt her
Hospital s Bi onedi ca
(N=_44) (N= 231) (N=150)
G ve nore information to researchers; 15% 9% 14%

i nprove communi cations between conmittees
and researchers; define, clarify and set
gui del i nes

Need nore guidelines in general 0 2 7

Define "informed consent," tell

investigators nore clearly/specifi-

cally what needs to be done to neet

"informed consent" requirenment;

provide sanple consent forms 5 2 -

Decide/clarify when witten consent
nmust be obtai ned 0 1 2

Deci de/ defi ne what research nust be
revi ewed; define "human subject”

for review purposes 0 - 1
Define/clarify liability and

responsibility 0 0 -
Define/clarify risks and deception 0 0 1
Define/clarify proxy consent 2 0 1

Revi ew comittees should disseninate

informati on on what they want/action

they' ve taken and why the action

was taken 1 2 3

Shoul d be opportunity for interaction
bet ween the researcher and the

commi ttee 6 2 3

Need special guidelines on children,

fetal research 1 1 -

Training sessions should be provided

for the comm ttee nenbers 0 0 -
(Tabl e conti nued)
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(Tabl e 4 continued)

Type of Institution

Children's O her O her
Hospital s Bi onedi cal
(N=44) (N=231) (N=150)
Do nore to protect human subjects--
be stricter 12% 10% 10%
Do job nore carefully/be tougher;
nore strict review 9 3 3
Do nore followup after review to
see that proposed procedures are
i mpl enent ed 0 4 4
Stress privacy and confidentiality
for subjects 2 - 0
Sinplify, consent fornms for subject 0 0 1
Insure that all or nore research is
revi ewed 0 1 0
Physi ci an/ patient treatnent should.
be revi ewed 0 2 1
M scel | aneous and ot her suggestions 3 6 10
*
Totals will add to nore that 100% since investigators could nake nore than

one nention.
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Table VI.5

Suggestions for |nprovenent:

Percent of

Subj ects and Proxies

Subj ect s/ Pr oxi es*

(N=144)
No suggestions 68%
I ncrease benefits and reduce risks; inprove the
ri sk/ benefit ratio 4
I ncrease benefits to subjects--care/services 1%
I ncrease benefits to subjects--general 2
Reduce risks; test nore thoroughly before
human experinmentation 1
More and better information to subjects 19
More, better, or sinpler explanation of benefits 1
More, better, or sinpler explanation of risks 1
or side effects
More, better, or sinpler explanation of procedures 1
More, better, or sinpler information given--
general or other areas 14
Gve information on results to subjects and/or
proxi es 5
Conduct of research 8
Perform procedures nore efficiently, be better
or gani zed 3
Be nore courteous and kind in dealing with
subjects; take nore time with subjects 5
M scel | aneous 8

*

Totals may add to nmore than 100% since respondents could check nmore than

one suggesti on.
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| NTRODUCTI ON

Before an investigator can use any person as a subject in bionedical
or behavioral research, he nust obtain that person's infornmed consent.
This consent nust be voluntary, conpetent, and understanding.® There
are two questions that arise in regard to experinentation on children.
First, is a child legally capable of giving an informed and understanding
consent? Second, do parents have the legal capacity to consent to the
performance of research on their children? This Report will attenpt to
answer both of these questions.

More than a decade ago, the reknowned |egal scholar, Paul Freund,
wote, ". . . the law cannot now be expected to yield precise answers

"2 Unfortunately,

to the ethical problems of hunman experinentation.
in regard to the |aw respecting research on children, this statenent is
equal |y true today.

Research on children has provided society with substantial benefits.
Studi es of normal mineral and water conposition of healthy infants have
led to effective parenteral fluid therapy and reginmens with which to com

® Research on healthy

bat serious, conplications of diarrheal diseases.
children is the only nmethod by which one can establish normal patterns
of growth and metabolism® In addition, the Kefauver-Harris amendments
to the Food, Drug and Cosmetics Act® require that drugs to be distributed

in interstate comerce for use in children be tested in children to

deternmine their safety and efficacy. Due to the fact that children
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are not sinply "little people," drug testing on adults does not provide
adequate information regardi ng dosage, contraindications, toxicity,
efficacy, or side effects for children.®

The beneficial nature of research on children does not, however,
establish its legality. Before going on to examine the |aw regulating
t herapeutic nmedical procedures that are perfornmed on mnors, we should

first exam ne the issue of how the | aw has conme to define minority.



WHO I S A M NOR?

Under both American and English common |aw an individual was a
mnor until he reached the age of twenty-one.’ Recently, alnost al
the states have lowered the age of mmjority to eighteen.® It is not
entirely clear how it was orginally determ ned that the attainnent
of twenty-one years of age should be the dividing line between mnority
and adul t hood.

In Roman law at the tine of Justinian there were three age groups
that determ ned |legal capacities and incapacities. First, infantia,
when the child was incapable of speech, but by 407 A D. this was fixed

at bel ow seven years of age. Second, tutela inpuberes ceased at puberty,

as a tutor was no longer required when a child could have children. At
later law this was fixed at fourteen for nales and twelve for fenales.

Third, cura mnoris was the reaching of adulthood, and was |ater set at

twenty-five years of age.?®

Anmong the barbarian tribes fifteen was both the age of nmjority
and the age of conbat. In thirteenth-century France if either the
chal l enger or the challenged in judicial conbat (the forerunner of dueling)
was under fifteen years of age, there could be no conbat.'® Between
the ninth and eleventh centuries, fifteen seened to be the age of
majority in Northern Europe.' The basis on which the age of mmjority was
adopted was quite different in Europe and in Rone. In Rome the question
was: Had the male "pupil" both understanding and judgnent as to acts in

law, particularly in relation to property rights? It was presuned these

capacities arose at puberty, later set at fourteen. In Europe, the
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choice of age fifteen seens to be connected to the capacity to bear
arms. > Apparently, the raising of the age of mmjority from fifteen
to twenty-one was due to the increase in weight of arnms. It was not
until the late eleventh century that a mlitary revolution involving a
mount ed kni ght occurred, and kni ghthood becanme a social distinction. In
the twelfth century, knights began riding horses into battle and by
the thirteenth century, arnor becanme very heavy. The conbination of the
heavy arnor and the use of horses in conbat required a stronger and
better trained knight, thus requiring extra years of training and
physical  devel oprment . =

During this time, however, socage tenants (those who owned and
wor ked | and) recognized fifteen as the age of mpjority, which was
| ater reduced to fourteen. In socage tenure, one came to najority when
he was capable of "attaining to husbandry and 'of conducting his
rustic enploys.'"™

Until 1753 when the Marriage Act was passed, a ninor could marry
at the age of fourteen without the consent of his parents. After the
passage of the Marriage Act, this age was raised to twenty-one for nales.
A statute of Phillip and Mary rai sed the age when a female could marry
wi t hout consent from fourteen to sixteen. It seens that this is responsible
for fixing the woman's age of consent to sexual intercourse at sixteen.™

A commentator who wote over a hundred years ago acknow edged the
fact that setting any one age for the term nation of infancy was inequi-
table, but states that twenty-one years of age is as good as any other.*

He points out that hunman life is divided into four periods, each of which

is a nultiple of seven.
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Natural infancy ends at seven years, puberty begins at

fourteen, legal infancy ends at twenty-one years, and

the natural life of man is three-score years and ten.'’

It is generally believed that the |egal status of nminority offers
children certain protections. As Blackstone put it:

Infants have various privileges, and various disabilities;

but their very disabilities are privileges; in order to

secure them from hurting themsel ves by their own inprovi-

dent acts.'®

From an historical perspective, this is not readily apparent. Under
anci ent Roman |law a father had the power of life and death over his
children until they reached adulthood. He could kill, nutilate, sel

19

or offer his child in sacrifice. Such was also the case in ancient

Greece. 2°

In feudal, law if a tenant died leaving a minor heir, the lord was
all owed the profitable rights of wardship and marriage. The lord had
full use of the child s land and had no obligation to render an account
to the mnor. Upon obtaining magjority, the ward had to sue the lord for
possession and pay a half year's profit to the lord to receive his own
|l and. Although the minor is protected from squandering his inheritance
it is a rather expensive neans of protection.?

It has also been argued that a mnor's reduced capacity to contract
was not for the minor's protection. Under the comon |law a father was
entitled to all the earnings of his child. One way of assuring the father's
recei pt of these earnings was to prevent the mnor from spending them
This was acconplished by rendering the mnor incapable of entering into
a binding contract. It also protected the father's goods in that the
m nor could not sell any of his father's property and convert the proceeds

to his own use.?
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According to Blackstone,?® at common |aw minors were given the power
to enter into a nunber of serious endeavors. A male at the age of
twel ve could take the oath of allegiance; at fourteen, he reached the
age of discretion and, as discussed above, could consent to or disagree
to marriage, could choose his guardian, and, if discretion was actually
proved, could make a testament of his personal estate; and at seventeen
he could be an executor. A female could be given in marriage or betrothed
at seven; at nine she was entitled to dower; at twelve she could consent to
or disagree to marriage, and, if found to have sufficient discretion
coul d bequeath her personal estate; and at seventeen she could be an
executrix.

A three-judge Federal District Court in deciding that sone m nor
wonen are capable of consenting to abortions stated:

[ W hat ever may be the value of conclusive presunptions making

the 18th birthday a turning point for such matters as

voting, the purchase of liquor, and entering into contracts

other than certain contracts for necessaries, . . . we

can attach no such factual magic to that birthday.?

This short review of how we have cone to adopt an age of mmjority not
only denmonstrates that one cannot attach any "factual magic" to that
age, but that our choice of an age of mpjority is based on feudal |aw
and customwith no relevance to the needs of a nodern society.

As a result of this fact some courts have taken a nmore operative
approach to resolving age of consent problens in certain specific circum
stances. Thus, in another case dealing with a mnor woman's capacity
to consent to an abortion, the Washington Supreme Court held that:

The age of fertility provides a practical mninmm age

requi renent for consent to abortion, reducing the need
for a legal one. ?®
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One comentator witing about the crimnal responsibility of children
al so pointed to the arbitrary ages set for determning their crimna
responsibility. The general rule is that a child younger than seven
is conclusively presuned to be incapable of committing a crime.? Between
the ages of seven and fourteen a child is presumed to be incapabl e of
committing a crime, but this presunption is rebuttable by the state.?

The author then discussed the psychol ogi cal research that has been
conducted concerning the devel opnent of noral judgnent and a sense of
justice in children.?® She concludes that at approximately the age of
twel ve

a juvenile should have reached a sufficient degree of

mat urati on when he is able to assune the consequences of

his acts. He has then reached a subjective responsibility

and acquired consideration of equity, internalized

orientation of right and wong as well as distributive

justice. The child younger than twelve years of age

shoul d not be presumed to possess a noral devel opnent

sufficient to be considered as legally responsible.29
VWhet her or not one agrees with this conclusion, this paper has taken a
giant step in its approach to rationally setting an age of crimna
responsibility. Instead of basing the choice of an age of responsibility
on the weight of arnor, she attenpted to use nodern psychol ogi cal research
for some guidance. Basically, the paper states that one cannot conmt
a crime until one understands the neaning of noral responsibility, and
one does not reach this stage until about the age of twelve.

One attenpt has been nade at rationally setting an age limt on
participation in a particular experinental procedure. Proposed Massa-

chusetts regulations state:

Psychosurgery shall not be perfornmed on the follow ng cate-
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gories of patients; a) all patients under the age of

thirty [30] years old where there is still the possibility

of devel opnental maturati on. L%
The physiological fact that developnental maturation continues until the
age of thirty was used as the criterion for setting this age linit.

Unfortunately, no such analysis exists in regard to consent of
a mnor to nedical treatnment. It would be nost hel pful to know at
what age a child obtains a true sense of his body and nmind, knows what
it means to take risks, knows what it neans to be harned or suffer
di sconfort, knows how to bal ance risks and benefits, and so forth. If
we had this know edge it mght be possible to rationally determ ne an
age at which nost people could give an inforned consent to nedica

treatnment and experinmentation. In the absence of such an analysis the

courts have constructed their own rules, as we shall now exani ne
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CONSENT TO THERAPEUTI C TREATMENT

As a general rule, "a surgeon who perforns an operation w thout
his patient's consent conmits an assault and battery for which he is
liable in danmges."® The law of battery is designed to protect the
individual's interest in freedom fromintentional unpermtted contacts.
In proving battery, hostile intent need not be shown. One is only

%2 The probl em

required to prove the absence of consent to the contact.
of providing nmedical treatment to children is that they are deened to be
legal Iy incapable of giving such consent.® Thus, prior to conducting
a therapeutic procedure on a child, the consent of the parent is generally
obtained. There is case law that would indicate that the giving of
such consent is a parental right that is not tied to any protective
function. In the only case that analyzes the basis for the parental
consent requirenent it is said

This rule [that a minor cannot consent to nedical treatment]

is not based upon the capacity of the mnor to consent, so

far as he is personally concerned, within the field of the

law of torts or law of crines, but is based upon the right

of parents whose liability for support and maintenance of

their child may be greatly increased by an unfavorable
result from the operational procedures upon the part of the

surgeon. . . . [S]ince the parents of such a child are
responsi ble for his nurture and training and are liable
for his maintenance and support, others will not be per-

mtted to interfere with such relationship or with matters
touching the child s personal welfare.®

The court in effect is stating that since the parent of a child m ght
be financially damaged as the result of a procedure perforned on his child,
he must consent before such a result may occur

In another case® an eleven-year-old child died after an operation
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to renove her tonsils and adenoids. Although there was no parenta
consent to the operation, the operation was consented to by the child's
adult sister. The court held that only the parent could give such a
consent and therefore the doctor committed an assault and battery. What
is especially interesting here is that the adult sister was in her third
year of training as a nurse, and could probably better understand the
necessity for, and risks inherent in, the operation, thereby being
better able to protect the child' s interest. The court was clearly not
concerned with protecting the child's interests but in protecting the
parents' prerogatives.

It nust be noted that the parental prerogative to consent to nedical
care for the child is not without its linmtations. Were it appears
that the parents' decision not to consent to nedical, treatnment will
cause the child serious injury, the court will intervene to protect

the child' s interest. Thus, in In re Clark,® the parents would not

consent to blood transfusions that were necessary in order to treat
their three-year-old child who was suffering from second and third
degree burns over forty percent of his body. The court found that:

[The child] has rights of his own - the right to |ive and
grow up wthout disfigurenent.

The child is a citizen of the State. Wile he "bel ongs"
to his parents, he belongs also to the state. Their
rights in himentail many duties. Likew se the fact the
child belongs to the State inposes upon the state many
duties. Chief ambng themis to protect his right to

live and to grow up with a sound mnd in a sound body, and
to brook no interference with that right by any person or

organi zation. *’

The recent lower court cases, Mine Medical Center v. Houle®

and In the Matter of Karen Quinlan,® hold that parents may not order




the termnation of treatnent that is required to keep their children
alive, even when the parents believe that such action would be in the
best interests of their child. The protective role courts take is

anply denpnstrated by the Houl e case where the doctors, agreeing wth
the parents, stated that wi thholding treatnent would be in the child's

best interests.*

However, as is discussed in detail in the section on
proxy consent, the appeals court in the Quinlan case has reduced the
protective role of the court.

Moreover, where the courts are not presented with a life-

threatening situation, the refusal of a parent to give consent wll

not be overruled by the courts. For exanple, in In re Seiferth, *

a parent would not consent to an operation on a fourteen-year-old boy

that was needed to repair a harelip and cleft palate. Although physicians

and social workers clainmed that it was inportant for this child to under-

go such procedures, the court refused to overrule the parental judgnent.
However, there is some indication fromnore recent cases that courts

are beginning to take a nore protective role even where the situation

does not threaten the child's life. In In re Sanpson,** a fifteen-year-

old boy suffered from Von Recklinghausen's di sease which caused a "massive
deformity" of the right side of his face. Although he was excused from
school as a result of his deformity and had no friends, this condition

did not threaten his physical well-being. Neither his sight nor his
hearing was affected. Physicians testified that they could not cure

the problem although it could be alleviated, and that the surgery that
woul d take from six to eight hours to perform was "risky." One physician

stated that the risk of the procedure would decrease as the child becane
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ol der because the relative blood loss would be smaller. He suggested
that the court wait until the child reached twenty-one years of age

so he could nake his own decision, and that nothing would be |ost hy
waiting. The court, finding that psychol ogical harm would result from
not performng the procedure now, overruled the nother's refusal to give
her consent. This decision is sonme indication of how far a court wll

go in protecting the interests of the child by linting the prerogative

of the parent.
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THE CHI LD S CONSENT TO MEDI CAL CARE

While somewhat |initing the parents' ability to make deci sions
regarding their child' s health care, courts and |egislatures are at the
same time expanding the child' s capacity to give consent to such care.

A nunber of doctrines have devel oped that enable a child to receive, health
care services w thout parental consent. First, if an energency exists,

a physician need not wait to receive consent prior to the commencenent

of treatment. This rule applies to mnors as well as adults.* However,
determ ni ng whet her or not an energency exists requires, in at |east

sonme cases, a subjective judgnent, and if the physician is wong in his
determination, he nay be liable for damages.*

Second, an emanci pated m nor may, in some jurisdictions, consent

45

to nedical treatnent. Chil dren beconme emanci pated by marriage, judicial

decree, consent of the parent or failure of the parents to nmeet their

l egal responsibilities.*

In addition, a mnor who is self-supporting
and lives separate and apart from his parents is often deenmed to be
emanci pat ed.

It is noteworthy that although sone courts and |egislatures all ow
emanci pated mnors to consent to health care, emancipation does not gen-
erally give a minor the rights of an adult. Generally, a mnor is
emanci pated against his parents and not the whole world. That is to
say, he is no longer under their control and gui dance, and they are no
| onger obligated to support and nurture the child. Wen a California

court ruled that "an emanci pated child is in all respects his own nman

with the sanme independence as though he had attained the age of
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mpjority,"* a commentator wote that this case made a "radical departure”

48

from the general rule. The general rule is readily stated in the

anci ent Massachusetts case of The |nhabitants of Taunton v. The | nhabi -

tants of Plymouth,?® wherein it was held that the emancipation of a son

"did not give himcapacity to nake binding contracts, beyond other infants;

or any political or rmunicipal rights, which do not belong by law to

m nors. "%

Sone statutes nerely state that an emanci pated ninor may consent

! Some statutes are nore explicit, stating, for exanple

to nedical care.®
that a nminor who is fifteen years of age or older, and who is living
apart from his parents regardl ess of duration, and who is managing his
own financial affairs, regardless of the source of incone, may consent
to nedical and surgical treatnent. >

In the absence of a statute sone courts have adopted the emanci pated
m nor rule. Thus an eighteen-year-old (the age of mpjority in this case
bei ng twenty-one) who was married, enployed, self-supporting and a
father, was held to be legally capable of consenting to a vasectony. >
The court | ooked to the age, intelligence, maturity, training, experience,
econoni ¢ i ndependence, and general conduct as an adult in determning
the enmanci pated status of this mnor.

Courts and legislatures in adopting the emanci pated ninor rule have
responded creatively to a specific problem If a mnor is living
separate and apart from his parents, requiring parental consent would be

a serious barrier to the mnor's receiving nedical treatnent. Additionally,

since the parent of an enancipated child is no | onger responsible for the

2-14



mai nt enance and support of that child, a bad result will not increase
that parent's obligation.

Finally, the |last exception to the general rule is that "mature
m nors" can consent to receiving nedical treatnent. In one seventy-

year-old case, >

a seventeen-year-old boy who was acconpanied to the
hospital by an adult aunt and adult sister, died during a surgical
procedure to renove a tunor from his ear. Although his father had not
consented to the procedure, the court held that no battery was conmitted
since he was acconpani ed by adult relatives, and since the boy, who was

al rost grown into manhood, gave his consent.

In Lacey v. Laird,® an eighteen-year-old underwent plastic surgery

on her nose wi thout parental consent. One judge in a concurring, opinion
found that since she was a minor she could not legally consent to the
procedure, and therefore a technical battery occurred. However, since
the battery was of a merely technical nature only nom nal danages, one
dollar or less, could be awarded.®® Another judge, also concurring in
the outcone of the case, said that an eighteen-year-old could consent

to sinple surgical procedures.®

In Bishop v. Shurly,®® a court found that a nineteen-year-old

could consent to the adnministration of a |ocal anesthetic although

his nother requested the use of a general anesthetic. And in Younts v.

St. Francis Hospital,® a seventeen-year-old intelligent nminor was allowed

to consent to a skin transplant to treat a seriously damaged finger.
The court found that she was of sufficient age and maturity to know and

understand the nature of the procedure.®
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Several states have legislatively adopted the mature ninor doctrine

to a greater or |esser degree.

In Oregon, any person fifteen years of age or older nmay consent to
medi cal or surgical care.® In Al abama, the age of consent to medical
care is fourteen.® M ssissippi has what may be the nost liberal statute

whi ch states that:

Any unenmanci pated mnor of sufficient intelligence to under-

stand and appreciate the consequences of the proposed

surgical or nedical treatnment or procedures [may consent

to such procedures].®

Basically, the mature mnor rule states that anyone who is mature
and intelligent enough to give infornmed consent to a procedure can

undergo that procedure w thout parental consent. O to put it another

way, if you can understand the risks you can consent to them
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THEE CHI LD S CONSENT TO TAKE RI SKS

Under our |egal systemthe capacity of a child to consent to risky
undertakings is not novel. |Indeed, the doctrine of "assunption of risk"
has been applied to mnors a nunmber of tines. Assunption of risk is a
defense in a negligence action. It nmeans that the plaintiff, in advance
has expressly given his consent to relieve the defendant of an obligation
of conduct toward him and to accept the chance of injury from a known
risk arising, out of the defendant's actions. This doctrine is summarized

in the Latin phrase, volenti non fit injuria - to one who is willing no

wong is done.

To successfully invoke the assunption of risk defense the defendant
nmust show that the plaintiff knew and understood the risk he was incurring
and that his choice to incur the risk was entirely free and voluntary.®
The defendant nust not only know the facts that created the danger, but
nmust conprehend and appreciate the danger itself.® If one cannot com
prehend the risk because of his age, he will not be taken to have consented
Aside fromthe npst exceptional cases, courts do not hold that children
cannot assume the risks of certain activities. For exanple, a California
court held that as a matter of |aw a three-and-a-half-year-old child
coul d not assune risks.® But for the npost part whether or not a child
can assume the risk inherent in a certain situation is a question of fact.

In one Massachusetts case, a ten-year-old child was struck on the
head with a golf ball while he was in the process of collecting golf

67

balls that had been hit from practice tees. The court found that the

boy had caddi ed six or eight tines before and had been collecting golf
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balls for about half an hour prior to being struck. Wth the know edge
derived fromthis experience, the court found that this child voluntarily
exposed hinself to a known and appreciated risk, and therefore could

not recover danmges.

In Porter v. Toledo Ternminal Railway Co.,® a thirteen-year-old

was injured when he rode his bicycle over rotten railroad tracks, and in

Centrello v. Basky,® a ten-year-old boy fell and caught his hand in a

cement mxer while playing near a construction site. In both of these
cases the defendants successfully utilized the assunption of risk defense.
In another case, a fifteen-year-old high school freshman had his neck
broken in a football gane.’® He sued the school system which entered a
def ense based, anpbng other things, on assunption of risk. The court
hel d:

One who enters into a sport, ganme or contest may be taken

to consent to physical contact consistent with the under-

stood rules of the gane.’"

Thus, whether or not a child is capable of understanding the risks
i nherent in undertaking a dangerous endeavor, and whether or not those
risks were voluntarily incurred are questions of fact, and the courts
do not find that children are never capable of assumng such risks. "’

In an unrelated line of cases, courts have also found that mnors

may waive certain constitutional rights. In the Suprene Court case of

Hal ey v. Ohio,” which involved a fifteen-year-old, and Gallegos V.

Col orado, ™ which involved a fourteen-year-old, the question presented
to the Court was the validity of confessions made by these minors. The
Court did not hold that fourteen- and fifteen-year-old children could

not give their consent, but held that such confessions would be valid
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where the mnor had the counsel of a |awyer, parent, or adult friend

In a 1971 Pennsylvania case the court found that "a fifteen-year-old boy

with an 1.Q of 76 and a nental age of eight to el even-and-a-half was

held to have the required understanding of his constitutional rights to

render his confession obtained after four hours of interrogation admissible. "™
In summary, certain points can be made regarding how courts view

parental and children's rights to, nake decisions concerning risk-taking.

1. The general rule concerning majority and the age of consent is

not based on a scientific or logical rationale. It is the result

of generally irrelevant feudal |aw doctrine.

2. Parents can consent to therapeutic nedical care for their young
chil dren.
3. The trend is that older children who can understand the conse-

guences of a therapeutic medical procedure can consent to that
procedure.

4. In the area of consent to therapeutic nedical treatment courts
require either the consent of the minor or of the parent, but
not of both.

5. In areas outside the field of medical treatnent, courts find that
children may consent to take risks or waive rights, but base their

deci sions on the factual circunstances of the specific case.
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NON- THERAPEUTI C EXPERI MENTATI ON ON M NORS

It has been stated that a resolution of the |egal problens
surroundi ng non-therapeutic experimentationon nminors is nmade extrenely
difficult due to the fact that statutory |law is non-existent and case

® Unfortunately, this observation is

law is largely irrelevant.’
correct. Two questions are presented that must be dealt with. First,
since it is generally understood that the law allows a parent to consent
to the invasion of his child' s body only if such invasion is for the

" can the parent consent to the conducting

child' s benefit or welfare,’
of non-beneficial experinentation on the child? Second, at what point
nmust the child give his consent (or assent) to a non-therapeutic pro-
cedure as a pre-condition to its performance?

In trying to answer these questions, Professor Paul Freund has
expl ai ned how the |aw approaches novel questions.78 Law is a basically
conservative field - no Nobel Prize is awarded for the nost revolutionary
judicial decision of the year. The |law fears setting a bad precedent.

To expand on this point Freund cites F.M Cornford's book, Mcro-

Cosnogr aphi a Acadenica where it is stated in a sonewhat tongue-in-

cheek fashion:

The principle of the dangerous precedent is that you should
not now do an adnmittedly right action for fear that you

or your equally timd successors should not have the courage
to do right in some future tine, which ex hypothesi is sub-
stantially different but superficially resenbles the present
one. Every public action which is not customary is either
wong or, if it is right, is a dangerous precedent. It
follows that nothing should ever be done for the first time. "

Law al so tends to generalize on the basis of balancing risks and is
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deeply protective of human integrity and life. Finally, law is
creative and responsive - if the reason for a rule of |aw ceases to
exist, the rule of law should also cease to exist.®
Wth this as a background, we can exam ne how the problens set
forth above have been dealt wth.
Codes of conduct that are often referred to for guidance in this
area of human experinentation do not directly confront this issue. The
Nurenberg Code's first principle is that:

The voluntary consent of the human subject is absolutely
essenti al .

This neans that the person involved should have |ega

capacity to give consent . . . and should have sufficient

knowl edge and conprehension of the el enents of the subject

matter involved as to enable himto make an understandi ng

and enlightened decision.?

As the previous exam nation of the |aw has denonstrated, minors are
generally deened legally incapable of giving their consent to nedica
treatment. For emancipated and mature mnors, courts and |egislatures
have decided that they may consent to nedical treatnment that is rendered
for their benefit. It is not at all clear that such mnors could
consent to non-therapeutic procedures. But assunming that mnors are
legally conpetent to give such a consent, they must have "know edge and
conmprehension of the elenments of the subject matter involved" in order
to give such consent. This sounds very much like the mature minor rule
di scussed earlier. Sone argunent could be made that under the Nurenberg
Code, older mnors can and must consent to non-therapeutic research in
order for such research to be conducted on them

It also appears that the Nurenberg Code outlaws proxy consent. It

is the consent of the "human subject" that is required, not the consent
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of a guardian or representative

The Hel si nki Code, on the other hand, states that a subject nust
give his free consent, but "if he is legally inconpetent the consent
of the legal guardi anshould be procured."82 It is not clear, however,
whet her or not the guardian's consent is in addition to the inconpetent's
consent, or if it acts as a substitute for the subject's consent.

The only case that exists which deals with this issue is Bonner v.
Moran. 8 Because it is quoted so often we will explore it in some de-
tail. At the tine of the incident involved, John M Bonner was a
fifteen-year-old junior high school student. H's cousin, Cara Howard,
had been so severely burned that she was a "hopeless cripple.” Her
aunt (who was al so Bonner's aunt) took her to a charity clinic in Wash-
ington, D.C. that specialized in plastic surgery. It was decided that
a skin graft was required, and a donor with the sanme bl ood type as
Clara's was sought. After a nunmber of unsuccessful attenpts at finding
a qualified donor, the aunt persuaded Bonner to go to the hospital for a blood
test where it was discovered that he had the same blood type as his
cousin. At this tinme the physician, Dr. Robert Moran, perforned the first
operation on the boy's side. His nother, with whom he lived, was il
and knew not hing about the procedure. After the operation he returned
hone and told his nother he was going back to the hospital to get "fixed
up." However, once in the hospital nore operations were done in order
to cut and forma "tube of flesh” fromhis arnpit to his waist. After
the tube was surgically formed, it was attached to his cousin formng a
literal flesh and bl ood bond between them The results were unsatis-

factory because of inproper blood circulation in the tube, and it was
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severed after Bonner had |ost so nuch bl ood he required transfusions.
From begi nning to end he was hospitalized for two nonths.
Bonner sued the physician who perfornmed the surgery for assault and

battery. The trial court adopted section 59 of the Restatenment of the

Law of Torts which then stated that if a child were capable of appreciating

the nature, extent, and consequences of the invasion, he could consent
to the nedical procedure. Judgnent was accordingly rendered by the
trial court in favor of the physician which neans that it had to find
that the child understood the nature of the procedure and consented to
it.

The appeals court began its analysis by noting that the genera
rule was that a minor could not consent to undergoing a nedical pro-
cedure, but that there were exceptions to this rule when a mnor was
emanci pated or close to maturity.

But in all such cases [in which the exceptions apply] the

basi ¢ consideration in whether the proposed operation is

for the benefit of the child and is done with the purpose

of saving his life or limb. The circunstances of the instant

case are wholly without the conpass of any of these exceptions.

Here the operation was entirely for the benefit of another

and involved sacrifice on the part of the infant of fully

two nmont hs of schooling, in addition to serious pain and

possible results affecting his future life. This inmature

col ored boy was subjected several tinmes to treatnent involving

anesthesia, blood letting, and the renoval of skin from his

body, with at |east some permanent marks of disfigurenent.?

The appeals court held that the trial court should have instructed
the jury that the consent of the parent was also necessary. The court
went on to find that during her son's confinenent in the hospital his
nmot her may have | earned of what was transpiring, and by doing nothing

about it may have ratified her son's consent. If his nother |earned

about the procedure and publicly expressed pride in her son's courage,
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such action would have been "tantamount to consent by inplication; and
that, in the circunstances, would be sufficient."®

The court's opinion is both confused and confusing on this point.
Clearly the nother could not give her inplied consent after the battery
occurred. Consent nust occur before the fact. The court nust be
basing its opinion on the nother's ratification of the child s consent,
whi ch was given before the second procedure was perfornmed to formthe
tube of flesh. As a result the appeals court had to agree with the
finding of the trial court that Bonner did consent to the procedure.

There is some dispute over the neaning of this case, Curran and
Beecher® argue that the case holds that non-beneficial procedures "can
be legally pernmitted as long as the parents (or other guardians) consent
to the procedure."?

Prof essor Al exander Capron argues that the interpretation "casts nore
wei ght onto the opinion that it can bear."® Capron suggests that the
outcome of the case is based on the court's finding that Bonner was
too immture to understand the conplications involved, with the issue
of lack of benefit "thrown in as a mere addition."% He goes on to say
that the case is really one of ratification of the minor's consent by the
parent, but that it nowhere suggests a parent has independent authority
to give consent for a non-beneficial intervention in which a child re-
fuses or is too young to give his consent.®®

Regardl ess of scholarly specul ati on about the nmeaning of this case,
two statements can be nade with authority. First, the trial court
found as a matter of fact that Bonner understood and consented to the

procedure discussed. Second, the appeals court found that as a matter

of law, Bonner's nmother could ratify his consent. The only conclusion

2-24



that one can reach with any elenment of certainty is that if a child and
his parent consent to a procedure that does not provide the mnor with
any benefits, and, indeed, may cause him harm the procedure nay be

per f or med.

One nust renmenber, however, that this case was deci ded before the
Nurenberg Trials were held, and it is conceivable that the outcone would
have been different if this case arose after the pronulgation of the
Nur enber g Code.

There is no case that even suggests that children can consent to
non-beneficial research w thout parental consent. However, the British
Medi cal Research Council, in its statement on children, does suggest
that such is the case in England.® The statenent starts with the prenise
that in the strict view of English |aw parents of nminors may not, on
behal f of the mnor, consent to any procedures which carry sone risk of
harm and do not benefit the minor. It goes on to say that it my "safely
be assuned” that no court would regard a child of younger than twelve
years of age as having the capacity to consent to "any procedure that
may involve himin an injury."% Above this age the reality of a purported
consent by the mnor would be a question of fact, and one would have to
show the person involved fully understood the procedures. However

[e]ven when true consent has been given by a mnor. .

Consi derations of ethics and prudence still require that,

if possible, the assent of parents or guardians or relatives,

as the case may be, should be obtained.*

In the English view one cannot perform non-therapeutic procedures
that involve risk on any minor under the age of twelve, or on any m nor

over the age of twelve, unless he can give "true consent.” In cases in
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whi ch such consent is obtained, parental consent is not required by

law, although it m ght be prudent and ethically desirable
In alimted way the Mchigan |egislature had adopted a variation

of this rule, Section 27.3178(19b) of the M chigan Code states:

A person of fourteen years of age or older may give one of

his two kidneys to a father, nother, son daughter, brother

or sister for a transplantation needed by him when authorized

by order of the probate court.

If the court determines that the prospective donor is

sufficiently sound of mnd to understand the needs and

probabl e consequences of the gift to both the donor and

donee and agrees to the gift, the court nmay enter an

order authorizing the making of the gift.

Thus, the only determ nation the probate court nust meke is whether
or not the mnor can give "true consent” to the procedure. If he can,
then the minor will be allowed to consent and the transplant can go
forward. There is no nention of the need for parental consent, and
the statute would seem to ban organ donation by younger children. This
procedure has one advantage over the English rule. In England it would
appear that the determ nation of the existence of a valid consent would

occur after the experinent had been perforned, whereas in Mchigan the

before the fact determ nation better protects all the parties involved.
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THE KI DNEY AND BONE MARROW TRANSPLANTATI ON CASES

The M chigan statute is the result of the existence of a body of
case law that deals with the problens of organ transplantation in a
confusing and ambi guous manner. Although, as discussed bel ow, these
cases are not strictly anal ogous to the non-therapeutic research situation
they do offer sone insights into how courts tend to resolve the issue
of proxy consent to non-beneficial procedures.

Ki dney transpl antati on has been conducted with adults since 1954,
with the first case involving minors arising in 1957.% This case® in-
vol ved nineteen-year-old twins. Although the healthy twin, Leonard, and
his parents consented to the procedure, the physicians refused to
operate because of the uncertainty concerning the validity of the parents
and the minor's consent to undergo a surgical procedure not for his bene-
fit. To resolve this problem an action for declaratory judgnent was
brought before a single justice of the Massachusetts Suprenme Judicial Court.
During the hearing, psychiatric testinony was offered to the effect that
if the sick twin, Leon, died, it would have a "grave enotional inpact”
on the healthy twin. A finding was nmade that the operation was required
to save the life of Leon and that Leonard had been fully informed and
understood the consequences of the procedure and consented. Unfortunately,
the court did not stop here and specifically adopt the mature mnor rule
in this situation. Instead, it went on to find that the enotional
di sturbance resulting from his brother's death could affect the health
and emptional well-being of Leonard for the rest of his life. Therefore

the operation was
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necessary for the continued good health and future well-

bei ng of Leonard and that in perfornmng the operation

the defendants are conferring a benefit upon Leonard as

wel | as upon Leon. %

By finding "benefit" to Leonard, the court was able to circunvent
the hard issue, since if the healthy donor received a "benefit" the
validity of parental consent would no | onger be a problem

This "benefit" theory was used two nore tines the sane year in cases
that involved kidney transplants between fourteen-year-old identical
twins.® In both of these cases the court found that the fourteen-year-
ol ds understood the probabl e consequences and risks of the procedures,
and gave their consent free of pressure or coercion. But the court still
went on to use the psychol ogi cal benefit theory, thereby avoiding the
true issue. In all these early Massachusetts cases the courts found
that the minors consented, the parents consented, and there was psychol ogi ca
benefit to the donor. If any one of these elenents was nissing the outcones
m ght have been different.

Several cases concerning kidney transplants bet&en siblings have

arisen since 1957. Perhaps the npost discussed is Strunk v. Strunk.?

In this case the donor, Jerry Strunk, was not a nminor but a twenty-seven-
year-ol d inconpetent with an 1.Q of 35 and a nental age of six, who was
comritted to a state institution. The donee, Tomry Strunk, was twenty-

eight years old, married, enployed and a part-time university student

who was suffering from chronic gl onmerulus nephritis. No other nenber of

the fanmily qualified as a donor due to blood type inconpatibility. Be-
cause of the apparent |lack of benefit to Jerry a court action was instituted,
and a guardian ad litem (a guardi an appointed for the purposes of litigation)

was appoi nted. The guardi an questioned the authority of the state to
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approve the transplant. Psychiatric testinmny was offered that alleged

n 99

Tomry's death would have an "extrenely traumatic effect on Jerry,

and that "Tomis life is vital to the continuity of Jerry's inprovenent"'®
at the state hospital. The court also found that renal transplantation
was becom ng relatively cormmon and that over 2500 transplants had been
done up to the date of the trial. It found that the chances of the
transpl ant bei ng successful increase when the donor and donee are geneti -
cally related and that the risk of transplantation to the donee is snall
0.05 to 0.07 percent. The court then adopted the doctrine of "substituted
judgment” in which a court acts in a manner it believes the inconpetent
would act if he had his faculties. The seriously divided court (4-3)
allowed the transplant to go forward, becom ng the first case in which
such an operation was done without the consent of the donor

In a strong dissent Judge Steinfeld stated "My synpathies and enotions
are torn between a conpassion to aid an ailing young man and a duty to
fully protect unfortunate nenbers of society."'™ The dissenters, re-
calling the experiments in Nazi Germany found that guardi ans nust act
to "protect and maintain the ward. "' They found that opinions con-
cerning psychol ogical trauna are "npbst nebulous,"” that it is well known
that transplants are frequently rejected, and that the life of the
i ncompetent is not in danger but that the surgical procedure creates sone
peril.' According to the dissenters, the ability to fully understand
and consent is a prerequisite to the donation of a body part and
a transplant should not be done on an inconpetent until it can be "con-

clusively denobnstrated that it will be of significant benefit to the
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i ndi vi dual . "%

Several years later the case of Hart v. Brown'® was decided in

Connecticut. This case dealt with a kidney transplant between identical
twins who were seven-years, ten nonths old. The court found that
al t hough Kat hl een, the sick twin, was undergoing regular henodial ysis,
she could not do so indefinitely and a kidney transplant was required
to sustain her life. It also found that, since inmunosuppressive drugs
woul d not be required because the twins were identical, such a trans-
pl ant would be nuch less risky for Kathleen than a transplant from a
di fferent donor, and that there was substantially a 100 percent
chance that both twins would live out a normal |ife upon follow ng the
procedure. The famly's clergyman felt the decision was norally and
ethically sound and a psychiatrist found that a successful operation
woul d be of "immense benefit to the donor in that the donor would be
better off in a famly that was happy than in a famly that was dis-
tressed. . . ."' The donor was informed of the procedure and "insofar
as she may be capable of understanding"'® desired to donate her kidney.
The guardian ad litem al so consented. The court specifically noted the
limted value of the psychiatric testinony but instead found that

[I]t would appear that the natural parents would be able to

substitute their consent for that of their mnor children

after a close, independent and objective investigation of

their notivation and reasoning. This has been acconplished

in this matter by the participation of a clergynman, the

def endant physicians, and attorney guardian ad litem for

the donee, and indeed, this court itself. '

It was also found that this procedure was not "clinical experimentation

but rather nedical, treatment."® The court held that
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natural parents of a minor should have the right to give

their consent to an isograft kidney transplantation

procedure when their notivation and reasoning are favor-

ably reviewed by a comunity representation which includes

a court of equity.™°

The right to consent on behalf of a minor was given to the parent
as long as the parents' notivation was proper.

In a Georgia case, the court substituted its judgnent for a noderately
mentally retarded fifteen-year-old girl who was to serve as a donor for
her dying rmother and pernmitted the transplant.'*

There are two recent cases in which organ donation by a mnor was

not permitted. In the first, In re Richardson,*? the prospective donor

was a seventeen-year-old mental retardate with a nental age of three or
four, and the prospective donee was his thirty-two-year-old sister, Beverly.
An examni nation of the court's use of the facts in this case is instructive.
It found that although a kidney transplant would be beneficial, it was

not inmedi ately necessary to preserve Beverly's life. In the first place
there was evidence that she could be sustained indefinitely by kidney

di al ysis. Second, although Roy would be the best donor available, as

there was only a 3-5 percent chance of rejection with his kidney, there
were ot her donors that could donate with a 20-30 percent chance of rejectio
And if these were rejected, other transplant procedures could be done,

Thus, a transplant from Roy mi ght be the best alternative for Beverly,

but there were other, if less desirable, options open to her. The court

di scussed the Strunk case but found that Louisiana law differs from
Kentucky law in that the |law of Louisiana "is designed to pronmpte and
protect the ultimate best interests of the ninor."'® Under Louisiana's

statutes, a mnor is not allowed to make any inter vivos transfers of
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property and a parent is absolutely prohibited fromtransferring a
mnor's property. The court reasoned that if the |law affords such pro-
tection against intrusion into a "conparatively nmere" property right,
it was inconceivable that the minor's right to be free frombodily in-
trusion would be any less protected.® The argunent that Roy would
benefit fromthe procedure because Beverly could care for himafter his
parents died was rejected as "highly speculative . . . and highly unlikely."'
The fact that the transplant was the nobst desirable course of action for
Beverly was not enough to convince the court of equity to pernmt the
transplant, since less detrimental alternatives were available. But from
the legal analysis perforned by the court, even if a transplant from
Roy was the only way to keep Beverly alive, it would not have had the auth-
ority to permt such a transplant.

In the second case, the Wsconsin Court resolved the problemin a sim

ilar manner. In this case, In re Pescinski,™® a petition was filed with

the court asking it to pernmit a kidney transplant from Richard, a thirty-nine

year-old catatonic., schizophrenic who had been institutionalized for

si xteen years and who had a nental age of twelve, to his thirty-eight-
year-old sister who was the nmother of six nminor children. The physician

i nvol ved said he would not use her parents, who were aged seventy and

si xty-seven, since, "as a matter of principle"!” he would not do the oper-
ation on a person over sixty. The physician also refused to use a

ki dney from any of her mnor children as a matter of his "own nora
conviction."' Another forty-three-year-old brother who a a dairy
farmand ten children refused to be a donor because there would be no one

to take care of, his farm Additionally, he said he had a stomach problem
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that required a special diet, and a rupture on his left side. The
court's opinion inplied that there were a nunber of conpetent, healthy
potential donors, who were excluded for "noral reasons" or for persona
reservations, and who were not asked or did not volunteer to donate their
ki dneys because of the existence of Richard.

The court held that since Richard did not consent to the procedure,
it could not be done.'™ Additionally, a guardian nust act "loyally in

u 120

the best interests of his ward and there was absolutely no

evi dence here that any interests of the ward would be served. The con-

cept of substituted judgment was forthrightly rejected.

In sunmarizing
its opinion the court stated

An inconpetent particularly should have his own interests

protected. Certainly no advantage should be taken of him

In the absence of real consent on his part, and in a sit-

uati on where no benefit to him has been established, we fail

to find any authority for the county court, or this court,

to approve the operation.'?

Following this line of kidney transplant cases, a separate but
simlar line of cases resulted fromthe advent of bone marrow transpl an-
tation procedures. The bone nmarrow cases provide |ess of a physical
intrusion into the donor's body as no body cavity is opened, and unlike
ki dneys, the bone marrow regenerates itself. The donor is subjected to
as many as 200 aspirations of the pelvic bone with a needle specially

desi gned to remove bone marrow. *?*

The Attorney Ceneral of the state
of Washi ngton has determ ned that written consent of the guardian is
sufficient to authorize a bone marrow donation by a m nor . %

The practice in Massachusetts, however, is still to acquire a court

decree prior to the transplant. The court that created the "psychol ogical

benefit” mschief is currently dealing with the problemin a nore

2- 33



straightforward manner. Thus in Rappoport v. Stott,?® the judge held

that a seventeen-year-old was "capable of consenting to the proposed

procedure,"” and did not bother to find that he received psychol ogi ca

benefit.
The nmost illum nating bone marrow transplant case is probably Nathan
v. Farinelli,'® because of its forthright approach. Toni Farinelli was

a healthy six-year-old and her ten-year-old brother, WIlliam was suffering
from aplastic anem a, which, left untreated, is fatal in eighty-five percent
of the cases. The parents consented to a bone marrow transplant but the
physi ci ans refused to operate in the absence of a court authorization.

The court found that the risk to Toni was mininmal, but also found that

she woul d receive no benefit. The petitioners took the standard approach
and called a psychiatrist as a witness. Surprisingly, she testified that
she woul d be speculating if she ventured any opinion about the psychol ogi ca
effect of either allowing or preventing the intended donor from furnishing

1282 The court appreciated her honesty and found that

t he bone marrow.
[t]o require a finding of benefit to the donor, and partic-
ularly to accept a psychol ogi cal benefit as sufficient,
often seems to invite testinmony conjured to satisfy the
requirement by words but not by substance.'®

The court also rejected the "substituted judgnent" theory as being

irrelevant in these situations. ™

It is the court's opinion that a better approach to the

i ssue involved in this case is to consider that the

primary right and responsibility for deciding the delicate
question of whether bone marrow should be taken from Toni

and transplanted in Wlliamis that of the parents with
reference to both children. ***

The requirenent that the parents' decision be reviewed arises out

of the possible conflict between the parents' responsibility for the care
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and custody of one child, and their simlar responsibility for the
other. In what can serve as a summary of all these cases, the court
wote, "It would be nore truthful to recognize that the parents them

"132 and are not

selves are naking decisions for their children
substituting their judgnent for that of the child. Finding that the
parents' decision was "fair and reasonable" the court permtted the
procedure to be done. ™

The reason for setting out these cases so extensively is that, with
the exception, of Bonner, they are the only cases that deal wi th consent
to non-beneficial procedures. But we can |learn a nunber of |essons
fromthese cases, as diverse as they may be, that are applicable to
research conducted on children

Al t hough never explicitly stated, courts will pernmt parents to
consent to therapeutic research on children, even where the risks are
high, if the benefits are great. In the bone marrow transplant cases,
the transpl anted bone marrow m ght cause adverse reactions in the recipient's
body. This condition, called graft-versus-host disease, can lead to an

h. ™ However, since the experinental procedure mi ght

agoni zi ng deat
save the life of a doomed child, no question is raised as to the ability
of the parent to consent on his behal f.®

As to these cases' inportance in regard to non-therapeutic experi-
mentation, we nust | ook at the differences between the transplant cases
and non-therapeutic research. First, the procedures that were perforned
on the donors in the transplant cases were not experimental. Neither the

renoval of a kidney nor bone marrow aspiration is considered an innovative

procedure.
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Second, in the average non-therapeutic research setting, parents
will not have to struggle with the conflict of interest problem One
comrent at or has pointed out that one reason why experimentation nust
be nore closely regulated than therapy, is because during therapy the
doctor sees the patient as an end and not a means, and in non-therapeutic
experimentation the subject is seen as the neans and not the end.® In
the transplant cases the parent nust also view the donor child as a
nmeans, and the cure of the ill child as the end. As a result, the parent's
role as the protector of the donor child m ght be negatively influenced.
Courts should be especially aware of this in cases in which the donor
is nentally ill or retarded and it nay be suspected that parents and
physicians may not value the life of the donor as highly as the life
of the donee. This is made all the nore apparent by the fact that in al
the transplant cases involving nentally ill or retarded adults or children
all the mentally ill or retarded individuals were donors, never recipients
I ndeed, during the hearings in the Strunk case, the Director of the Rena
Di vision, University of Kentucky Medical Center, testified that if
sonet hi ng shoul d | ater happen to the retarded donor's renaining kidney,

based on selection criteria at the Medical Center, the donor would not

7

be eligible for either henpdialysis or transplantation.'® Because of

the possibility of exploitation, it is not surprising that the two cases
in which the courts denied pernission to conduct the transplant involved
a nentally retarded and a mentally ill individual

In the absence of such a conflict, parents should be better able
to protect the interests of their child when an investigator asks their

permission to use their child as a subject in non-therapeutic research
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It mght be presuned that parents could put all their energies into
protecting their healthy child, because they need not be concerned about
the wel fare of a sick child.

Both parents and children mght be better able to nake protective
deci sions concerning the child's welfare in non-therapeutic research than
in the transplant situation because no duress should exist. Wen a
transplant is needed by a sick child, and the healthy child is the only
avai | abl e donor, one essentially conmunicates the point to both the
parent and the child that unless consent is received fromall concerned,
the child or sibling will die. Truly voluntary consents are hard to
imagine in such a situation.™ But where neither the parent nor child
receives any benefit, duress should be entirely absent.

Fromthis analysis it would appear that children involved in non-

t herapeutic research need | ess outside protection than transplant donors.

But if one | ooks behind the logic involved in these cases one can
see why these cases are resolved the way they have been. The transpl ant
cases revolve around the power of the famly to protect its own nenbers.
When a child is sick the famly as a unit is pernmtted to use its resources
and nake sacrifices to help the sick nenber. Al the courts agree on one
poi nt, however, the general rule is that parents nust act in the best
interests of their children and not subject themto harnful situations.
The courts that pernit transplants have gone through incredible feats of
mental gymmastics, such as finding benefit where none exists, to overcone
the general rule. The Farinelli case, tired of these naneuvers, directly
confronted the issue and held that the famly could protect its menbers,

and made its decision on that basis.
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In addition, as discussed above by Freund, in the transplant cases
the courts are balancing risks and being deeply protective of life. Were
the risks are relatively nminimal and a Iife hangs in the bal ance, the

courts will decide in favor of Ilife.
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PROXY CONSENT

All the transplant cases have had to struggle with the problem
of proxy consent to non-beneficial procedures. As has been denpbnstrated
by these cases, the issue of who can consent to non-beneficial procedures
that are to be conducted on another person is far from resolved. Part
of the problem springs fromthe fact that the very term "proxy consent"
is a contradiction in ternms. |If the major purposes of the doctrine of

i nformed consent are to protect self autonony and self determnation, it

is difficult to conceptualize how these very personal rights can be
exercised by a third party. The courts have confused the nmatter even
nore by not clearly setting forth the grounds upon which they have
val i dated the exercise of proxy consents.

There are three tests courts have used in determ ning whether or not
proxy consent on behalf of an inconpetent organ donor is valid - the
"substituted judgnent" test, the "best interests of the donor" test, and
the "fair and reasonable" test.'®

The substituted judgnent concept has a |lengthy history that pre-
dates Strunk, the first transplant case to adopt the doctrine. It appears

to have originated in the 1816 English case of Ex parte Whitbread, **°

in which it was held that a portion of the nmobney in the estate of a
"l'unatic" could be given to his next-of-kin to rescue them from poverty.

In deciding that such a use of the inconpetent's resources was permssible
al though he did not directly benefit fromthe use of the funds, the

court |ooked "at what, it is likely the lunatic hinself would do, if he
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were in a capacity to act. . . . "' The court nerely placed itself in
the position of the inconpetent and determi ned how it thought he woul d
act if he were conpetent. There was apparently no evidence as to how
this specific individual truly desired to have his funds used in this
circunstance, but the court decided he would have acted in the same
fashion as would a reasonabl e person.

More recent Anerican opinions have required courts to actually try
to determne how the particular inconpetent would act in a given
situation. In so doing, courts have inputed to inconpetents notives of
charity, altruism self-interest, and the desire to reduce estate taxes
in upholding gifts from their estates.' Courts have also taken into
account evidence that the inconpetent had previously nade gifts to a
particul ar person or persons, or had stated an intention to make such gifts

“* In addition, it has been inferred by

prior to becom ng inconpetent."®
courts that the inconpetent woul d have nade such transfers to his imediate
fam |y, and sonetines has extended this inference to nore distant rel a-
tives. '

Thus, the historical basis for the substituted judgnent test is a
line of cases dealing with the transfers of property from an inconpetent
to a fam|ly nmenmber who was in need of funds. The question that presents
itself is whether or not this principle should be transferred to the organ
donation and non-therapeutic research situation. Certainly the court in
the Strunk case had no problem making this conceptual |eap. However,
an invasion of a person's body is a nore serious undertaking than the

i nvasion of a person's property under our system of jurisprudence.

Addi tionally, determning what a "reasonabl e person' would do when
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confronted with the decision to donate an organ is not an easy task.
In the Pescinski case, it was noted that a nunmber of possible donors
did not volunteer to donate a kidney to a relative. However, in the
cases of conpetent donors, we do see relatives readily donating their
organs to menbers of their immediate famlies who suffer from kidney
di sease. In one study of kidney donors, it was discovered that fourteen
out of the twenty questioned stated that their decision to donate
was nade in a "split second" or "instantaneously" after |earning of
the need for the donation. It appeared that their decision-naking
process was "irrational" and could not be said to neet the requirenents
of informed consent.™® If this is an accurate indication of how "rea-
sonabl e peopl e" nake their decision to donate their kidneys to relatives,
a court substituting its judgnent on behalf of an inconpetent could use
this informati on as guidance in determnining how a "reasonabl e person”
would act in a simlar situation. Thus, if a court found that "reasonable
people"” act irrationally when faced with the decision to donate an organ,
and often agree to donate an organ wi thout taking the risks into account,
it could use this finding to pernit the donation by the inconpetent.
Al though the Wsconsin™’ and Louisiana'® courts have rejected the use
of the substituted judgnent test in regard to kidney donations, one
coment at or has suggested that such an approach deprives the inconpetent
of the benefits that might be derived from donation.*®

Regardl ess of the validity of the substituted judgnent doctrine as
applied to the organ transplant situation, it would seemto have no
bearing in the non-therapeutic research situation. Both the historical

basis for the doctrine and its recent applications indicate that the
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doctrine is only to be used to benefit a close relative in need of
either funds or a body organ. Non-therapeutic research is usually
conducted to benefit society in general at some future date, and there-
fore the doctrine would not seemto be applicable. In addition, it is
far fromclear that "reasonabl e people" generally consent to undergo,
for the benefit of society as a whole, non-therapeutic experinental
procedures that carry a risk of harm

The second test under consideration, the "best interests" test is
closely allied with the substituted judgment doctrine. Under this test,
one has to denobnstrate that the donor will directly benefit fromthe

donation of an organ. This is the test that was utilized in the first

three kidney donation cases involving ninors.™ In these cases, it was

found that the donors would receive a "psychol ogical benefit" as a result
of donating a kidney to their sick twin. By establishing the presence

of a benefit, the court was able to avoid the difficult issue of the
validity of proxy consent to non-beneficial procedures. Once a benefit

to the donor was established, there was no question that the parents could
give their consent. In the Strunk case, the court found that the surviva
of the sick sibling was necessary for the "treatnent and eventual rehabilitation"
of the inconpetent and institutionalized donor.™ In the Richardson

case, it was argued that the transplant was in the best interests of the

donor because, if the sick sibling survived, she could care for the in-

conpetent after the deaths of their parents.' The court rejected the

argunent as being both "highly speculative" and "highly unlikely."*
The best interests doctrine would al so appear to have no applicability

to the non-therapeutic research situation. It is difficult, if not im
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possible, to think of how subjecting a child to non-therapeutic research
that carries a risk of harmcould be in that child' s best interests. This
doctrine, would, of course, apply to therapeutic research.

Finally, the "fair and reasonable" test has been adopted by one court

in Mssachusetts in the case of Nathan v. Farinelli.® As dis-

cussed earlier, the court found that the parents of a mnor donor have
the primary responsibility in deciding whether or not their child can
serve as a donor in a bone nmarrow transplantation procedure. The only
determination the court nmade was to deci de whether or not the parents'
decision was fair and reasonable in the particular circunstances.

This test would be applicable in the non-therapeutic research
setting. It is conceivable that the parents' decision to subject their
child to a non-therapeutic research procedure that did not involve any
risk or involved a very mniml anmunt of risk could be deened to be
fair and reasonable. The problemwith this test is that it is very
subj ective, since what nmay appear to be fair and reasonable to one
person m ght be considered unfair or unreasonable by another.

The nost recent, and perhaps the npbst drastic, proxy consent case
involves the right of a parent to term nate nedical procedures that are
required to sustain the life of his comatose adult child. In this case

In the Matter of Karen Quinlan, **® Joseph Quinlan, Karen's father, peti-

tioned the |lower court to appoint him guardian of the person and
property of his conatose daughter, with the specific authority to order
cessation of |ife-sustaining procedures. The |ower court denied this
petition™’ but was reversed by the New Jersey Supreme Court. The

Suprene Court found that Karen's right to privacy would enable her to
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order cessation of extraordinary |ife-sustaining procedures if she were
competent to do so.*® It went on to find that she was grossly in-
conpetent to assert this right, but that such a right could be asserted

on her behalf by a guardian.™® The court reasoned that not to pernmit

such action by the guardian would be to deprive Karen of her right to
privacy. The court found:

The only practical way to prevent destruction of the right

[to privacy] is to permit the guardian and fanmly of Karen

to render their best judgnent, subject to the qualifications

herei nafter stated, as to whether she would exercise it in

these circunmstances. |If their conclusion is in the affirnma-

tive this decision should be accepted by a society the

overwhel m ng ngjority of whose nenbers would, we think, in

simlar circunstances, exercise such a choice in the same

way for thenselves or for those closest to them '

This woul d seemto be an acceptance of the substituted judgnent
doctrine. The court also seenms to accept the fact that it nust evaluate
the "interests" of the patient as seen by her guardian. This would
appear to be sone recognition of the best interests test. Finally,
the court seens conpelled to examine the "notivation and purpose" of
the guardian, which night indicate that it is concerned w th whether
or not he would act in his ward's best interest, and in a fair and
reasonabl e manner. Thus, the court touched on all the tests, although
it seened to adopt the substituted judgnment test. As an additional pre-
caution, the court requires the inconpetent's physician and an
"ethics conmittee"” to be in agreenment with the guardian's decision.
Regardl ess of these additional safeguards, the Quinlan case would seem
to expand the power of a parent or guardian to substitute his judgnent

for his child or ward. However, the facts of this case are very

different from either the organ transplant situation or the non-
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t herapeutic research situation, and therefore the hol di ng cannot

be applied to those instances.

We shoul d not expect that courts will pernmit non-therapeutic
research on children without their consent, where there is a chance that
harm will occur. At this point one nmust recall the pronouncement in
In re Cark that:

[T]he fact the child belongs to the state inposes upon the

state many duties. Chief anobng themis to protect his right

to live and to grow up with a sound mnd in a sound body,

and to brook no interference with that right by any person

or organization.

Al t hough sonmeday we might all benefit fromthe results, no specific
life will be imediately prolonged by such participation. One commentator
has pointed out that allow ng non-beneficial procedures to be perforned
on mnors without their consent, but requiring the consent of adults
prior to such procedures being performed on such adults, enables us
to force children to participate in activities that may harm them but
not force adults to participate in simlar prograns.' One night
anal ogi ze this to lowering the age of conscription to include only those
frombirth to eighteen. It can be concluded that neither parents nor
courts can consent to non-therapeutic research on mnors who have not
al so given informed and voluntary consent. The consent of the minor to
non-t herapeutic research that puts himat risk of harmis essential

Hopefully, the question of the linmts of parental proxy consent to
non-t herapeutic research on children will be resolved by a case now pendi ng

in California, Nielson v. Board of Regents.®® In this case, the plain-

tiffs are seeking to bar the use of normal, healthy infants, ranging in

age fromtwo nonths, to four years, as controls in an asthma research
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project. Blood sanples were to be drawn and drugs injected to deternine
the children's tolerance to such substances and stresses.'® The

study was to last five years and the parents were to be paid $300 per
year for their children's participation.* There is no question that
the children cannot give their consent due to their young age, and

the conplaint alleges that California |aw prohibits parents from con-
senting to such research. California Penal Code § 273(a) states:

(1) Any person who, under circunstances or conditions

likely to produce great bodily harm or death, willfully

causes or pernmits any child to suffer, or inflicts thereon
unjustifiable physical pain or nmental suffering, or having the
care or custody of any child, willfully causes or permits

such child to be placed in such situation that its person or
health is endangered, is punishable by inprisonnent in the
county jail not exceeding one year, or in the state prison

for not | ess than one year nor nore than 10 years.

(2) Any person who, under circunstances or conditions
other than those likely to produce great bodily harm or
death, willfully causes or pernits any child to suffer

or inflicts thereon unjustifiable physical pain or nental
suffering or having the care or custody of any child,
willfully causes or permits the person or health of such
child to be injured, or willfully causes or permts such
child to be placed in such situation that its person or
health may be endangered, is guilty of a nisdemeanor

One writer argues that the conplaint does not go far enough. '

The experinmental group consists of children who are "at-risk" of be-
com ng asthmatics, as indicated by their fanmly nedical histories. The

conmpl aint does not allege that parents cannot consent to the participa-

tion of these children. These children are not now ill, and the drugs
given to them are not designed to cure them of a present illness. If
they do becone ill this research may be of help to themat that future

time, but it is argued, at the nonent it nust be deemed non-therapeutic

And therefore parents may not give consent to their child's participation.
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The difference between therapeutic and non-therapeutic research is
not obvious. In testing the polio vaccine which was supposed to prevent
a clinically rare disease, but could, and sonetines did, cause the
di sease, one nmight ask, "Wre these children subject to therapeutic or
non-t herapeutic procedures?” None were being treated for an existing
condition, and the large ngjority would never contract the disease. O
were the controls who did not receive the vaccine the ones who were
put at risk?'

Some research nay have elenents of both therapeutic and non-thera-
peutic procedures. In one study of phenyl ketonuria (PKU) and diet, a
two-year-old child who could not stand, walk or talk, and who spent her
time crying, groaning and banging her head as a result of PKU was given
an experinmental diet. Wthin a few nonths she inproved greatly. This
was clearly therapeutic. To establish that the inprovenent was due to
the special diet rather than to natural devel opnent, the investigators
added five grans of L-phenylalanine to the diet without telling the
child' s mother, so that her observations would not be biased. The child
rapidly deteriorated. Could the determ nation that the diet nmade the
difference in the devel opmental progress be considered therapeutic? The

diet is both expensive and restrictive and it would be an injustice to

keep the person on the diet forever if it wasn't required.'™®
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A SHORT NOTE ON BEHAVI ORAL RESEARCH

This paper does not deal with the problens of behavior nodification
in children because this issue is covered in the section on the problens
of research on institutionalized nental patients. In dealing with non-
institutionalized behavior nmodification in children, the analysis re-
gardi ng bionedical research would apply. Thus, research on drugs that
control hyperkinetic activity should be viewed no differently from
research on drugs to control a physical ailnment. The nobre serious problens
relating to the use of aversive techni ques, token econony and ot her
i nvasi ve techniques occur in institutional settings on both children

and adults and are dealt with in that context.
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SUMVARY

1. The general rule is that one nust obtain the inforned and voluntary
consent of the subject prior to his participation in bionedical or behaviora
research.

2. There are no decided cases or statutes that specifically deal with
the problem of the validity of the consent of the parent or child to
participation in non-therapeutic research

3. The one case that conmes closest to confronting this problem Bonner
v. Mran, held, that if the trial court found that both a fifteen-year-
old and his nother consented to his undergoing a procedure that posed
serious risks to his health, while offering himno benefits, that

such consent would free the physician fromliability.

4, Al t hough in the kidney and bone marrow transplantati on cases courts
permt parents to consent to non-beneficial procedures on behalf of

the mnor donors, the cases are factually distinguishable fromthe

non-t herapeutic research situation. In the transpl antation cases, one
fam |y nmenber acts to save the life of another fam |y menber. Even in
these cases, courts generally require some sort of consent fromthe
donor, and require prior court review of the parents' decision to per-
mt the transplant.

5. Courts have not questioned the right and ability of parents to
consent to the performance of therapeutic research on their sick child.
6. Courts are expanding their role as the protectors of the best interests
of the child.

7. Courts will closely scrutinize the facts of a particular situation
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to ensure that one who is not capable of protecting his own interests is
not being exploited

8. Parents have the legal duty to protect the health, well-being

and best interests of their children.

9. Courts have found that with adequate safeguards children are capable

of waiving inportant rights:, and can consent to incurring serious risks.
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CONCLUSI ON AND RECOMMENDATI ONS

1) Therapeutic research - \Were research is designed to cure a
specific disease or condition fromwhich the child is suffering, and no
other drug or procedure is available to treat such condition or disease,
or the existing procedure is nore dangerous or produces greater dis-
confort than the proposed procedure, such therapeutic research should

be allowed to be conducted with the informed consent of both parents, or
one parent if both are not avail able.

In such a case the parents are consenting to therapy. Or to put it
another way, they are consenting to a procedure that is carried out with
the purpose of furthering the best interests of the child. As such, the
law will enable parents to consent to such procedures. Although the
consent of one parent would probably be sufficient, because of the
experimental nature of the procedure it would be prudent to allow both
parents to decide that the standard procedure is not to be used, since
t he new procedure m ght not be efficacious.

2) Non-t her apeutic research - For non-therapeutic research that
carries a risk of harm such procedures should only be done when the
risks are extrenely small and the benefits to society are very great.
When it has been determined that the risk-benefit ratio of a certain
procedure falls into this category, courts; performng their own

bal ancing test, would probably uphold the parental right to consent to
their child's participation in such a study. What constitutes a high-
ri sk procedure is not readily determ ned. I's a high-risk procedure that

whi ch has a one-in-a-nmllion chance of causing death, or one that
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has a fifty percent chance of causing a headache? Though no definitive
answers are available, the Ethical Review Board, the Institutional

Revi ew Board and the Consent or Protection Committees should all be
given the authority to nake an independent determ nation of this issue
regardi ng any proposed research.

When a minor is capable of understanding these procedures his
consent should also be required. O, in other words, he should have
the absolute right to refuse to participate in such non-therapeutic
procedur es. The problemis setting an age at which a mnor has such
understanding of risk-taking, benefits and harm and is able to weigh
these factors, so that he can give a truly inforned consent. One can
establish a subjective rule and say that a mnor of sufficient intelligence
and maturity to understand the consequences of the proposed experinental
procedure may consent to such procedures. I nvestigators would probably
be unhappy with this because they would have to nmake such a deternm nation,
and if they are wong, liability mght result. However, investigators
must al so nake this determ nation in adults. If an adult is incapable
of understanding the risks inherent in undergoing an experinental pro-
cedure, an investigator cannot get his infornmed consent.

Al ternatively, one could have all mnor subjects of this type of
research screened by a protection conmittee which would nmake the deter-
m nation. O we could ask the courts to make such a finding, as is the
case in Mchigan in regard to kidney transpl ants.

The advantage of setting a specific age at which a child can parti -
cipate or refuse to participate is its objective nature. But it nust

not be set too |ow Draft proposed federal regulations state that research
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cannot be done on a child above the age of six wthout his consent.™
A child of this age will probably agree to do al nbst anything an authority
figure requests. Although it gives the child the right to say no, it
is probably a right that will not be forcefully exercised. The age should
be set higher, hopefully on a scientific basis with the help of experts
in child devel opnent. The M chigan statute uses the age of fourteen
Prof essor Curran suggests fourteen,'’? and the British Medical Research
Counci| suggests twelve. '™

The consent of both parents should be required if both are alive
Since their child might be injured, they should be able to veto his
deci sion since such an injury would have a negative inpact on them and
woul d not benefit their child in any way. In addition, since it can be
presuned that they will protect the interests of their child when no
conflict exists, their counsel should be sought, and their protective role
utilized. Children who have no parents and institutionalized children
should not be allowed to participate in such studies. The institutionalized
child has the duel burden of his minority and the effects of institution-
alization.

Chil dren bel ow the age of consent that has been selected, or who are
too young to understand the nature and consequences of a procedure, may
be subjects in non-therapeutic research when there is no chance of harm
occurring, or, as discussed above, the risks are nininmal. VWhen harm
cannot occur, the need for consent declines considerably, and one need
not worry about the exploitation of the child. O course, the consent
of the parents should still be required.

Federal regulation of research can only add to the protections
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already required by state law. Thus, if California outlaws all non-
t herapeutic research on nmnors, federal regulations cannot permt such
activities in that state.

We believe these recommendations are fair. They protect the children-
subjects as well as the parents of these children, but do not unduly
burden the research comunity. Such regulation of research will permt

it to continue without exploiting the children who deserve our utnost

protection.
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WIlliam G Barthol one

THE ETH CS OF NON THERAPEUTI C CLI NI CAL RESEARCH ON CHI LDREN
The purpose of this paper is three-fold: First, I wll briefly

review sone of the recent literature dealing with this subject (1,2,11,12,15).
I will then examine in detail a recent article by R chard J. MCorm ck,
entitled "Proxy consent in the experinentation situation" (13). And,
finally, I will draft a proposal for guidelines for such research.

Bef ore undertaking this analysis, it is helpful to define what
is meant by the term "non-therapeutic clinical research.” | wll use
the National Institutes of Health definition:

Clinical research means an investigation

i nvol ving the biological, behavioral, or psychol ogical
study of a person, his body or his surroundings. This
includes but is not Iimted to any medical or surgical
procedure, any w thdrawal or renoval of body tissue or
fluid, any adm nistration of a chem cal substance, any
deviation from noram diet or daily reginen, and any
mani pul ati on or observation of bodily processes, be-
havi or or environment (6, p,31379).

These N.I.H guidelines further distinguish four categories of

clinical research:

1. Studies which conform to established and accepted

medi cal practice with respect to diagnosis or treatnent
of an illness.

2. Studies which represent a deviation from accepted
practice, but which are specifically ained at inproved

di agnosis, prevention, or treatnent of a specific illness
in a patient.

3. Studies which are related to a patient's disease but

from which he or she will not necessarily receive any direct
benefit.

4. Investigative, non-therapeutic research in which there

is no intent or expectation of treating an illness from
which the patient is suffering, or in which the subject
is a "normal control” who is not suffering froman illness

but who volunteers to participate for the potential benefit
of others (6, p.31379).

Al though there is considerable over-lap between categories 3. and 4.,

the enphasis in this paper will be on category 4. experinents. An
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argument can be made that studies in category 3. are "not necessarily"”
t herapeutic, but that direct nedical benefit can (and often does) accrue
to subjects of such investigations. Although the ethical considerations
i nvol ved are nore conplicated than those in categories 1. and 2., they
are simlar enough to warrant their discussion under the rubric of
t herapeutic research

It is also necessary to attenpt to define what is neant by the term
children. Legal distinctions, although primarily concerned with the
guestion of |egal status of mnors, are helpful. For the purposes
of this discussion | will use the age span 14-16 years as the upper
limt of the definition of children. | realize this is arbitrary and based
on no significant ethical ground, but rather on the | egal opinion that
this is the age range when it becones possible to obtain inforned consent (2).
Qbvi ously, except in the case of emancipated m nors, parental consent
shoul d be required in addition for clinical research up to age 18-21

I will also use another age distinction in my discussion. Once
again, the ethical grounds are uncertain, but I will use the age span
5-7 years as what is traditionally referred to as the "age of reason.”
In the proposal s which conclude this essay, | will show why such a
distinction is necessary.

In virtually every discussion of clinical research, the key

concept, the sine qua non is that of consent. Consent is portrayed

as the only neans by which the invasion and infringenment on persona
inviolability involved in research can be justified. Although nany
have studi ed the process of obtaining "informed consent” and found it
wanting (8,9,19), no author is willing to build the argunent for

experimentation from a different base. The voluntary nature of informed



consent is seen as the only noral justification for involvenent of
hunmans in research
Oten the argunment is presented in terns of neans and ends. Pau

Ramsey, in his book, The Patient as Person (15), repeatedly refers to

consent as being the only nechani sm through which experinmental subjects
can be treated as nore than mere neans. For him as for nost others who
have witten on the ethics of clinical research, consent serves the role
of preserving the status of the subject as a person.
Per haps the clearest and npbst concise presentation of consent as

the legal and noral touchstone of clinical research is found in the major
codes and declarations that give this subject its historical perspective.
The nost strongly stated is the first section of the Nuremberg Code (1947):

1. The voluntary consent of the human subj ect

is absolutely essential. This neans that the person
i nvol ved has | egal capacity to give consent; should
be able to exercise free power of choice . . . and should

have sufficient know edge and conprehensi on of the
el ements of the subject matter involved as to enable
him to make an understandi ng and enlightened decision (3, p.73).

In the Declaration of Helsinki's Recomendati ons Gui di ng Doctors

in Cinical Research (adopted by the Wrld Health Organization in 1964),

we find the following in section I1l. "Non-therapeutic Cinical Research":

3a. Cinical research on a hunan bei ng cannot be
undertaken wi thout his free consent, after he has

been fully infornmed; if he is legally inconpetent the
consent of the |egal guardian should be procured (4, p.75).

And in the Anerican Medical Associations Ethical Guidelines for

Clinical Investigation (adopted in Novermber 1966):

4. In clinical investigation primarily for the
accunul ation of scientific know edge --

C. Mnors or nentally inconpetent persons nmay be used
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as subjects only if:

i. The nature of the investigation is such that
mentally conpetent adults would not be suitable
subj ect s.

ii. Consent, in witing, is given by a legally
aut hori zed representative of the subject under
circunstances in which an informed and prudent
adult woul d reasonably be expected to vol unteer
hinself or his child as a subject (5 p.77).
| have quoted fromthese docunments at length to illustrate the centra
i nportance of the consent doctrine, but also because | will nake reference
to these particular sections later in this discussion
Paul Ransey has presented what is widely accepted as the clearest
statement of the ethics of non-therapeutic research on children. In his
anal ysis, which | referred to above, consent is the key ethical concept.

In presenting Ransey's position, | will quote at some length fromhis

maj or work, The Patient as Person, both to illustrate his argunent and

because the paper | have chosen to critically analyze, nanmely that by
McCormick, is an attenpt to question the ethical argunent presented by
Ransey

Ransey's presentation is clear and alnpst brutally harsh. It was
received by the pediatric research conmunity as the proverbial "cold
slap in the face." It is hard to overstate the effect that this book
has had on those engaged in clinical research in pediatrics. He begins
with the Nurenberg statenent (quoted above) and his intention is clear
from the outset. He presents consent as a "canon of loyalty expressive
of the faithful ness-claims of persons in nedical care and investigation"
(15 p.10). "An informed consent alone exhibits and establishes nedica
practice and investigation as a voluntary association of free men in

a common cause" (a partnership as opposed to a contract) (15 p.11).
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Fromthis bulwark principle, Ranmsey then turns to a discussion of

research involving children or inconpetents.

From consent as a canon of loyalty in nedical practice
it follows that children, who cannot give a mature and
infornmed consent, or adult inconpetents, should not be
made the subjects of nedical experinmentationunless, other
remedi es having failed to relieve their grave illness,
it is reasonable to believe that the adninistration
of a drug as yet untested or insufficiently tested on
human bei ngs, or the performance of an untried operation,
may further the patient's own recovery [direct nedical
benefit] (15 p. 11-12).

Ransey does |eave open the question of what constitutes "benefit"

and states that it nust be interpreted as "whatever is believed to be of
help to the child" (15 p.12), but then clearly rules out any non-

t herapeuti c experinentation: "Where there is no possible relation to
the child' s recovery, a child is not to be nade a nmere object in nedical,
experinentation” (15 p.12). As an indication of Ransey's reaction to
any such research we need only read a few lines down: "To experinent
on children in ways that are not related to them as patients is already
a sanitized form of barbarism?"”

Clearly no one involved in clinical experinentation would disagree
with Ransey on the question of consent. However, they had always accepted
the proxy consent of the parents or legal guardian of the child as adequate
(see A.MA. guidelines above). Ransey's reaction to the notion of proxy
consent is harsh and clear: "The attenpt to consent for a child to be
made an experimental subject is to treat himas not a child. It is to
treat himas if he were an adult person who has consented to becone a
joint adventurer in the conmon cause of nmedical research. |If the grounds
for this are alleged to be the presunptive or inplied consent of the child,

that must sinply be characterized as a violent and fal se presunption”
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(15 p.14). Ransey explains that consent, "true consent”, requires
freedom to choose and ability to know. To enter into the research
partnership requires the act of a "true volunteer” and the notion of
vol unteering another is totally norally unacceptable.

Ransey backs down fromthis position only once to allow for nedical
i nvestigation on children in "face of epidem c conditions endangering
al so each individual child" (15 p.16). But, this obviously provided
little confort to the pediatric research comunity.

The | ast possible "safe ground” for the research conmunity is
Ransey's next target. Curran, Beecher and a host of those invol ved
in pediatric research had argued that proxy consent was not ruled out
in experinmentation on children where there was "no di scernible risk"
(1,2). (W will exanmine this position below). Ross G Mtchell had even
defined what was neant by "no risk" and argued that experinments on children
or inconpetents could be "pernissible provided that the risk does not
exceed the ordinary risks of daily living" (14). But even in this
|ater catagory, Ransey remains firm To involve a child in non-therapeutic
research regardless of risk is to treat. himas a "means only." The
issue for Ransey is the "wrong of making a human bei ng an object and
using himin trials not in his behalf as a subject"” (15 p.36). To
backup his position he turns to a legal distinction and points out that
the law clearly recognizes "harnful invasions of the body" (leading, if
consent has not been obtained, to nedical negligence) and "unconsented

touching." In one case the suject is "harmfully used" and in the second
"used with no harm" Ranmsey quotes Reubhausen to clarify: "Wat is
involved is the right of each of us to deternmine for ourselves not al one

the extent to which we will share ourselves with others, but the timng
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and the nature of any such sharing" (15 p.34 ff, 43). Thus, for Ramsey,

"no consent rather than no risk or no discernible risk is the decisive

point . . ." (15 p.39).

In summary, Ransey allows those involved in pediatric research
some latitude in determ ning possible benefit (as in, N.I.H category 3.),
but clearly rules out any experinmentation in category 4., except under
epidenic conditions. The reason Ranmsey's argunent has been so devastating
to the research comunity is that he has taken the cornerstone of nedica
ethics, nanely consent, and argued fromit to his conclusion ruling out
non-t herapeutic research on children. His argunment is clear and , to
many, conpelling.

It is difficult, if not inpossible, to find a nore clear ethica
di scussion on this subject. Virtually every other major ethicist |eaves
the question either undiscussed or unanswered. Mst other discussions,
particularly those in the medical literature, begin with a |engthy and

| anenting discussion of the need for such experinmentation and then proceed
quickly to a legal or quasi-legal discussion of guidelines or procedures

that shoul d govern such research. Henry K. Beecher in several articles on
the subject proceeds in this fashion. In "Scarce Resources and Medica
Advancenent" Beecher briefly discusses the English Comon Law interpretation,
a strict reading of which would make non-therapeutic research on children
illegal; then, the "silence" of American law. He then noves to set down

a tenabl e proposal to govern such research. The central theme of his
proposed policy is that proxy consent is necessary in all cases and "sufficient
when no discernible risk in involved and the safety and value of the proposed
study are supported by the investigators' peers" (1 p.76). "The issues

are: 1) no risk, if below the age of understanding (which Beecher does
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not define, but inplies would be 14 or 16 years of age); 2) screening
and approval of a review board; 3) purposeful useful goals; 4) no
coercion or deception of the parents, but their full understanding
and consent" (1 p.77-8).
Curran and Beecher in a widely quoted article, "Experinmentation
in Children" discuss the legal and quasi-noral issues involved (2).
The significant issue introdued into the legal (and ethical) discussion
by this article is the issue of benefit. The authors review Bonner vs
Mran (2 Ref.9) a case involving a 15 year old who served as a skin
graft donor to his cousin without explicit parental consent; and, a
series of cases in Massachusetts involving kidney donation by identica
twins to sibling tw ns (2 Ref. 10,11). Obviously, neithercase deals
directly with the question of non-therapeutic research, but they form
the basis on which a claimcan be made that "benefit" can be derived
by a child involved in non-therapeutic research as long as discernible
risk is absent. However, the authors fail to define the concept of benefit.
Curran and Beecher interpret the English Conmon |aw view as "silent"
on the subject of non-therapeutic research which carries no risk of harm
to the subject. They proceed to propose "standards for investigation
involving children.” W will examine the two that are relevant to our

subj ect :

2. \Were the research is not therapeutic in nature

subj ects who are mnors may be included in the investigation
if the minor is 14 years of age or older and is found

after interview by the research teamto be intelligent

enough and mature enough to understand the nature of the
experinent . . . its purposes . . . and the hazards.

and given his consent thereto. In addition . . . the inforned
consent of parents is also required in such situations only
where there are discernible risks or hazards beyond sinple

i nconveni ence.
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4. There should be strong reasons in professsional judgnent
for the use of immture children (those under 14 years of
age) in any clinical investigation where there is no direct
benefit intended for the child. However, such invol venent
shoul d not be ruled out as illegal or unethical in al

ci rcunst ances. Such invol venent should be all owed where
the study has firm nedi cal support and justification,

prom ses new knowl edge of benefit to science and to mankind,
and where there is no discernible risk for the child subject
(2 p.81).

This proposed policy would then represent a conprom se from
Ransey's position. It would allow research in N.I.H category 4. on
children where there is "no discernible risk." This position has been
wi dely accepted by the research comunity; however, clearly this
woul d inpose significant linmtations on pediatric research. Most
studi es would involve sonme risk even if extrenely small and renote.

It is also widely recognized that since the | aw has been silent on this
issue, this proposal represents a tentative |egal position at best and
obvi ously has been given no firmethical basis.

The effort to fill the Iegal vacuum and avoid the radical ethica
stance as proposed by Ransey has led to a careful re-exam nation of the
various codes and declarations on which nuch of traditional medical
ethics in the area of human experinentation is based (3,4,5). Athough
the Nurenmberg code seenms to rule out any noné&therapeutic research on those
i ncapabl e of giving inforned consent (see above), nost authors have
insisted that it is necessary to take into account the environnment and
circunstances that gave rise to the code, nanely the Nazi trials. Cearly
the code can be interpreted as silent on this issue (see Curran and Beecher)
or as a clear condemation of such research (Ransey).

The Hel si nki Declaration has been interpreted by nost authors

as accepting the validity of proxy consent (see above)
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The A.M A guidelines accept the notion of proxy consent, but limt
its acceptability (see above). However, there have been wi dely
differing interpretations of what is nmeant by "suitable" (section Ci.)
and different opinions on whether "an informed and prudent adult would
reasonably be expected to volunteer” his child if any risk were involved
in the investigation (section Cii). This test of reciprocity is seen
by nmany as inportant and val uable, but by few as definitive.

The situation at present is confusing to say the least. The
mechani sm by which nost recent authors and investigators have sought
to cope with this problemis to dispose of guidelines and to rely instead
on the mechani sm proposed by the N.1.H, nanely a variety of nultidisciplinary
comittees to provide review, supervision and protection of children in-

volved in research. A recent article in the Journal of Pediatrics by

Lowe, Al exander, and M shkin is an exanple of this approach (12). The
aut hors accept the proposal by Robert Marston (of the N.1.H) for research
projects which are to involve children (8). The proposal calls for a
central (federal) Ethical Review Board to be nmaintained at the N.1.H and
a Protection Committee at the institutional site (in addition to peer re-
view conmmittees previously required by N.1.H ). The fornmer should attenpt
to "deternine ethical propriety and community acceptability" of a proposed
project. The latter would "assess the adequacy and reasonabl eness of parenta
consent and the consent of the child subject when the child was over six
years of age. In addition it would supervise recruitnment of subjects and
provide a representative without bias to whom either the child or parents.
may go to discuss questions . . . (12 p.472). The authors adnit that the

proposal does not solve either legal or ethical dilenmas and even increased
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the conmplexity of undertaking research on children. However, it has the
advantage of some flexibility, does not |imt research to "no risk" experinents,
and allows the research conmunity to continue to function in spite of the
| ack of clear guidelines. In another effort to shed light on the problem
the congress has recently passed |egislation establishing a "Nationa
Conmi ssion for the Protectionof Human Subjects of Bionedi cal and Behaviora
Research. " It is yet unclear what position such a conmission will take on
our topic and what guidelines or procedures it will call for. It is also
felt that a pending revision of N.I.H guidelines for studies involving
children nay help to provide direction
I would like now to turn to a discussion of Richard MCormck's

essay. This paper represents a serious attenpt to deal directly with
the ethical questions involved in proxy consent. It also is an attenpt
to critically exam ne Ransey's position. Although one should be wary
after reading the first several lines of this paper and finding the
statement that the author considers such experinentation "utterly
essential ," | think the essay is provocati ve.

After a review of the unclear |egal and nedical opinions on the
subj ect, MCormick turns to a discussion of Ransey's position. He
agrees with Ransey that "consent is the heart of the matter." However,
he does not feel that Ransey has adequately answered the question
"Why is their (the parents) consent considered null here (non-therapeutic
experimentation) while it is accepted when procedures are therapeutic?
To say that the child would be treated as an object (Ransey) does not
answer this question (13 p.9).

McCormi ck then proceeds to "unpack" the notion of parental consent.

Parental consent for therapy is nmorally valid "precisely insofar as it is
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a reasonable presunption of the child' s wi shes." Wy would the child
so wi sh? According to MCornick, because he "ought to do so" (13 p.9).

In order to explain, MCormck reviews what he refers to as the "natura
law tradition" which, "argues that there are certain identifiable values

we ought to support, attenpt to realize, and never directly suppress
because they are definitive of our flourishing and well-being" (13 p.11).
Proxy consent in a therapeutic setting is legitinate "because we know that
life and health are goods for the child, that he would choose because he
ought to choose the good of life, his own self-preservation . . ." (13 p.16).
Fromthis MCorm ck proceeds to argue that "a certain |level of involvenent
in non-therapeutic experinmentation is good for the child and therefore he
ought to choose it" (13 p.12). He quickly points out that there are
"l'imts beyond which sharing is not or night not be a good,." "Wether a
person ought to do such things is a highly individual affair and cannot
be generalized in the way the good of self-preservation can be" (13 p.13).
However, there is a |level of experinmentation, MCormck feels, that al
"ought to want," not because it is for our good, but because in no rea

way is it harnful. wWhat the child "ought to want" is involvenment in
experinentation that is: 1) "scientifically well designed (and therefore
offer(s) hope of genuine benefit)"; 2) "cannot succeed unless children

are used"; and, 3) "that contain no discernible risk or undue disconfort
for the child" (13 p.14). MCormick replies to the obvious objection that
he is nmaking charitable acts obligatory by claining that "there are sone
things that all of us, sinply as nmenbers of the human comunity ought to

do for others." For himthese include any works that involve "no
not abl e di sadvantage to individuals yet offer genuine hope for genera
benefit" (13 p.16).
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To those who would argue that this is a "slippery slope" (Ransey),
McCorm ck clainms that there is a clear dividing line that is reached
"when experinents involve discernible risk, undue disconfort, or
i nconveni ence” (13 p.17). Not all children would be so obligated, and

McCorm ck would | eave out at |east the institutionalized.

| feel that MCormick's argunent is vulnerable to a nunber of
serious objections. First, McCormick inplies that children are what
I would term norally transparent to their parents or guardi ans. By
this | nmean that parents and guardi ans have the capacity to know what
the actual noral obligations of their children are. One of the mgjor
probl ens of the natural |law position (and in particular many of the
past Roman Catholic fornulations of natural law) is that it assumes that
by his reasoning abilities one can not only know his/her own persona
moral obligations, but the actual noral obligations of others. The
maj or addition of Western Protestant thought to this tradition has been
what m ght be called a doctrine of humility or a doctrine of man's
finitude. None of us are perfect or ideal noral judges even of our
own actions and nmeking judgments about the noral acts of others is

hi ghly probl ematic. Most contenporary noral phil osophers would argue

that hunan agents are neither transparent nor opaque, but sone
often frustrating mixture of both. A well-devel oped doctrine of

consent is seen as an essential check or addendumto our limted

powers as noral judges
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Second, MCormick inplies that infants have noral obligations
to the community and that infants can norally benefit by fulfilling
these social obligations. He would have us treat infants as noral
persons and as noral agents. It is inpossible for me to accept

that a being can be norally obligated or can benefit norally

wi thout sone even very limted capacity to "see" or "understand”
or be "aware" of noral obligations. The infant is not even
capabl e of awareness of himherself as a separate self nuch |ess
a self with obligations to a wi der comunity.

Third, McCormick is arguing that a certain |level of involvenent
in non-therapeutic research is obligatory for all nenbers of the
human comunity. He inplies that this level of involvement is not
a charitable act or what mght be called "second-mle" behavior.
am not inclined to agree with himon this point, but even if this is
the case no one has the right to deternm ne how, when and in what nanner
we will fulfill this obligation except in tinme of enmergency or where
some previous noral obligation exists. W have an obligation to help
our nei ghbor-in-need, but our neighbor has no noral warrant to demand
this help at a particular tine unless, as in the case of Kitty Cenovese
or a drowni ng person, our neighbor is in dire need, we are there and
capabl e of rendering the help needed and represent our neighbor's
last resort. WIliam E. May has expressed this criticism of MCornick

in several articles on hunan experinentation in recent issues of

the Linacre Quarterly. | would, except in times of energency, find it




difficult to justify conpul sory blood donation prograns for al
heal thy adult nenbers of the comunity.

Fourth, MCormick inplies that the "good" which is the result
of clinical research, e.g., a cure for arthritis, is sonething that
we owe future generations. I think we are clearly obligated to,
preserve this world for our children, but they have no noral warrant
for expecting a world free of arthritis and we are under no noral
obligation to free the world of it. Wthin the constraints of
the noral nexus in which we exist we are free to try to learn all
we can about this disease and to use that know edge to respond nore
adequately to those who suffer fromit and even to prevent its

devel opnment." However, the result, should we develop the ability
to "cure” or prevent the disease, will be a gift which we |eave
to our children not what is justly theirs.

Finally, MCormick fails to hear what is a central thene in
Paul Ransey's work. Ransey demands that we treat patients and
research subjects as persons. To treat another as a person demands
that she/he be treated in such a manner that she/he will judge
our intervention into her/his life to be norally justified. MCorm ck
inplies that to treat someone as a person demands that we do what is
right for or to that person. I'f we were or had access to perfect
nmoral judges and could know what the other ought to do or want in
each and every situation, He would be right. However, this is not
t he case. I would argue that when parents give proxy consent they
can only assunme that what they are doing is right, they cannot know
that the intervention is justified. I think McCormck is claimng

that we can use infants on the basis of our noral presunption that

they ought to consent to being used. W cannot know what the
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infant ought to choose. Since we cannot ask himher this question,
we nust limted our interventions into their lives to those
i nterventions undertaken in response to their needs or when their
life, freedom or well-being is at stake. Even in this latter case,
we nust seriously consider not intervening when our intervention
can be postponed until they can participate in the decision and
where our intervention would render inpossible the future enjoynent
of a basic human right.

However, MCorm ck’s essay does drive hone our obligation as

parents and other responders to the needs of children to seek

a nmoral justification for all our interventions into their lives.
McCormick has also led me to ask a question | feel Ransey has
not taken seriously. If the child will not benefit nedically

(either directly or indirectly) from involvenent in non-therapeutic
research, can he/she benefit in any other way? In particular,

can children norally benefit from involvenment in such research?

I would claimthat, it is possible for children (below the age of 14
years) to benefit norally from involverment in clinical research. |If
this is the case, it is possible for themto be involved as nore than
nere means (Ransey).
Ransey has clearly pointed out that the covenant of loyalty
between parents and children demands that <children be protected. This
covenant clearly obligates parents to protect children from harm or
even from "offensive touching.” However, this is not the only demand

pl aced on parents by this convenant. A vast literature on the noral

devel opnent of children has clearly shown that the parents play a

central position in this process. Parents are obligated to both govern
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and to enhance the noral devel opment of their children. Most woul d
agree that the primary mechanisms for this process are exanple and
educati on. However, the recent work by Kohlberg and others had shown
that actual experience in naking noral decisions and actual exposure to
situations in which there is an opportunity for noral growmh are also
important and may well be essential in this process. Parents are
obligated to encourage their children to take advantage of these
opportunities for noral growth. In order that children m ght become sensitive
to noral obligations and develop a disposition toward choosing that which
is good, they must experience situations in which that sensitivity is
requi red and which enhance this disposition.

I would argue that involvenent in "no risk" clinical research can
be such an experience. | would not agree with MCormck that such
i nvol venent is usually obligatory or that it would always, or usually,

be activity that would enhance noral sensitivity or a disposition towards

t he good. I would only claimthat it is one of many activities from which
parents m ght select to this end. I would also disagree with MCornick
in that | would argue that such experiences can be of no noral benefit

to infants or children prior to what is generally referred to as the age
of reason (5 to 7 years). To have the purpose of furthering nora
devel opnent, the experience would need to be one of which the child
subj ect was aware and had general understanding.

It seems that this position would get us over the hurdle of
Ransey's principal objection, nanmely that children were being "used"
as mere neans. If the end or purpose of the involvenent is the noral
devel opnent of the child in addition to the end of obtaining know edge

the child is involved as a neans and as an end in her/hinself.
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In terns of Ranmsey's second objection, nanely that of confusing
justice and love, we are able to respond that as parents we have no
right to force our children to undertake non-obligatory "second-mle"
behavi or, but rather have an obligation to stinulate and encourage them
to develop the obligatory disposition towards such behavior (see Dyck,
"A unified theory of virtue and obligation'). One mechanismthat we can

use to this end is to become involved with our children in actual "second-
mle" behavior. We are allowed to do this as |long as such behavi or does

not nmake it inmpossible to fulfill other parental obligations, i.e. that

to protect our children. Clearly, "no risk" clinical research is a candi-
date for such |earning experience. | would al so point out that many

parents woul d di sagree (and nany children resent) Ramsey's claimthat children

are "not capable by nature or grace" of charitable acts.
It should be noted that | used the word "with" in my discussion
of parent-child experience in clinical research. \Werever possible
research protocols would be required that would allow for parent and
child to participate in the experiment as "joint-subjects". Were this
could not be done, direct parental involvenment in a supervisory capacity
woul d be nandatory.

In conpleting this argunment, | would once again agree w th Ranmsey
that such experiences can only be norally acceptable if the child is a
willing participant. And our discussion ends where it began, nanely with
consent.  Cbviously, when we speak of the child-subject's consent we are
not tal king about the fully informed and totally free consent which would
need to be provided by his/her parents. But, | would argue that no child

shoul d be allowed to participate in non-therapeutic research unless serious

effort is nmade to obtain his/her consent. It would be a nore adequate
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safeguard if this consent were obtained by an unbi ased subject-representative
in addition to that obtained by the research team and that provided by the
parent.

In this situation, the role of the parent is central. The parent
nmust determ ne whether or not such an experience night be of benefit to
the child' s noral devel opment. The parent nust also nonitor and supervise
the experience to determine that this end is being achieved.

The role of the research comunity is clear. Experinents nust be
proposed that are conpatible with this goal of enhanced noral devel opnent.

| would tentatively propose the follow ng guidelines for the research

comunity.



CGui delines for Non-therapeutic Cinical Research
on Children Five to Fourteen Years*

(*Experinents in the N.1.H Category 4.)

1) Meti cul ous experinental protocol subjected to institutional peer

revi ew.
2) Experi ment woul d provide significant and essential new know edge
3) The know edge to be gained by the experinment is such that it can only

be obtai ned by experinmentation involving children

4) The experinent nust involve no discernible risk or significant
di sconfort. (No greater risk or disconfort than would be encountered
by the child in his famly life (14).)

5) Where possible, the same or a simliar experinment must have been
performed on adult subjects and been found to be without risk.

6) Informed parental consent mandatory. Parents nust be involved as
experinental subjects with their children where possible. Parental
supervi sion woul d be mandatory where this was not possible.

7) The consent of the child subject nust be obtained by a menber of
the research team and by an independent subject-representative

8) Revi ew by Ethical Review Board and review and supervision by an
institutional Protection Comittee (6). (Children in this age
range nust be included as nenbers of the latter for review and
supervi sion of experinments in this category.)
In sunmary, | would agree with Ransey that to "use" another as
a "means" is inconpatible with noral behavior. | woul d agree that a
subj ect who cannot experience, understand, and freely participate cannot
be involved in non-therapeutic clinical research. However, | would argue
that children in the age range of 5 to 14 years are able to participate
wi th awareness and understanding in clinical research. I have argued that
such invol venent can be a source of enhanced noral devel opnent and shoul d

be allowed in "no discernible risk" experinents.
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The guidelines | have proposed differ with those prepared by
Curran and Beecher (2) and the N.1.H (6) in several respects:
1) Where possible the sane or simlar prior experinment on adult
volunteers would be required to establish nore clearly its "no dis-
cernible risk"” nature; 2) the consent of the child-subject would be
required; 3) involvenment of parents in the actual experinent and parenta
supervi sion where this is not possible are required; 4) involvenent of
children on the institutional site's Protection Cormittee; and, 5)
a lower age limt is provided, tentatively 5 to 7 years.

| realize that to argue that children should be allowed to participate
in non-therapeutic clinical research is to propose an argunment that wl|
be wel coned by an eager research comunity and that abuses are possible
and will occur. However, | also realize that children are allowed by
society and their parents to participate in many activities involving
significant risk (e.g., conpetitive sports) which may or may not provide
the opportunity for enhanced noral developnent | feel can result from
children participating with their parents in high-quality, adequately

reviewed and supervised clinical research

3-21



31 47

10.

11.

12.

13.

14.

15.

16.

REFERENCES

Beecher, Henry K. "Scarce resources and nedi cal advancenent."
Experinmentation with Human Subjects Freund (ed), New York:
George Braziller, 1969.

Curran, WIlliam J. and Beecher, Henry K "Experinmentation in
children: a reexanmination of |egal ethical principles" J.AMA
210: 77-83, Cctober 6, 1969.

5. "The Nurenberg Code;" "Declaration of Helsinki;" and
"AAMA Ethical Guidelines for Cinical Investigation" Ann. Int. Med.
67: No. 3, Pt Il, Suppl. 7, 73-78, Sept. 1967.

D.H E W National Institutes of Health "Protection of Human Subjects
Policies and Procedures." Fed. Reg. 38: 31738-48, Nov. 16, 1973.

Dyck, Arthur J. "A unified theory of virtue and obligation." J. Rel. Eth.
1: 37-53, Fall 1973.

Fellner, C.H and Marshall, J.R "Kidney donors -- the nyth of inforned
consent." Amer. J. Psych. 126: 1245-51, 1970.

Fl etcher, John "Patient consent to nmedical research." Hastings Cen. Stu.

1: 39-50, 1973.

Fox, Renee C. Experinment Perilous. dencoe, IIl.: The Free Press, 1959.

Jonas, Hans. "Philosophical reflections on experimenting with human
subj ects." Experinentation with Human Subjects, Freund (ed),
New York: Ceorge Braziller, 1969.

Lowe, Charles U. et al "Non-therapeutic research on children: an
ethical dilemma." J. Peds. 84: 468-73, Apr. 1974,

McCormck, Richard A "Proxy consent in the experimentation situation"
Pers. in Bio. & Med. 18: 1-20, Autumm 1974.

Mtchell, Ross G "The child and experinental nedicine" Brit. Md. J.
721-27, Mar. 21, 1964.

Ransey, Paul The Patient as Person. New Haven, Conn.: Yale Univ Press, 1970.

Shirkey, Harry G "dinical pharmacology in pediatrics.” Cin. Pharm
Thera. "Proceedi ngs of the Deer Lodge Synposiunt 827-30, Sept-Cct 1972.

3-22



Wlliam G Barthol one

PROXY CONSENT | N THE MEDI CAL CONTEXT: THE | NFANT AS PERSON

This paper is the attenpt of a parent, pediatrician, and one
concerned with the problenms of nedical ethics to examine critically or,
as Richard McCormick has termed it, to "unpack"” the notion of proxy
consent . I amnmotivated to wite this paper by the finding that dis-
cussions of proxy consent in the literature (7;11;21), with few excep-
tions, are "too clean", "too sinple", "too tidy" to account for a large
nunmber of problem situations which | have encountered in nmy life as a
father and as a pediatrician. | cannot prom se the reader a systematic
formulation or anything resenmbling a "conplete theory" of proxy consent.
My aimis primarily to nuddy the waters, to point out ways in which
accepted notions and concepts do not fit or fail to take account of the
conplexity of situations in which such consent is called for. | wll
argue that the accepted notions are inadequate primarily because they
all ow parents and others involved in the lives of infants and children a
degree of confort and assurance that is inappropriate to what is at stake
in being a parent or in attenpting to provide nedical care to children
The accepted notions would have us believe that infants and children are
"transparent”, or "knowable" in ways that even ourclosest friends and
associ ates are not. I will feel that this project is a success if | am
able to point out the ways in which the accepted concepts are built on
a fundanental error and what norally significant considerations are not

i ncl uded. VWhat | am asking of parents, pediatricians, and others is to

see" and "feel" the difference between the statenent: "I know ny infant

child would have nme do "x" on his/her behalf" and the statenent: "1 assune

my infant child would have ne do "x" on his/her behalf."
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Al t hough proxy consent is a requirenment for the provision of nedica
services to any "inconpetent" person, | will limt ny discussion to proxy
consent for children. I do this both because my discussion will speak to
these other cases by inplication and because | am not sure that what is
norally at stake is the sane in the case of the infant and that of a
"mental ly inconpetent" octogenarian. I would argue that the fact that
the octogenarian has a "personal history" and the infant does not is a
critical factor in attenpting to justify proxy consent.

I will also not speak directly to the issue-of proxy consent wth
regard to the human fetus for sinilar reasons. However, the reader nmay
note that many of the clains that | w Il nake have serious inplications
particularly in the area of fetal research. | would al so argue that
there is serious tension between a position that would argue that the
fetus is a part of the wonan's body and one whi ch woul d hold that the
infant is not the property of the parents.

In order to avoid the difficult problem of determ ning when a
young person is able to give his/her "informed consent” to nedica
care, | have chosen as ny "patient" the infant. Clearly this is an
i ssue which any theory of informed consent nmust address, but | feel
and will argue that the issue of proxy consent becomes |ess problem
atic, at least froma noral point of view, as the patient devel ops
the capacity to make choices and to communicate these choices and
their reasons to others. Many parents feel that decision-making
on behalf of their children is |east conplicated when they are infants
and nost conplicated when they are teenagers. I will claimand defend
the position that this widely accepted "feeling" is not only wong, but
synmptomatic of the inadequacy of popular conceptions of justifiable inter-

ventions into the lives of children. I think that in selecting the infant
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| have selected the nost difficult case

One also finds in the recent literature on proxy consent in
medi ci ne a distinction between what are called "therapeutic" and
"non-therapeutic" or experinmental forns of nedical intervention (7;14;16).
| agree with these authors that this is an inmportant issue to exanine
However, | find as a pediatrician that no clear dividing line exists
between these forms of intervention. | also find certain forms of
intervention (e.g., geneticscreening) that seemto fit in neither category.
My concern is with an issue that is prior to this distinction: How
do we as parents and pediatricians justify any nmedical intervention
into the lives of our children and patients?

Finally, I will not discuss in any detail what may seem at first
sight to be an irrel evant question, nanely: how do we justify interventions
into the lives of animals? This question is inportant because the accepted
noti on of proxy consent fails to adequately account for our intuitive feeling
that the justification of an intervention into the life of a human infant

shoul d sonehow di ffer fromour justification of an intervention into the

life of a pet. Do we "owe" our infants nore than "humane" treatnent? Do
they have a right to nmore? | will argue that one of the central questions
to be raised and answered is: Is the human infant a nenber of the human

conmuni ty, a person?

CASES

| elected to include a section on cases for the purpose of forcing
the reader to think about the notion of proxy consent "at the front line,"
in situations in which a decision nmust be made. | want to present the

reader with situations in which acceptance of the traditional concepts



do not seemto fit. |If the cases make the reader unconfortable,

they achieve the intended end. | feel that it is necessary to present
these cases in order to prepare the reader to "hear" ny argunent. In
order to avoid the charge of artificiality, | have chosen "real" cases,
i.e., cases that are recorded in the nedical literature or with which I

have been confronted as a pediatrician.

Case 1.

Ms. Wis the 42 yr. old nother of six children. She is now pregnant.
At the tinme of conception, Ms. W and her husband were using contraceptives
and both consider the pregnancy "unpl anned." However, both agree not to
proceed to abortion. During her first visit to her obstetrician late in
the third nonth of her pregnancy, Ms. W is told by her physician that
she is at significant risk. (1 in 30) of having a child with Down's syndrone

or "mongolism™"™ She is also told that a procedure has been devel oped for
screening her pregnancy for this abnormality (ammiocentesis). Ms. W
i nforns her physician that she will discuss the matter with her husband.

He reninds her that she is already beginning the second trinmester of her
pregnancy and that the decision nust be made as soon as possible. After
extensi ve discussions with her husband, friends, famly and |ocal pastor,
Ms. W returns six weeks later requesting the procedure. Her physician. is

extrenely reluctant to performthe procedure. By his estimate Ms. W is
now 22 or 24 weeks into her pregnancy. After a prolonged discussion of
risks and the like, he agrees to proceed. However, when he introduces the

needle into her uterus to aspirate sonme of the ammiotic fluid for the test,
Ms. W begins to have uterine contractions. In spite of medication to
stop labor, the contractions continue and one hour later Ms. W delivers a
fetus (infant) estinmated to be 26 to 28 wks. of gestational age. She has
many of the clinical signs of Down's Syndrone. Ms. W demands that the
fetus (infant) not be sent to the premature nursery, but rather be kept in
the delivery room (assuming that without a supportive environnent the fetus/

infant would die). The obstetrician elects to respect her demand since he
had agreed to provide abortion services if the test had been positive
for Down's Syndrome. Two hours later the fetus/infant is still breathing

(although with difficulty) and has a pulse of 120/ nminute. The delivery
room nurse calls for the pediatrician.

Case 2.

Ms. B. had her right breast renoved for cancer in 1973 at the age of
32. Because of her age and a suggestive family history an extensive analysis
was undertaken of the incidence of breast cancer in her fanmly. It was dis-
covered that her grandnmother, her nmother, two of her nother's three sisters
and her own sister (age 37) had had cancer of the breast. It was felt that
she and her famly had a genetic predisposition to the devel opnent of this
t unor. She el ected to have her opposite breast renoved in 1974. This breast
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showed evidence of mcroscopic tunor devel opnment. Her younger sister

age 23, had her breasts renoved that same year. Study of her breast

tissue revealed no evidence of tunor. However, in late 1974, Ms. B.'s

15 yr/old daughter was found to have cancer of the breast and had both
breasts renoved. In Feb 1975 Ms. B. gave birth to a girl. As a result

of the influence of maternal hornmones, the breasts are conpletely deliniated
at birth and it is possible to renove all breast tissue. It seemed pos-
sible to do what would be a major surgical procedure under |ocal anesthesia,
save the infant the risk of devel oping breast cancer, and allow her to

avoid the serious psychological trauna of the possibility of having to

have her breasts renoved after puberty. Ms. B. gave her consent to the
oper ati on.

Case 3.

Tay- Sachs Disease is a recessive genetic disease, i.e., both parents
must be carriers of the gene and there is a 1 in 4 risk of having children
with the disease. The disease is a fatal disease marked by rapid deteri-
oration of the brain beginning in the first year of life with death occur-
ing usually by age three. Met hods have been devel oped for both detecting
the carrier state and for making the diagnosis in the fetus. Since the
disease is primarily confined to Jew sh people of Eastern European heritage,
it is possible by screening this population to identify all carriers, "at
ri sk" couples, and to nmonitor all the pregnancies of the "at-risk" couples.
Ms. R and her husband are both carriers of the disease. Their second
child was affected and died at 26 nonths of age. Their first child is a
4 yr. old girl who is not affected but has a 1 in 2 chance of being a

carrier. Her parents bring her to the screening center requesting that
she be screened for the carrier state. They argue that if she is identified
as a carrier they will encourage her as she grows up to date non-Jew sh nen

and, to marry a non-Jew or at |east ask any young Jewi sh man with whom
she is becoming "enptionally involved" to be screened for the carrier state.

Case 4.

M. and Ms. R have just had an infant son. The child is healthy and
the exami nation is unrenmarkable except for the presence of severe talipes-
equi no-varus deformity of both feet ("clubfoot" deformty). An orthopedic
specialist is consulted and strongly reconmends i medi ate casting to begin
treatnment and to prevent the necessity of nultiple extensive surgeries at
a later date. She points out to the family that late surgical treatnent
often fails and that intervention in infancy is essential if the child is
to wal k nornally. M. R tells the physician that he cannot stand the
t hought of his son having to wear casts on his legs for the first six nonths
of his life. He clains that to torture the baby in this manner is inhunmane
and he will not permt it. H's wife agrees. The hospital |awer is con-
sulted and tells the physician that since the intervention is not life
saving and since correction can at |east be attenpted (in spite of poor

chances of success) at a later date that the parent's refusal to give con-
sent should be respected
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Case 5.

M. and Ms. S. have a 6 week old girl with a large capillary-
cavernous henmangi oma of the face. ("Strawberry birthmark") They bring
the infant to a plastic surgeon and request that the |esion be renoved
surgically or treated with radiation. The surgeon explains that radi-
ation treatnment would |ead to extensive facial scarring and that it would
be inpossible to remove the lesion surgically wthout permanently dis-
figuring her face. He explains that a high percentage of such |esions
regress spontaneously without significant scarringand that sone respond
to treatnment with drugs given for a prolonged period of tinme. He recom
mends that they wait and offers to follow the infant for the problem
However, the parents claimthat they cannot stand the way people |ook
at their daughter and that they have trouble |ooking at her. They state
that they "can't"” wait any |longer even if it means risking pernmanent
scars. They argue that she can have plastic surgery later in life to re-
move any scars or renedy any disfigurenent. The surgeon, sensing their
determ nation and worried that any surgeon who woul d operate on the
infant would likely be |less conpetent, agrees to do the surgery.

Case 6.

After an extensive analysis and a ten year study of neonatal circum
cision, the Anmerican Acadeny of Pediatrics in 1971 issued a position
paper which points out that there is no medical justification for routine
circuncision of the newborn infant. The Acadeny strongly urges all mem
bers to point out this finding to parents. Three pediatricians who
meke up the pediatric staff at a small community hospital decide that they
will no |longer provide this service to newborn infants unless there is a
denmonstrabl e nedical need. The obstetrical staff at the hospital agrees
and the policy is made public. Ms. J. gives birth to a male infant.
Al t hough she had been given a copy of the policy statement on admi ssion,
she clains to have the right to determine if her son is to be circuntized
or not. She also clainms that since the hospital is the only one in the
area which provides obstetrical and nursery care they nust do the proce-
dure. Her | awyer discusses the situation with the |egal representative of
the hospital and the pediatrician is ordered by the hospital director to
do the procedure or | ose her privileges at the hospital

Case 7.

M. and Ms. Y bring their 18 nonth old daughter to an ear, nose and
t hroat specialist because of "problems with ear infections.” After ob-
taining a history and records fromthe child s pediatrician it is determ ned
that the child has had a total of two ear infections since birth. The
specialist explains to the parents that this is not a significant problem
and that surgery is not indicated. The parents explain that their ol dest
child devel oped nmeningitis with an ear infection at 19 nmonths of age and
died. They are afraid that their second child mght do |ikew se. They ask
the physician to renove her adenoids and place ventilating tubes in the
ears to prevent their daughter from devel oping infections. The doctor ex-
plains that the procedure does not prevent infections, but only makes them
less likely in certain patients. He explains to themthat their second child
is not at an increased risk of nmeningitis and that the contenpl ated surgery
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i nvolves small but real and known risks to the Iife and health of the child.
The parents insist. They argue that they understand the risks; that their

fear may be w thout scientific basis; but, that they want the procedure per-
f or nmed.

Case 8.

M. and Ms. L are informed that their infant son has been found on a
routine 6 week check up to have an inguinal hernia. They are inforned of
the significance of this finding and the risks. It is recommended that the
herni a be repaired as soon as possible. However, the father clainms that as
an infant he had a simlar problem and never had surgery. Exam nati on of
the father reveals a massive inguinal hernia. The parents claimthat if
the baby has any problemwith the hernia they will have it repaired. Re-
luctantly the pediatrician gives in to their w shes. Two weeks later the
i nfant was seen because of inguinal swelling, irritability, and vom ting.
The surgeon is called to see the baby and tells the parents that the hernia
sac contains parts of the infant's intestines that are "stuck." The parents
ask if it can be "fixed" wi thout operation and the surgeon reduces the con-
tent of the sac into the infant's abdonen. He explains that this wll hap-
pen again and again until the hernia is surgically repaired and that each
time it happens there is a risk that the intestine's blood supply will be
cut off with serious conplications to the infant. Again, the parents refuse
to consent to the procedure. The surgeon demands that they sign a form
stating that they took the baby hone "agai nst nedical advice" and relieving
him of responsibility. They do so and take the infant hone.

Case 9.

M. and Ms. C are approached by Dr. R who wants to study the effects
of sensory deprivation on the human infant. The purpose of the study is to
conpare EEG tracings ("brain waves") of the 4 week old infant during sensory
deprivation and those of adults. The study is to last 48 hours and is not
felt to have any discernible risk. The infant is to be placed on a floatation
mattress in a soundproof room blindfolded, and fed by nasogastric tube
He is to be constantly nonitored via closed circuit T.V. and other equipnent
and the parents are assured that the study woul d be discontinued i mediately
if any "problens" arise. The study has previously been reviewed by the hos-
pital review conmittee and the human subjects committee. The parents give
their consent.

Case 10.

At 4 weeks of age, Infant B.J. was diagnosed as having Turner's Syndrone.
This abnormality of the chronosomes is characterized by short stature, failure
of normal ovarian devel opment with subsequent failure to mature sexually and
sterility, and nmild learning disabilities. Patients are not mentally retarded.
This patient also has coarctation of the aorta, (narrowing of the main artery
fromthe heart to the body) which is associated with the syndrone. At three
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mont hs of age the infant develops intractible heart failure (heart failure
that cannot be controlled by nedical therapy). The parents are told that

she will require surgery to correct the narrowing in the aorta. The risk
of nmortality with surgery is estimated to be 15 to 20% and essentially 100%
without it. The parents decide that in view of the other problens which

their daughter has the surgery should not be done and "nature" should be
allowed to take its course. The surgeon after pleading with the parents

for several weeks is unable to change their decision and the surgery is

not performed. The infant died three weeks later. The surgeon's husband
tells her: "You did all you could. They were confident that they had the
infant's best interests at heart. They knew t hey were doi ng what she woul d
have want ed. After all they are in a better position to know " The surgeon
rem nded himthat the infant had been in her care |onger than she had been

home and sai d: "Neither they nor | were in a position to know that nuch
about her."
It is ny hope that | have sensitized the reader. | would ask that

the reader attenpt to use his/her power of inmagination and stay in this
tangle of clains and counter clains for the rest of the paper. In the
concl udi ng section of the paper, | wll analyze these cases fromthe
poi nt of view of the infant as person

I will now present a series of "clains." | believe that this series
of claims can formthe basis of policy guidelines for the provision of
nmedi cal services to infants. The clainms are based largely on what |
believe is a nore basic claimwhich will be defended in the remainder of
this paper; nanely, that infants are nmenbers of the human community and
that this fact nust be reflected in the treatnment accorded them by parents,
physi ci ans and society at | arge.

GENERAL PRI NCI PLES FOR POLI CY DECI SI ON- MAKING I N
THE PROVI SI ON OF MEDI CAL SERVI CES TO | NFANTS

1. The proxy consent of parent(s), guardian or court nust be obtained
in order to norally justify a medical intervention on behalf of an
i nfant. This strict noral requirenment can be waived only in the
event of an imediate and grave threat to the life or health of the
infant in a situation in which the tine necessary to obtain such
consent would or would be likely to lead to severe, irreversible
harm to the infant
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2. Although a necessary condition of the norality of any medical intervention
[except in energency situations as described] such consent is never a suf-
ficient condition of the norality of the intervention

3. Wen a nedical intervention is considered and/or undertaken on behal f of
an infant, the infant is the party whose "interests" are at stake, i.e.
the infant is the patient. Clearly the fact that the infant-exists as
a part of a famly nust be taken into account as it should be when a nedi-
cal intervention is considered or undertaken on behalf of an adult who is
a nenber of a fanmly.

4, Because the infant's ability to communicate his/her "interests" to parents,
physi ci ans, and society is essentially non-existent, it is nore difficult
to know what is actually norally right, wong, good or bad for hinfher than
it is for an adult or even an older child. The infant is thus one of, if
not the nost, "norally opaque" nenbers of the conmunity. For the infant,
noral justification of interventions nust depend on assunptions based only
on what is prima facie right, wong, good, or bad.

5. Any nedical intervention into the life of an infant for which there is
no denmonstrable need is prima facie wong

6. To undertake any nedical intervention that can be del ayed without signi-
ficant irreversible consequences on the life or well-being of the infant

until the infant has devel oped the capacity to share in the decision-naking
process is prima facie wong

7. Any nedical intervention which would have as one of its consequences rendering

i npossi ble the future enjoynent of any fundanmental human right is prinma facie
wr ong.

8. The traditional distinction made between "ordi nary" and "extraordi nary"
medi cal interventions is not applicable to the infant unless it can be
established that the infant is: (a) dying, and (b) the intervention is
likely only to prolong that process. Any medical intervention on behalf
of an infant who is not dying and is: (a) undertaken in response to a
denmonstrabl e need; (b) cannot be delayed without irreversible consequences;
(c) does not preclude the future enjoynent of a fundamental human right;
(d) offers reasonabl e hope of success; and (e) can be provided to any in-

fants with simlar needs in an equitable manner by the delivery systemis
prima facie obligatory.

The principles outlined above may overlap and it may well be possible
to fornulate and to state themin nore precise terns. However, my purpose
is not to establish this list as true or to justify or support each claim

or principle. My purpose is to denonstrate that sone list of clainms |ike
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these can be established fromwhat | think is a prior claimor principle.

I will argue that acceptance of this "higher-order" principle pushes one
toward accepting this list or a very simlar list as "second-order"
principles which are to be utilized to establish policy or to guide one

in attenpting to justify a nedical intervention (or non-intervention) into
the life of an infant. I am not arguing that this list can be logically
deduced from the higher-order claim but that if one accepts the prior

principle these principles, or ones that are simlar can be defended.

THE | NFANT AS PERSON
I have borrowed this heading and paper title from Paul Ransey's The

Patient as Person [19] primarily because | am very nuch indebted to him

and his book which pointed nme on the way to this argunment. The nost parti -
cular debt | owe to Ranmsey is for what is both said and provocatively left

unsaid in a footnote:

To base "Good Sanmaritan" nedical care upon the inplied
consent of autonobile accident victinse is quite a different
matter. A well child, or a child suffering froman unrel ated’
di sease not being investigated, is not to be conpared to an
unconsci ous patient needing specific treatment. To inply
the latter's "constructive" consent is not a violent pre-
sunption, it is a life-saving presunption, though it is in
sone degree "false [accent mine] [19:p.14].

Wiy woul d Ransey cl aimthat proxy consent to a life-saving nedical inter-
vention was "in sone degree false"? What was he trying to say? Ransey
does not say. He | eaves his reader with the question

I don't think Ranmsey used the right word for what he was trying to say;
however, | have no single word to put in its place. Wat Ransey is trying
to tell us is that there is always something unconfortable, unsettling, or

"fal se" about giving consent for an intervention into the life of another
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human bei ng; soneone else's |ife and well-being are at stake yet we are
asked to provide consent. I don't think that Ransey realizes that his feeling
that something is "false" about this situation is something that is felt on
al nost a daily basis by pediatricians and by other professionals who have
infants and children as patients or clients. It is also a feeling that al
parents have had at one time or another about interventions of their own
into the lives of their children. That particular unsure, unconfortable,
uneasy feeling is a conbination of doubt and what Schweitzer nust have neant
by reverence. We parents and professionals who deal with children get that
feeling because we are aware of both who we are (with all our limtations)
and who they are: dependent, vulnerable, and yet real persons.

The higher-order claimor principle for which I will argue in this
paper is essentially Kant's claim Yet | don't think even he was aware of
how radical this claimwas when applied to infants and children. 1 wll
argue that if one accepts this fundanmental Kantian principle in order to
apply it to the case of the infant in a society that accepts a pluriform
concept of "the good" a list of seemingly radical and "unrealistic" second-
order principles or policy guides is required.

Thi s fundanental principle can be stated in a variety of ways. Kant's
second fornul ation of the "categorical inperative" is: "Act in such a way
that you always treat humanity, whether in your own person or in the person
of any other, never sinply as a neans, but always at the same tine as an end"
(12:p.64). What Kant is saying is that a human bei ng nust always be treated
as a human bei ng. I think the claimcan be stated in nore contenporary |an-
guage by claimng sinply that we are all menbers of the same conmunity: the

infant is a member of the human comunity, a person. As a result of his/her
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menbership in this community of beings-with-ends (if you prefer Kant's term -
nol ogy) or persons the infant has a basic, inalienable, "natural" and "abso-

lute"” right which forns the basis of all prima facie human rights, e.g., life,
liberty, etc. (The latter rights may al so be basic, inalienable, and "natural"
but are never absolute, i.e. they nust always be taken into account; are right
or wong-naking characteristics of actions.) | think it may well be possible

to defend the position that the infant nust have the same prima facie human

rights as the adult, but | am not attenpting to defend that position. | am
attenpting to defend the position that the infant has this nore basic, absolute
right on which a list of prima facie rights is or at |east can be based.

right is sinply the right to be treated as a menber of the human community;

the right to be treated as "nore than" an aninmal or inanimate object. Both
Rawl s (20) and Morris (17) have called this "the right to be treated as a
person."

The argunent | will use to defend the claimthat infants have this basic
right is not a systematic position. I will present five argunents any of
which | feel provide the outline of what is needed to defend this principle
in a systematic way. I will present a brief version of each argunent and
point the reader to secondary material in which the arguments are carefully
worked out in a detailed manner. | present five defenses in outline form
rather than one systematic position both for the sake of brevity and for
t he purpose of demonstrating that it is possible to defend the principle in
a variety of ways.

Before presenting argunments in support of this principle, | would like
to point out that nuch recent talk about rights is so |oose and conflicting

that it is often difficult to know what is being tal ked about. Mst recent
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writers have found it necessary to educate their readers in terns of what a
right is. I will follow the terninology used by Feinberg (5), Mrris (17),
Hart (10) and McCl oskey (15) and argue that a right is not a claimor a
particular kind or form of claimng. It can formthe basis of a claimor
be claimed, but a right is nost fundanentally an entitlenment. And as all of
these authors point out a right does not depend for its existence on the re-
cognition of others. Often, as in this case, what is being clainmed is that
a person's right(s) be recognized. That is to say, that it should not be
accepted as evidence against infant's right(s) that they are not given explicit
recognition in this society. I am not saying that rights or talk about rights
does not require a community or even a comunity with certain constituitive
characteristics (see Golding: 8).

Secondly, an entitlenent does not depend on its bearer or possessor
havi ng any rel evant power or capacity: rights are distinct from powers.
In fact one need not necessarily have the power or capacity to claimthe
right as theirs. Ri ghts can be clainmed in support of a third party. Thirdly,
rights do not depend for their existence on the holder's know edge, awareness
or capacity to enjoy the right in question. If you fall asleep you nmay not be
aware of your rights, you may not be able to enjoy them but you clearly don't
| ose them If as a result of an accident or intoxication you nay |ose know
| edge, awareness, enjoynent and even the capacity to claimrights, but you
don't lose your rights. You may not enjoy your right to life if you are ex-
tremely depressed, but you don't lose it. To have rights or entitlenents it
is only necessary that a being be a menber of a comunity of rights hol ding
persons. If you are a nenber of a conmunity of rights hol ding beings, you

have those rights regardl ess of your know edge, awareness, capacities, or
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powers in regard to them You are not always norally justified in acting on
the basis of a prima facie right, but such a right is always a right-nmaking
characteristic of your action and any appeal that you are not so justified

must be based on appeal to another prina facie right or the prima facie rights
of anot her. If you are a nmenmber of a community of persons holding these prinmm
facie rights, you also have the absolute right to be treated as a person re-

gardl ess of know edge, awareness or capacities.

ARGUMENTS ON BEHALF OF THE RI GHT TO BE TREATED AS A PERSON

Infants have special rights. Special rights depend on the existence
of at |east one general right: the right to be treated as a person.

The first argunment follows closely that nade by H L.A Hart in "Are
There Any Natural Rights?" (10). | would argue that infants nust be recognized
as having rights that are the correlative of certain kinds of obligations.
Hart points out that "special rights" have many sources such as proni ses,
various forms of special authorization, and both special and natural relation-
shi ps. Al though | would be willing to argue that a formal pronise nade to
an infant was norally binding and that the infant could be said to have a
right to what was promised, | will limt the discussion to rights which are
generated by natural and special relationships.

I would argue that as a result of the natural relationship between parents
and children that parents have noral obligations vis a vis infants, e.g.
provi de adequate food, shelter, etc., or to find others who will fulfill these
parental obligations. | would argue, following Hart, that such obligations
give rise to a right or entitlement of the infant against his/her parents to
adequat e food, shelter, etc.

Secondly, | would argue that when an infant is born into the care of a

physi ci an or brought to a physician for care that the physician (or soneone to
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whom he has del egated the responsibility) is obligated to provide nedica
care to that infant. (Such an obligation to the infant is clearly recognized
in the law of torts.) This noral obligation of the physician arising fromthis
special relationship gives rise to a right of the infant against the physician
to nmedical care

I would argue, again followi ng Hart, that these rights depend on the
exi stence of what he calls general right(s). An infant cannot be held to have
these legal/noral entitlements unless he/she has at |east one nore basic right.
| would argue that, at a mininmum the infant nmust be recognized to have the
right to be treated as a menber of the human community, as a person. If a
soci ety recogni zes that infants have these "special rights" it nust also grant

that infants have at |east this one general right.

[, In order to devel op as persons, infants and children nust be treated
as persons.

This argument is alluded to by Mrris:

Brought to our attention, if we ascribe them (children) the right
(to be treated as a person) is the legitimcy of their conplaint

if they are not provided with opportunities and conditions

assuring their full enjoynment of the right when they acquire

all the characteristics of persons. More than this, all persons
are charged with the sensitive task of not denying them the right
to be a person and to be treated as a person by failing to pro-
vide the conditions for their becoming individuals . . . . There is

an obligation inposed upon us all, unlike that we have with respect
to animals, to respond to children in such a way as to maxi m ze
the chances of their becom ng nore devel oped persons (17:p.127-8)

However, one gets the feeling that Mrris is pleading with the reader rather
than trying to prove his case. This inpression is nade all the more vivid by

his reference to infants and children as both persons and beings who will or

are to becone persons.
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A much nmore powerful argunment which parallels the above is made by
Landenson(13) on behalf of the right to freedom of expression. H s argunent
based on material derived from Dewey and the Dewi an tradition in philosophy
of education is that the devel opnment of personal autonony is inpossible wthout
freedom of expression. My argument is that if the role of parents, if the
end of parenting is the formation of highly devel oped persons, i.e. persons
who are free, autononpus beings capable of reasoned choices, it is essentia
that infants and children be treated as persons. If an infant is not treated
as a person, this process of developnment is in a. fundamental way rendered im

possi bl e

[l If menbers of society or persons they del egate desire to have the
right to intervene on behalf of abused or neglected infants it
nust recogni ze their right to be treated as persons.

My third argunent is nore pragmatic, but for anyone interested or involved
with the problem of child abuse and/or neglect it is a very real one. | woul d
argue that in order to justify intervention on behalf of an abused or negl ected
infant it is necessary that infants be recognized to have rights against both
their parents and against society. This is especially the case if society wants
to designate certain persons or categories of persons as obligated to intervene.
It is necessary to grant that infants are not "part of" their parents nor are
they owned by or the property of their parents. W feel that we are not justi-
fied in intervening on behalf of an animal if its owner who feels that the
animal is too old, or too sick or too nuch trouble (has bitten ten children
in the area in the last two nonths) should be put to sleep. W believe that
given sonme limtations on what is "humane" treatnent, pets are the property
of their owners. If a set of parents elected to put their child to sleep be-

cause he was "lanme" or too rmuch trouble (had bitten twenty children in the |ast
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week) we would argue not only that these parents were not fulfilling their
obligations to treat their child "humanely" but that we had an obligation

to intervene on behalf of the child, that the infant had a right, was-entitled,
to our intervention. If the owner of a dog deeply concerned with the problem
of overpopul ation by dogs in his area, elected to have his fenule puppy
"fixed" we would argue that this was his right since it did not involve

i nhumane treatnent. Sone woul d even praise the owner for his, "social
responsibility." However, if this sanme man deeply concerned with the popu-
lation problem elected to have his infant daughter "fixed" we would argue

that he had no such right. In fact, we would argue that we or sone del egated
responsibility had a right to prevent himfromso acting. | would argue that
the basic factor justifying our intervention nmust be that the infant is a
menber of the human conmunity and has a right to be treated as such. |If
infants were not nenbers of the human comrunity and had no right to be treated
as such, such interventions would be nmuch nore difficult to defend.

I'V. Infants have "interests" in how they are treated. Only beings that

are persons or devel oping persons have interests. Infants are devel oping
persons and nmust be treated as such

My fourth argunent is based on what at first sounds |like a very |lega
term namely "interests." Mrris argues that infants possess the right to
be treated as persons "as an individual might be said in the |aw of property
to possess a future interest" (17:p.127). Smith argues that the only factors
which are to be taken into account in decision making about defective newborns
are the "interests" of the infant and the health care delivery system (22)

Al t hough Gol dstein's provocative book Beyond the Best Interests of the Child

clearly denmonstrates how this argument can be used against children (9), |

think that Goldstein and others who have discussed this issue mss an inportant
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aspect of what might be called the interests of the infant. H J. MC oskey's
definition of an interest is crucial. He argues that an interest is "that
which is or ought to be of concern to the person/being." "Mral rights can
be possessed by beings who can claimthem or by those who can have them
claimed on their behalf by others and whose interests are violated or disre-
garded if the rights are not respected" (15:p.126).

| would argue that the infant has interests, e.g. it would nmake a difference
to the infant when be becanme aware of hinmself if during his infancy his parents
had elected to anmputate his thunbs to prevent his thunmbsucking. The infant/
child now aware of his body could rightly claim "You certainly didn't have
ny interests in mnd when you anputated mnmy thunbs!" Such a claim could also
clearly have been made on his behal f when he was an infant. Such claims are
made al nost daily by famly counsellors, by parents and even by nothers-in-Iaw
on behal f of their new grandsons or grandaughters. If it is granted that the
infant has interests, i.e. has sonmething at stake even though he/she is an
infant, then we must grant that we are tal king about a being who is a person
or at |east a devel oping person and that that being has a right to be treated
as such. I would argue with McCl oskey that "until it is clear (beyond doubt)
that they (infants) can never really be said to have interests, we (nust) treat
themas if they do" (15:p.127). | have never seen an infant about whom such
a claimcould be made with any degree of certainty. Some would argue that
his claim can be made, for exanple, about anencephalic infants (infants
born with no cerebral cortex). | would only observe that such a claimis
clearly inplicit in the ternminology widely used in both the medical and |ay
conmuni ties to describe such infants. They are called "nonsters" in order to
clearly rule them out of the human community and to distinguish them from

infants with a variety of severe defects and di seases whom we include. This
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tension and its significance is clearly seen in the extrenmely heated debate

over "nere words" in the abortion issue. To subtly refer to the "fetus" or

the "products of conception" as a baby is often the nost inflanmmatory

that could be done. W have to be able to include or not include beings

in the human community on this basic level. There is no in-between; you are

either in or out and its dam inportant which you are!

V. Life, well-being and freedom have both instrunental value, i.e. val ue
to or for others or society and intrinsic value, i.e. value to the
individual. The intrinsic value of things like relief from physical
suffering seens to be equal for all. Therefore, all ought to have an
equal right to relief from physical pain. This argument can be
generalized to include equality of intrinsic value and rights to
life, well-being, and freedom Alternately, we have no rational basis
on which to conpare intrinsic values quantitatively; therefore,
equality of right. Language provides our only access to intrinsic
value. (Infants have no capacity to communicate.) Therefore, know
| edge of actual intrinsic value of life, well-being, and freedom for the
infant is inpossible. This limtation nust be reflected in treatnent.

My final argunment is the nost conplicated of the five, It is also the
nost essential and "troubling" in terns of its inplications in regard to
treatment. The argunent on which it is based is presented by G egory VIastos
(26) and devel oped by Richard Wasserstrom (24). It has the advantage of having
been challenged by a potent critic: Kai N elsen (18). WVl astos does not apply
his argunment to the infant, but inplies that he feels it can be done.

VI ast os begins by arguing that we seemto "acknow edge personal rights
whi ch are not proportioned to nerit and could not be justified by nerit.

Their only justification could be the value which persons have sinply because
they are persons: the "infinite value' or the 'sacredness' of their indivi-
duality, as it has often been called" (26:p.91). Vlastos proceeds to argue
that this "individual human worth" can be understood to refer, at |east pri-
marily, to the individual's well-being and freedom He argues that although

the extrinsic or instrumental value of our individual well-being and freedom
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may differmarkedly, the intrinsic value of our well-being and freedom nust
be seen as equal: "one man's freedom (and wel |l -being) are as (intrinsically)
val uabl e as any other's" (26:p. 93-94). For Vlastos, equal intrinsic worth
translates into a necessity for equal prima facie rights to well-being and
freedom

Ni el sen, in arguing that a "Master Mrality" that would deny human rights
except to an Ubermensch is just as defensible as a noral position as the posi-
tion of equal natural rights, points out that when Vlastos won't allow for
us to judge nmen sinply as nen that his argument is overpowered by "what
Ni et zsche would regard as the stench of Christian noralisn (18:p.586). He
argues that Vlastos brings his Christian egalitarianismto his argunment and
does not derive it fromthe argunent. However, in the footnote at the end
of his essay, Nielsen seens to sense the power of Vlastos's argument. As
Ni el sen notes, the power of W astos's argument can be seen clearly in the case
of something like the relief of acute physical pain. Aside from highly unusua
cases, all humans seemto have an equal aversion to this form of suffering.
That is to say, their intrinsic valuation of such an experience seens to be
essentially identical. Since it seens possible to establish this fact, it
is difficult to defend relieving the acute pain of one person rather than
anot her except for sone stringent noral reason. That is, they both have an

equal prinma facie right to the relief of the pain or to avoidance of the pain-

ful situation.

Ni el sen seens to admit that it nmay be possible to establish such an argu-
ment for the case of relief of acute physical pain, but he doesn't think that
gets one very far in defending a doctrine of equal hunman rights. Vlastos would

argue that the same argument is applicable to each human right, or at |east
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for the equal right to well-being and freedom WAisserstrom develops the
argunent further. He does not claimthat we could establish the truth of
equal intrinsic value for all goods. Hs claimis that even though we don't
know that intrinsic value is the same, we do know that "we have no neaningfu
or reliable criteria for conmparing and wei ghing capabilities for enjoynent
or for measuring their quantity or quality.” If we know that we don't, "we
probably know all we need to know to justify our refusal to attenpt to grade
the value of the enjoynent of these goods" (24:p.106). Nielsen wants to
claimthat we have a rational basis for differential treatnment, nanely
"total value." He inplies that we can sum the intrinsic and instrunental
value of a man's freedom or well-being and thus have a basis for conparison
of granting rights. But what Wasserstromis trying to say is that we have
no way of putting "intrinsic value of "X into the total value equation
since we have no neans of quantifying or nmeasuring it." WAsserstrom s posi -
tion is that if one is dealing with a commodity that can't be neasured that
the only reasonabl e assunption is an assunption of equity. It seens to ne
that this is the critical issue and needs to be heard. The reader will see
what happens if we take this position seriously in applying it to the newborn
Toward the end of his paper Wasserstrom seenms to retreat fromthis strong
position and argue that what is really involved is a choice, Are we to live
in a society in which certain persons are systematically "read out of the
human race" or not? The assunption of equal intrinsic worth of human well -
being and freedomis basic to the survival of our society. Nielsen agrees,
but then points out that such an argunent does not provide the grounds "for

believing that such rights ought to be both respected and acknowl edged" (18:p.594).
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But what both VI astos and Wasserstromare trying to do is highly signi-
ficant. By asking us to focus our attention on a realmof value which many
phil osophers refuse to adnit even exists, they are challenging us to defend
a position which nakes nost norally sensitive people unconfortable. [f we
woul d di sagree with these authors we are forced to say that either there is
no such thing as intrinsic value of our well-being or freedom or provide sone
nmechani sm by whi ch such value can be quantified for the sake of conparison.
We are forced to provide sone nmechanismfor saying A's life or freedomis
nore or less valuable to A than B's life or freedomis to B. Most of wus would
be willing to say that, at least intuitively, that kind of operation appears
i npossi bl e. Conparing what nmy life means to ne with what your life nmeans to
you seens, at |least on the surface, to be trying to conpare us in ways that
destroy the fact that we are individuals. | would argue that the only way
I could come to know anything about what your life nmeans to you is through
comuni cating with you over a long period of time (years). |If you told ne
that you didn't value your life or didn't value it as nuch as you did, for
exanple, vanilla ice cream nmy reaction would be to say that | didn't know
you well enough to "know what you really neant by that claim" | would argue
that to claimthat | can know how nuch you value your life, your well-being,
or your freedom | would have to claimthat | knew you as well as you knew
yoursel f. If one adds any doctrine or theory of the unconscious, it nust be
admtted that we are even sonewhat "opaque" or less than conpletely knowabl e
even to ourselves. To claimthat kind of know edge about another human bei ng
(with the possible exception of "life-long" friends or perhaps a spouse of

some 50 years) is to this author the ultimate in human hubris.
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If it is granted that another "adult" menber of the human community is
opaque to us to this degree in ternms of the intrinsic value of life, well-
being: or freedom is not a nenber with whom we cannot even comunicate in
any norally significant way even nore "opaque"? W is to claimto know
how valuable an infant's life or well-being is to hinmfher? The infant is
not even aware of his/her existence as a valuing self! Hi s/her life and
wel | -being are valuable to hinfher yet the infant is not even aware of this
fact. To claimto know that an individual infant will not value his/her
life or not value it highly is to pretend to have access to a crystal ball.
Anyone who woul d meke such a claimis clainng access to knowl edge or feelings
that do not yet exist!

It might be objected: "But you are claimng to know that the infant
will value his/her life, well-being, and freedomthen it becones possible
to do so!" I reply that I know no such thing. |I live in a world where the
nmost down-trodden, the nost crippled, the nost "m serable" of ny fellow
creatures place a value on their |lives that staggers those of us who are the
fortunate ones. W often find it inpossible to understand why these people
do not put an end to their "niserable" existences. Yet those who do take this
"bol d" step seemto conme predom nantly fromthe ranks of those of us who "have

it made.” | nmke an assunption, nothing nmore, nothing less. But my assunption

has built into it sonething that those who would claim access to such know edge

does not. My assunption is open to challenge by the central actor in the dranma.
I allow ny assunption to be subject to the review of nmy nbpst astute critic,

the infant on behalf of whose life, well-being or liberty |I have intervened.
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Once again the critic will object: "Once he/she becones aware of his/her
life, his/her existence as a valuing self, he/she is no |onger free. By pro-
longing life, by your intervention you place hinmfher in a position where it is
no | onger possible to elect non-existence. Few of us are so strong; to choose
death, for a knowing self, is to have to choose self-annihilation!™ | can only
ask ny critic at this point to nake that claimto any nmenber of our society
who has had to "fight" for life, well-being, or freedom Tell them that the
only reason they don't end their neaningless lives is that they are trapped
by their know edge of thenselves; tell themthey are too weak to do what is
the "reasonable" thing to do!

In summary, | have presented five argunents in support of my claimthat
i nfants have an absolute, inalienable right to be treated as a nmenber of the
human community, i.e. as a person. W nust now ask: "What does that nmean?"

"What content can we give to this very 'formal' clainP"

APPLI CATION OF THE RIGHT TO BE TREATED AS A PERSON TO THE | NFANT

In an extrenely provocative article on proxy consent Richard McCorm ck
confronts Paul Ransey on the issue of the validity of proxy consent to the
i nvol venment of children in non-therapeutic research (16). The central issue
is that of what it nmeans to be treated as a person. McCor mi ck asks Ransey:
"Why is their (parents) consent considered null here (non-therapeutic research)
while it is accepted when procedures are therapeutic?" (16:p.9). MCorm ck
claims that Ransey has not adequately "unpacked" the notion of proxy consent.
McCorm ck argues that "parental consent is norally legitinate where therapy

on the child is involved precisely because we know that |ife and health are
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goods for the child, that he would choose them because he ought (is norally
obligated) to choose the good of life, his own self-preservation as |long as
this life (that of the infant) remains, all things considered, a human good"
(16:p.12). MCorm ck proceeds to argue that children, including infants, ought
to want to participate in non-therapeutic clinical research that offers hope
of genuine benefit and involves no "discernible risk or undue disconfort for
the child" (16:p.14).

I think McCormck's argunment that children, especially infants, have noral
obligations to the human conmunity is highly problematic, e.g. how can an
i nfant have a noral obligation to do or be anything when he/she is not even
aware of his/her existence as a self? However, MCormick is arguing that in-
fants are noral persons, i.e. that any intervention into the life of an infant
or child requires a noral justification. I would claimthat MCorm ck has pro-
vided us with part of the content of the right to be treated as a person. The

right to be treated as a person requires that any intervention, e.g. a nedical

intervention, nust be justified norally.

However, McCorm ck's argunment makes this author extremely unconfortable.
The unspoken claim "behind" MCormck's argunent is that infants and children
are what | would termnorally transparent to, at least, their parents. In the
case of infants and children we, or at least their parents, can identify the

actual (as opposed to prinma facie) obligations and duties: Wat is actually

morally right/wong, good/bad for that infant or child to do or be. Ransey finds

this not only strange, but dangerous and | agree. He would claimthat even in
the case of proxy consent for therapeutic interventions the consent is in sone

sense "false." Wiy? Ransey believes that one of the fundamental reasons why

consent is essential to the practice of nmedicine is that none of us is or has
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access to a perfect noral judge. Ransey woul d argue that when we intervene
inthe life of another human being we are armed only with our assunptions

about what that person would want or would feel was norally justifiable. For
Ransey to treat an infant as a person requires that we be aware of the fact
that we are interfering in the |ife of another human being based on an i nper-
fect know edge of what is actually right/wong, good/bad for that person

W have access to no better know edge. Ransey is no ethical relativist at this
point, but clearly a doctrine of humility or human inperfection or finitude
plays a ngjor role in his approach to medical ethics.

John Rawl s has argued that to treat a human being as a person demands
that he be treated in ways that he can see as justifiable. He allows us to
act on behalf of others, but asks that such interventions be guided by "the
i ndi vidual's own settled preferences and interests in so far as they are not
irrational, or failing a know edge of these by the theory of prinmary goods.
As we know |l ess and | ess about a person, we act for himas we would act for

ourselves fromthe standpoint of the original position (i.e. with the vei

of ignorance!). W try to get for himthe things he presunably wants what -

ever else he wants. We nust be able to argue that with the devel opnent or

the recovery of his rational powers the individual in question wll accept
our decision on his behalf and agree with us that we did the best thing

for hint (accent mine) (20:p.249). | am nuch nore confortable with Raw s’
argunment, but | am concerned that his "theory of primary goods" (which he
calls a "thin" theory) can be used to render other human beings norally
transparent in which case it is as "thick" as McCormick's claimthat parents

have perfect know edge of their infants and children as noral persons.
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What is missing? | would argue that what is mssing is what could be
termed an adequate doctrine of inviolability. | have argued that infants
are nore norally opaque than adults. Rawls would agree. But Ransey (and
a host of others who have approached nedical ethics from what has been call ed
a "religious" position) wants to claimthat hunan beings are in sonme sense
i nvi ol abl e. What is he trying to say? What is his concern? | think WIlIliam
May cones closest to discovering what Ransey is trying to say in an article
that he wwote in response to Richard McCornick (14). May argues that the
nost appropriate principle in ethics for the situation of nedical intervention
into the lives of infants and children is that devel oped by Sinon, Powers
and Gunnemann, nanely the "Kew Gardens Principle." This principle was devel oped
in the attenpt to find a nethod of dealing with the case of Kitty Genovese in
the Kew Gardens Section of Queens who was killed as scores of people | ooked
on. The principle has four elenments: "need, proximty, capability, and |ast
resort" (14:p.249). If one approaches the issue of proxy consent fromthe
framework of this principle, the key elenment is that of "need." Parents or
their delegates clearly fulfill the criteria of "proximty, capability
(along with the physician), and are often the "last resort." Intervention, in
order to be justifiable nust be in response to the fact that "some human good
(life itself, health, justice) is being destroyed or inperiled in another
human bei ng" (14:p.249). May points out that a nedical intervention into the
life of the infant where no "need" existed for such intervention is thus prim
faci e wong. One of the key ingredients, then, in justifying proxy consent
in the medical context is necessity. "The ultimate reason why this is justifi-
able lies in the obligation incunbent on parents and others to care for

children and other human beings who stand in need of help (accent mine) (14:p.250).
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I have argued that the right to be treated as a person includes at

| east three nmjor considerations or questions: (1) Can it be argued that

this particular intervention is just or norally justifiable? (2) Am|

as certain as | can possibly be that this particular infant will be able

to see ny action on his/her behalf as just or norally justifiable? And,

(3) Is nmy intervention in response to a denonstrable significant need of

the infant's and is ny intervention such that it cannot be delayed without

significant risk to the life, well-being, or freedom of the infant? | would

argue that any intervention nust answer at least all three questions affirnma-
tively in order to constitute treating the infant as a person.

I would like the reader to now | ook again at the cases which | presented
in the first section of the paper. | would like to present what | would
consi der application of our claimthat infants have a right to be treated
as persons to each case. | do not claimthat my way of applying the principle
is "right," but | would claimthat using this principle does "push" one in
the direction | outline in seeking "resolution" of these cases.

Case 1.

| would argue that Ms. Ws claimto a right to determne the fate
of her liveborn fetus (or premature infant) is groundless. The infant
is no longer her property (if it ever was) and should have been sent
to the nursery at the monent of birth. He/ she has a right to be treated
as a person. Persons don't get sent to the norgue before they are pro-
nounced dead. I would argue that the right to be treated as a person
woul d have at |least obligated us to provide her/himwith an isolette.
Once in the nursery, if it was felt that he/she was dying and that no
i ntervention, such as respiratory therapy, could do nore than prol ong
that process, just the provision of the isolette nmay have been the only
formof justifiable intervention into his/her life.

Case 2.

Ms. B's daughter was clearly at risk of devel oping cancer of the
breast after puberty. Her nother's wanting to save her the trauma of
havi ng her breasts renoved is clearly admrable, but the procedure could
have been del ayed for at least 15 years without significant risk to the
child and she could have shared in this admttedly difficult decision
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Case 3.

M. and Ms. R have denpbnstrated no significant "need to know' if their
daughter is a carrier of the disease. Their daughter is clearly in no need
of this infornation at age 4. She may elect to have the test done at any
time. Clearly since what is involved is her decisions about nmarriage and
reproduction the decision should be hers.

Case 4.

Ms. R s infant has a cl ear need. His parent's refusal to give consent
to the intervention may well result in his being crippled for life. The
physician is clearly obligated to take whatever |egal steps are necessary
to see that this need is net. If the issue is not one of |egal negligence
(I think nmost courts would argue that it was) it is at |east serious nora
negl i gence of the infant as person

Case 5.

M. and Ms. S are willing to expose their daughter to significant
risk of permanent facial defornmity to avoid the feeling they get when people
| ook at their daughter in a certain way. The infant is not even aware of
"the way people look at her." This intervention seens clearly not justi-
fiable froma noral point of view and the surgeon's "lesser of two evils”
approach is suspect.

Case 6.

The circuntision is clearly not in response to a denonstrable nedica
need. It also can clearly be delayed with no significant risk to the infant.
(That the risks of the surgery would be higher for the older child is a
factor he can take into account when he makes his decision about his fore-
skin.) Ms. J's claimto a right to have her child' s foreskin renoved appears
groundl| ess.

Case 7.

M. and Ms. Y's fear of nmeningitis in their 10 nonth old daughter is
groundl ess. Yes, they do have the child's interests at heart, but the
"interests" they see involved are no nore than their own groundl ess fears,
not what are, at least nore probably, the interests of the child.

Case 8.

As in Case 4. M. and Ms. L's son has a denonstrable nedical need. The
difference is in the risk to the child and the time frane in which intervention

i S necessary. Here the intervention can be delayed (at |east for a period of
weeks or nmonths) while effort is nmade to help the parents see and understand
the necessity for the procedure. | would set at |east some tinme span, but

woul d not ask for |egal assistance inmediately.
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Case 9.

Aside fromthe fact that it could be clained that this study was immora
because it prom sed no new or significant inportant know edge, the infant
is clearly in no need of this particular formof intervention. The question
of whether he will agree with his parents that at that tinme he had a nora
obligation to society to participate is one that at least is not clear. |
woul d agree with Ransey that in such a situation, the infant is not being
treated as a person, but used as a neans only.

Case 10.

This case seens to be one in which the parents could be said to have
had the "best interests of the child at heart." It is also an excellent
exanpl e of how dangerous that concept can be to infants and children. The
parents decided that their daughter would have a strong negative interest
in her |life because of her handi caps. Yet, they provide no evidence for
this claim What woul d count as evidence? The crucial piece of evidence
i s unobt ai nabl e, | would argue that one nust assune that the child would
value her life despite the handi caps and be open to being found wong by
the child at a later date.

I have argued that the accepted doctrine of proxy consent nust be refined.
I have presented a series of problem cases in order to nmaeke the reader sensi-
tive to these deficiencies. | presented what | argued was adequate (or at
| east prom sing) grounds for establishing a policy for newborn nedical care.
| argued that a list of principles such as these could be defended if it was
granted that infants had a basic, absolute human right, nanely the right to
be treated as a person. I have pointed to five argunents as fertile ground
to be exanm ned to find support of this right and what seens to be three
necessary (but not necessarily sufficient) conditions for its application
to the case of the infant.

I do not claimto have presented a systematic formulation of a doctrine

or theory of proxy consent. My purpose was to provoke thinking about the

status of the infant in the nedical care context.
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In exploring this issue, | wll take as basic assunptions a nunber
of principles, nost of which have been ably developed in the Conmi ssion
staff paper on the use of children and the nentally disabled as research
subj ects (Cctober 3, 1975)

First, the child is a person. This inplies that she/he is not a
chattel of his parents, of the state or of any other institution of the
society, but has rights as an individual to respect, to privacy, to |egal
protection and to consideration as a val uabl e nmenber of society. Also
inplied is a reasonable bal ance between the various views of the child as
vul nerabl e and dependent and as a rational and noral being

The second principle is that of self-deternination. This requires

“that each individual be given the opportunity to nake an infornmed and
uncoerced choice regarding participation in research activities". Consi d-
eration of the extent to which such choices can truly be inforned and
uncoerced for children will form the major substance of this report.

The requirement of consent by parents or legal guardians to children's
participation in research is intended to safeguard those whose capacity
for self-determ nation is not yet fully devel oped or is tenporarily or
permanently inpaired. As proposed DHEW gui del i nes specify, parental con-

sent should be a necessary but not a sufficient condition for children's
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partici pation. I nvestigators shoul d conduct research so as not only to
respect but to enhance the child' s devel oping capacity for informed choice.

The third premise is that the generation of know edge and the discovery
of scientific truth, whether or not the findings have i mediate rel evance
to human welfare, is in itself a good. This inplies that participation in
research which neets acceptable criteria for scientific nerit, provided
the subject's basic human rights and welfare are not infringed upon, is
desirabl e. This is a principle which we would hope that all responsible
adults in our society would accept and which mght legitimately form part
of the system of values governing the socialization of our children.
Gven the strength of anti-intellectual forces within our society, however,
one cannot necessarily take assent to this prem se for granted.

G ven these premses, the following issues related to seeking children's
participation in research will be discussed in sonme detail:

I. What constitutes infornmed consent for a child? In seeking a child's
participation in a study, how nuch interaction should she/he be given
about the project and what will be involved for her/hin? Should deception
ever be used with children?

Il. Proposed DHEW guidelines specify that no child of "sufficient
under st andi ng shoul d participate in a non-beneficial research activity
wi thout his or her consent (or assent)". (Staff report, p. 6) The issue
here is how to assess "sufficient understanding”". The- criteria to be pro-
posed derive fromour current know edge of the general course of cognitive
devel opnent. No specific "age of understandi ng" would seem generally

appropri ate.



I11. Special problenms of invasion of privacy arise from the type of
"naturalistic" observational research very frequent in studies of the
soci al devel opment of young children. This problem as it applies to genera
i ssues of inforned consent is dealt with to sonme extent in the report by
Robert J. Levine (Decenber 1, 1975). However, a nunber of speical consid-
erations arise since certain research problens nake it necessary to observe
the ongoing flow of interactions anong a group of children without their
bei ng aware of the presence of an observer, since awareness of the observer
mght well distort the very phenonena under study. Vi deo-tapi ng and ot her
permanent recordings also present special problens in research to children.

IV. ~ Another set of issues has to do with the incentives which are
offered to children in seeking their cooperation in research. It will be
proposed that:

A. Concrete rewards for participation, while they may very appropri -
ately used under nany circunstances, should never be of such high val ue
to a particular child as to outweigh legitimte sources of reluctance
Refusal to participate in a research activity should never result in a
child being deprived of material resources which he needs or legitinately
expects to receive

B. Undue social pressures should never be used to secure a child's
cooperation in research. Such pressures include coercion by parents,
teachers or other adult authorities, and manipul ation by the investigator
of peer group influences. I nvestigators should be aware of the subtle as

well as the nore obvious ways in which such social pressures can operate.



C. Appeals to the child's altruism as long as they do not involve
undue social pressure, are legitimate and nay even contribute in construc-
tive ways to the child' s social devel opnent. It is inportant in this
connection to understand sonething of the process through which motiva-
tion for pro-social behavior devel ops.

D. The nost legitinate incentive of all for involving a child in
research activities is the appeal to her/his intrinsic notivation to
gain know edge and understanding, her/his curiosity or "exploratory
drive". It follows that participation in research should be a genuine
and positive learning experience for the child, and that research involv-
ing children should conform to the very best standards of scientific
excel | ence. Such research should never be inconpetent or trivial

V. Finally, since observance of the above principles is in prac-
tice inpossible to legislate, it is of the utnost inportance that
research with children be carried out by those adequately trained and/or
supervised. The background of the investigator in work with children,
and her/his practical know edge of child behavior and devel opnent, wll
be of crucial significance in determining the extent to which she/he
is prepared to respect and enhance the freedom of choice of child sub-
jects. Not all biomedical and behavioral scientists, though they may
be highly conpetent in other respects, will be so qualified

The nenbership of the Division on Devel opnmental Psychol ogy of
the Anerican Psychol ogi cal Association and of the Society for Research
in Child Devel opment, two groups of behavioral and bionedical scientists
primarily involved in research with children, have been very much con-
cerned with the special ethical problens posed by research with child sub-

jects. Bot h groups have devel oped very similar sets of ethical standards
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for the guidance of their nenbership. These are reproduced for the in-
formation of the Commission in Appendix A Wat is said in this report
is in general conformty with these standards, and with what | take to
be generally accepted practice anmong ny col |l eagues. It does go beyond
themin a few specific points (e.g. the use of deception); these el abor-
ations represent strongly held personal opinions of my own, and not
necessarily the consensus of other devel opnental psychol ogists.

I. Informed Consent

Levine (1975) lists the follow ng eleven elements of informtion
whi ch nust be present in order to satisfy the requirenments of inforned
consent .

1. Statement of overall purpose

2. Defining the role of the subject

3. Informng the prospective subject why he has been selected

4. A fair explanation of the procedures, including the setting,

the tine involved; with whom the subject will interact

5. Description of disconforts and risks

6. Description of benefits

7. Disclosure of alternatives

8. O fer to answer questions

9. Ofer of consultation

10. Non-coercive discl ai ner

11. Consent to inconplete disclosure

All of these elenments seemrelevant to research with child subjects, but
some of themrequire special elaboration of their application to this

popul ati on, In what follows, we are assuming that the investigator is



dealing with a preschool -age or older child whose conprehension and verba
capacities are sufficiently devel oped so that she/he can understand ex-
pl anations and questions which are put in sinple, straightforward terns
appropriate to her/his level of cognitive devel opnent, (The next section
of this report treats in nore detail the natter of differential capaci-
ties for understanding, and thus for consent, at different stages of cog-
nitive developnent.) Particularly for the infant and pre-verbal child,
where the parent or guardi an necessarily acts as the child' s surrogate
in the consent process, the same considerations apply. Al of the above
el ements should be included in communications to parents seeking their
permission for their children to participate in research. Mich behavi oral
research with, infants and very young children in fact requires the pres-
ence of the mother, so that she is involved in the actual research pro-
cedures, and has the opportunity to ask questions and neke choi ces about
her child's participation at each stage of the proceedi ngs

Soci al science research often involves the elenment of consent to
i nconpl ete disclosure, since know edge of the purpose of the study m ght
wel | influence the behavior being observed. Under these circunstances
it is customary to prom se parents a nore conpl ete statenent of purpose
after the procedures have been conpl eted, and eventual feedback of the
findings. It is very inportant that investigators fulfill such prom ses
(sometines a problem when conpletion of data collection and anal ysis
requires a long period of tine, and either investigator of subjects may
nove in the neantine). It is also inportant that parents be given a
genui ne opportunity to reach the investigator, by phone or in person,

and ask any questions or inpart any reactions they. nay have to the study.
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In order to preserve confidentiality, and since tests or other research
procedures are generally experinentally in nature, it is accepted prac-
tice to provide parents with a general statenent of findings but not
with information about their particular child s "score" or performance.
This should be made clear to parents in the beginning, since they wll
often volunteer their children as subjects with unrealistic expectations
of what they may learn from the study or of benefits which nay accrue
from participation.

If, on the other hand, an investigator with clinical training ident-
ifies in the course of the research children who have specific synptons

of, e.g., severe behavior problens, nedical illness or anonaly, cognitive

defects, which may not have been previously identified, she/he has a
responsibility so to inform the parents and help them to obtain appro-
priate diagnostic and therapeutic services. This is often a delicate
matter, and requires extrenme tact and skill in comunicating with the
parents, so that the professional responsibilities of the investigator,
the welfare of the child and the autonomy and privacy of the parents are
all adequately taken into account.

Sone sanples of letters to parents seeking perm ssion for their
children to participate in research are appended for illustrative pur-
poses (see Appendix B.)

Consi derabl e care must often be taken in nmaking clear to child sub-
jects that they have a genuine choice about participation in a research
activity (element #2). In a later section we will deal with some of the
subtler forms of coercion or social pressure which may be applied to induce
children to cooperate in research. Oten research is conducted in set-

tings, such as school, where many other activities are required of the
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child and his freedom of choice is customarily limted. Thus the investi-
gator nmust be at sone pains to make it clear that this particular activity
is truly voluntary, and that even if the child agrees initially to par-
ticipate, he is free to change his m nd and back out at any |ater stage
of the proceedings. Even though the investigator may have provi ded what
he consi ders an adequate description of what will be involved, the child
may not fully conprehend the explanation or anticipate the consequences
of involvenent until he is actually in the situation, and then devel ops
"cold feet". If this occurs, the child should be reassured that he is
free to withdraw without incurring any negative consequences. On the other
hand, an initially fearful, suspicious or reluctant child my be reassured
by being given nmore conplete information, by being allowed to view the
actual experinental setting, by being allowed to observe another child
participating if this is appropriate to the particular research problem
or by having his questions dealt with seriously and honestly.

Children will often have unrealistic fantasies as to why they were
selected for a particular study, or it may be inadvisable to give them
a full explanation of why they were selected (elenment #3). The latter may
be the case when an expl anation would bias the child's response to the
research procedures, or might cause worry or reduced self-esteem (e.g. if
a child is selected for the study because he has been identified as deviant
in sonme way by his teacher, or because of performance on a test which has
some socially undesirable connotations). Under such circunstances it is
i nportant for the investigator to be as honest with the child as possible
about the nature of the research, criteria for selection, etc., wthout
including potentially damaging information. In case the child has un-

realistic fantasies, or suspects that he has been selected for reasons
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other than those provided, it is very inportant that he be invited and en-
couraged to ask questions and that these questions be dealt with synpatheti-
cally and straightforwardly. Particularly with young children, this will
require skill and experience on the part of the researcher. Children wll
often have been di scouraged from aski ng questions in the past, or had

their concerns dealt with as being of no inportance. It is very easy to
convey or reinforce such messages to the child non-verbally; e.g. the re-
searcher may ask himif he has any questions but then not give himadequate
time to articulate them or respond hurriedly or superficially. I'n exploring
the child s initial expectations or concerns about the research, and in

the "debriefing" following his participation, the investigator should be
able to enpathize with the child' s point of view and convey his respect

for it.

Informed consent, according to Levine, involves a fair explanation of
exactly what will be involved for the subject in participating, and an
honest statement of any attendant disconforts or risks. It is often tenpt-
ing to mnimze disconforts involved in biomedical research or difficulties
or frustrations which may be encountered in behavioral experiments in
order to secure the child's cooperation. Vhile there is no point in
arousing unrealistic concerns or anxieties, it is only fair to the child
to make clear to him exactly what will be involved. He will wish to
know how |l ong the procedures will take, any other activities they may
interfere with, where they will he conducted and by whom If the experi-
menter is a stranger to the child, it is desirable that she/he be given the
opportunity to neet her/himbefore actually committing her/hinmself to the
research. A child who encounters disconfort or interference with her/his
regular activities, which she/he has not been led to expect, will be justi-
fiably resentful and nuch less inclined to trust or to cooperate with re-
searchers on future occasions.
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It is the position of this witer that deception is never justified in
research with children, although inconplete disclosure may be necessary in
some circunst ances. It will be noted that the SRCD (see point #10, Appendix
A2) takes a less drastic position on this issue. The problem of deception
in social psychol ogical research has been thoughtfully explored by Vel man
(1967). It has frequently been found convenient in the past, in studies of
conformity or altruism or in order to nmanipulate such notives as need for
achi evenent, to |l ead the subjects to suppose that their responses in the
experinental situation will have consequences for thenselves or others
which will not in fact ensue. The subjects are then di sabused of the de-
ception in a "debriefing" at the end of the session. Wiile many interesting
and inportant studies have been carried out in this way, many behavi ora
scientists have noved towards the position, particularly where research
with child subjects is concerned, that such studies are unethical and
|'iable to produce lung-term social consequences so negative as to outweigh
the benefit to be derived from their findings, even when they produce data
which are clearly significant, both socially and scientifically. Geater
ingenuity on the part of investigators may be required to discover natura
conditions or alternative experinental manipul ations which will permnt
i nvestigation of the sane processes for which studies using deception have
proved convenient. This seens a worthwhile objective, however. Even when
a child is disabused, in a post-experinmental debriefing, of the belief the
experinmenter has originally created that a "stooge" is in acute distress
or that the child' s performance on a "test" wll have acaden c consequences,
she/he is left with the inpression that investigators frequently lie to child-
ren, or lead themto expect things which prove not to be the case, and are

not to be trusted. Thus the useful ness of such experinmental manipul ations



is rapidly destroyed for any future occasions, and prejudices the subjects'
willingness to believe what they are told in other studies, even if it is
quite truthful. Such mani pul ations are counterproductive of the optinmal
condition: for research participation, namely that it be an open and nutu-
ally informative collaborative enterprise between investigator and subject
Levine also indicates (el enent #6) that there should be a clear state-
ment of any inducenments to be offered the subject for participating and
that (el enment #10) it should be nade clear to the subject that he is free
to refuse to participate or to withdraw at any tinme, and that "such refusa
or withdrawal will in no way adversely prejudice his future interactions
with the investigator". These are particualrly inmportant points
in studies involving children, and will be el aborated upon below in the
section on inducements to be used with children for research participation.
To summari ze what has been said in this section, children whose
participation is sought in research activities should be given as accurate
and as conplete information as is consonant with their |evel of under-
st andi ng. For all children who have devel oped beyond infancy and the pre-
verbal toddler stage, and certainly for adol escents, parental infornmed
consent should be a necessary but not a sufficient condition of their
participation in research. Their own inforned consent should be sought
they should be all owed genuine freedomto refuse to participate, and in-
vestigators in describing their research procedures should provide evi-

dence that these conditions have been fulfilled
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[1. "Sufficient Understanding"

If one considers the entire age span, from birth to the attainnent
of legal adult status at age 18 (or whatever is the local statutory pro-
vision), obviously a trenmendous range of varying capacities for under-
standing is involved. So specific statenent of a chronol ogical age
criterion for "sufficient understanding" (e.g. age 12, as specified by the
British Medical Research Council) will be truly satisfactory since a
given child's capacity to understand what is involved in a given research
situation will vary greatly with her/his individual rate of devel opnent
and with the conplexity of the research problem or procedures. At the risk
however, of seeming to inply arbitrary cut-off points in what is always
a continuous and individually varying process of cognitive growmh, it seens
conveni ent to discuss the separate considerations which apply to four dif-
ferent devel opnental groups: (1) infants and pre-verbal toddlers, (2) pre-
school and begi nni ng school -age children (generally those bel ow the age

of 7), (3) pre-adolescent children and (4) adol escents.

A. Infant and toddlers

At this early stage of developrment, it is obviously unreasonable to
expect the infant or very young child to make informed judgnments about
participation in research. Thus informed parental consent should be both
the necessary and the sufficient criterion for the child' s participation
in any research activity which is deemed both non-therapeutic and non-
harnful to the subjects. As has already been discussed in the preceding
section, all of the criteria for truly informed consent should apply to the
i nvestigator's comuni cations with parents both before and after the child's
participation in research. Parents of infants are generally pleased to have

theminvolved in research, providing there are no health hazards and that
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the investigator is helpful in solving the logistical problens often involved
in bringing babies to a research |aboratory. Mthers will often per-
ceive such participation as an opportunity to |learn sonething about their
children's devel opment, and investigators should take pains to see that
the experience is a pleasant and informative one for the nother. Most
investigators who work regularly with infants are indeed sensitive to
these issues.

B. Pre-school and prinmary-age children

Children at these ages have sone capacity for understanding verbal
expl anations and sone ability to conmunicate their own questions and con-
cerns to the investigator. Generally receptive |anguage devel ops ahead
of expressive |anguage, and the child may understand considerably nore than
she/he is able to articulate. On the other hand, thought at these ages is
generally "pre-operational"”, in Piagetian term nology. The child wll
under stand expl anations which are stated in concrete terms, have reference
to the imrediate situation and to her/his own recent experiences and in
which the consequences to her/hinmself are nmade clear. She/ he will have
little capacity to understand abstract principles or issues stated from
a point of view different from her/his own. Wthin these linmitations of
cognitive devel opnent, however, the investigator should provide the child
with explicit information about what participation in the research invol ves
for her/him and sone general statenent about the purpose of the research
(e.g., "We want to find out nore about how children play, how they solve
these problems, what they think about these questions", etc.). It is often
appropriate to enphasize to the child that the investigator needs her/his
help in this work, or ganme, or whatever, and the young child to whom one

has appealed in this way and whose curiosity-has been aroused will generally
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be eager to be involved. Research with young children generally requires
skill in relating to them and sensitivity to their concerns and ways of
thinking and expressing thensel ves. This kind of expertise derives from
appropriate experience and training. Not all scientists necessarily work
well with young children, so that some evidence of such experience or
training is relevant in assessing a research proposal which involves young
children as subjects.

Where investigators take care to establish appropriate conditions of
rapport with their child subjects (this usually involves sonme previous
period of establishing famliarity as well as an appropriate introduction
of the specific research procedures), the children will generally be eager
to participate in the research. To maintain their notivation, procedures
shoul d be planned so as to be interesting and pleasant for them However ,
some i nmportant and useful research is intrinsically dull or frustrating
for the young child, and it then may be appropriate to provide extrinsic
rewar ds. Sonetines a child will balk at participation despite every effort
to nake it interesting and rewarding for her/him Although her/his
reasons for refusal may appear conpletely capricious or nmysterious to the
i nvestigator, it will generally be neither feasible nor ethical to insist
that the child continue. As anyone who has conducted behavioral research
with two- or three-year-old subjects is well aware, they are quite capabl e
of asserting their autonony as far as cooperation in research is concerned
Their lack of consent may not appear particularly inforned, fromthe
point of view of the investigator, but one nmust neverthel ess respect their
choi ces. Cbviously the ethical investigator is constrained fromany form
of coercion which would be harnful or seriously aversive to his child
subj ect s. We shall deal with the specific issue of inducenents to partici-

pate in nore detail below



C. The pre-adol escent (school-age) child

Much recent research on cognitive devel opment, (see, e.g., review
chapters by Wite, Stevenson, Berlyne, MNeill and Rohwer in Mssen, 1970)
particularly carried out fromthe perspective of Piaget's theories, sug-
gests that a nunber of critical shifts in cognitive capacities occur around
the age of seven. At this point the child' s perspective becones |ess
egocentric, she/he is able of conceiving a problemto sone degree from

the other person's perspective and understanding the consequences of her/his
actions for others. The capacity for understanding sinple scientific
principles is evident, as well as capacity for social role-taking. The
child is often willing to engage in altruistic or other pro-social forms

of behavior, even at sone cost to her/himself. She/he can neke ethical or
noral choi ces based on consi derations beyond the i mmedi ate hedonistic
consequences to her/himself. Thus both froma cognitive and a notivational
poi nt of view, considerable capacity for self-determination can said to

be present in the school-age child. At this point her/his participation

in research should clearly be based on essentially the same principles of
informed consent that apply to adult subjects, and obtaining such inforned
consent fromthe child directly (including, if appropriate, having her/him
sign a consent forn) should supplenent prior parental consent.

At this stage of devel opnent, while the child may not understand the
abstract theoretical aspects of the research, she/he will be quite capable
of understanding what is involved in nost studies if the problemis stated
to her/himin sinple, direct, non-technical |anguage. I nvestigators
shoul d never underestinate the understanding, the curiosity or the capacity

for making informed choices of children at this age. I f approached with

honesty and respect, children will generally be pleased to cooperate.
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Again it should be enphasi zed that the research shoul d be made a genui nely
informative experience for the child, one in which she/he is permitted
to share in the scientific enterprise to the fullest extent possible.
This will generally provide the optinum conditions of notivation. Mny
authors (e.g. Hunt, 1963; Berlyne, 1963) have pointed out the strength of
curiosity or the "exploratory drive" as a notive for action. Beyond t he
i mredi ate purposes of the specific study, participation in research which
is an informative and positive experience for the child, can have the
function of strengthening his own scientific curiosity, a potentially
positive social outcone.

Since school-age children will often be asked to participate in re-
search during school hours and in the school setting, care should be
taken to differentiate the research from regular, required academc
activities. Children will often be eager to cooperate if participating in
research nmeans "getting out of" class. If they will be required to make
up work which they mss, this should be nade clear to them On the other
hand, it should al so be nmade clear that their performance in the experi-
ment will have no direct academ c consequences. Teachers can often in-
fluence children's attitudes towards participating in research in the way
they introduce the investigator or the activity, and thus it is inportant
to secure their understanding and willing cooperation. Teachers, obviously
shoul d al so be given sone choice in whether their pupils participate in
research in the light of their academ c objectives. If class tine is used
for research, it is all the nore inportant that this should be a genuine

| earni ng experience for all concerned
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D. The adol escent

Wil e adol escents may not be accorded all the rights, privileges and
responsibilities of adults in our legal system as far as participation in
nont herapeutic research is concerned, they should be treated by the invest-
igator as adults. It is of course, necessary to obtain parental consent
for the involvenent in research of adolescents who are still |egal mnors,
but this should always be suppl enented by the equally infornmed consent of
the subjects thensel ves. Teenage subjects should al so be asked to sign
what ever consent forns are used, and should never be required to participate
if they are reluctant to sign. Al the avail able evidence on cognitive
devel opnent and the growth of intellectual abilities suggests that the
adol escent's capacity for exercising independent judgnment is limted, as
conpared to the adult's, only by a lack of relevant experience and inforna-
tion. If the researcher provides a clear explanation of the purpose of
the study and what will be involved in participation, the normal adol escent
should be perfectly capable of nmaking an infornmed judgnent. Furt her nor e
it will often be particularly inportant to the adol escent that his conpe-
tence and autonony be carefully respected. Adolescents are often deeply
i nvolved in the process of devel oping a sense of separate identity, and
will be very resentful of parents or other adult authorities who nake
deci sions for them Many t houghtful young people are al so deeply concerned
with ethical issues, and will be very sensitive to the investigator's
respect for their personal rights and dignity and appreciative of being
treated as colleagues in the pursuit of know edge. Adolescents generally
react nost favorably in situations in which they are given information

which they feel is reliable and the opportunity to formtheir own judg-

ments.
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I'1l. Invasion of Privacy

Much of the foregoing discussion of the inforned consent process for
child subjects inplies the type of research in which the subject nust actively
participate in an experinent or a testing procedure, and thus can choose
whet her to cooperate or not. There are a nunmber of types of study, however,
in which such active participation and choice is not involved. These
include "naturalistic" observational research, especially that involving
conceal ed or "unobtrusive" observers; studies in which the subjects' behavior
is video-taped or otherwise directly recorded and then |ater analyzed
perhaps in ways which the investigator did not originally anticipate; and
studies in which data are not obtained directly fromthe subjects them
selves, but rather from such secondary sources as school or health records

A. The problens of confidentiality and invasion of privacy involved
in the extensive accumul ati on, conputerization, dissenination and scientific
anal ysis of records accumul ated on children in our society has been dealt
with extensively elsewhere, particularly with reference to the results of
psychol ogi cal testing (see e.g., American Psychol ogi st, 1965), and will not
be discussed in detail here. Even if parental consent is obtained for
using records for research purposes, the children involved are rarely in-
formed or consulted. \Were the records exist in any case, for other pur-
poses related to education to education or health nmaintenance, and where
adequat e precautions are taken to preserve confidentiality in analyzing them
for research purposes, no particular problenms wuld seem to be involved
The question mght at |east be raised, however, as to whether children
or adol escents ought to be informed and their perm ssion sought for re-

search uses which may be nmade of confidential records
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B. Naturalistic studies

A great deal of behavioral research, especially with young children,
has sought to record the data of interest (e.g., linguistic responses, social
interactions, play behaviors) under "natural" or ecologically representa-
tive conditions, free from the "artificiality" inposed by the experinental
| aboratory. Much of this research requires that the subjects be unaware of
the presence of observers, on the assunption that such awareness ni ght well
distort the behavior of interest. Two general approaches have been taken
to insure that the natural behavior of the subjects will not be distorted
by their awareness of being observed: either concealing the observers by the
use of one-way mirrors, closed-circuit TV nonitors or other such devices, or
havi ng the observers visible but as unobtrusive as possible. Oten the nethod
of observation requires continuous recording, by neans of note-taking, tine-
sanmple coding or the use of an event recorder. This record-keeping activity
if the observer is not concealed, is obvious to the child subjects and will
often arouse their curiosity, The usual practice under such circunstances
has been to introduce the observers to the children, with sone sinple factua
explanation of their presence (e.g., "They are interested in |earning nore
about how children play.") and allow the children to adapt to their presence
so that they becone a regularly accepted part of the social environnment
("friendly furniture", as one investigator has phrased it) before fornal
recording of data begins. It is thus hoped that not too much distortion is
introduced by the presence of the observers, although nethodol ogical quest-
i ons can always be rai sed about the ecological validity of conclusions based
solely on the behavior of children in such settings as university |aboratory

nursery school s. However, since parents are generally informed that
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such observations are part of the usual procedures in research nursery
school s or other such settings when they enroll their children, and their
perm ssion is sought for specific studies, no problens of informed consent
woul d seem to be involved

Where devices such as TV nonitors or one-way mirrors are used they wll
generally be noticed by the child subjects, who will often ask questions
about them It is generally good practice to explain their use to the child-
ren when they first enter the research environnent, answer any questions
factually, and give the children an opportunity to visit the observation
booth, watch the monitor in operation or otherw se acquaint thenmselves with
the observation devices in a direct and concrete way. If this is done, the
children will at first be intrigued and excited, but once their curiosity
has been satisfied, they will generally accept these devices as a natura
part of the environnent and cease to be particualrly concerned about them
Very occasionally a child will react with fear, enbarrassnent or unusual
sel f-consciousness to the observation devices. If she/he cannot be readily
reassured by factual explanations and denonstrations, her/his reaction should
probably be discussed with the parents and the child allowed to w thdraw
from the situation. This would be a very unusual occurrence

Where a permanent record is kept of such observations, especially by
means of films or video-tapes where it is inpossible effectively to concea
the identity of the subjects, pernission should always be sought from both
parents and children, to retain such records, and the current as well as
possi ble future research uses of the recordings explained. Consent from parents
should be obtained in witing, and it is good practice to have children who
are old enough sign the consent fornms as well. Researchers often discover

addi ti onal ways in which such recordings can be analyzed, not related to

4-20



the immedi ate purposes of the original study. Such possible additional usage
shoul d be allowed for in the original consent agreenent; if the investigator
promises to erase the recordings after a particular objective has been achieved
this prom se should be conscientiously fulfilled. Cccasionally a child
will react with unusual self-consciousness or distrustful ness to being
filmed or video-taped. Such a reaction would probably destroy the use-
fulness of the recording for the intended research purpose, so that if
such a child cannot be readily reassured by the usual explanations of the
recordi ng procedures, she/he should probably be excused fromthe research
for scientific as well as ethical reasons. As such recordings have cone
into general usage in research, behavioral scientists have generally be-
come aware of the problens in rapport with subjects as well as the very
great advantages they provide. Investigators are in general very much
aware of the need to ensure the confort of their subjects as well as to
protect their right to privacy, and this forns an inportant part of the
soci alization of young researchers into the ethics of the profession.

In some types of "ecological" research, the observer is rendered
unobtrusive by having another role in the situation (e.g., teacher.
ward attendant, supermarket enployee, librarian) and her/his role as
researcher is not revealed to the subjects at all, at |east unti
after the data have been collected. Oten the use of such "unobtrusive"
neasures does not involve recording or even ascertaining the identity
of individual subjects, and one could argue that no invasion of privacy
is involved. Shoul d children under observation or their parents suspect
that they are being watched, however, they might well react otherw se
and it would seemto be wiser and nore ethical practice to explain to the

"subj ects" of such studies that their behavior has been recorded and to
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obtain their permission to use the data. Shoul d this pernission be re-
fused, the investigator may well have lost time and effort (and perhaps
even sone representativeness in her/his data), but the subject's right

to choose whether to participate in research will have been preserved

If investigators are generally honest, direct and courteous in their
dealings with subjects, children as well as adults, the all-too-preval ent

belief that, scientists are "sneaky" and unconcerned with their subjects

feelings should be substantially weakened

IV. Incentives for Participation

It seems alnpbst too obvious to require specific statenents that child-
ren should never be coerced into participating in research by the use
of physical or psychol ogi cal duress. However, there are a nunber of
subtler forns of social pressure which should perhaps be discussed
Ml gram s (1974) studies have inpressively denonstrated how far adult
subjects will be carried in violating their own humane principles by the
need to conformto the instructions of an investigator whomthey perceive
as an authority. Children are likely to endow all adults with some
degree of authority, and thus be even nore strongly notivated to conform
or at least to assune that cooperation is required of themunless it is
made very explicit that they do have a choice. As we have indicated
above, where research is carried on in schools or other settings where
children are required to cooperate in nmany other activities, the investi-
gator nust nake special efforts to make it clear that participation in

research activities is voluntary.
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If the investigator is soneone of significance in the child's life
(a teacher, parent, camp counselor, scout |eader, etc.) it is particularly
important to nake clear that refusal to participate in the research wll
not prejudince the relationship (Levine's elenment #10 of inforned consent).
Such assurances may be difficult to make convincing to children in prac-
tice, and one night question the ethics of exploiting for research children
who depend on the investigator in another role. However, sone studies
could only be carried out under conditions of close personal acquaint-
ance and trust, and where no harm or serious disconfort is involved for
the child, the scientific benefits to be derived surely justify the
exploitation of the relationship, providing the investigator is honest
with the child and strives to grant him as mnuch autonony as possible.
Again it should be enphasized that nost behavioral research is, or ought
to be, a nutually infornmative and enjoyable activity for those involved

Peer pressures can constitute an even nore powerful source of
of coercion than adult authority or |ove-w thdrawal, especially for ol der
children and adol escents, for whom acceptance by the peer group is a very
i mportant notive. \Where an entire group of children or adol escents is
participating in a study, the individual child who does not wish to be
involved may find it difficult to make her/his wi shes known, for fear of
seenming deviant to the rest of the group. One form of protection which
experimenters working in a school setting, for instance, can afford
their subjects is to take all children whose parents have given their
perm ssion for themto participate to the experinental room and then
give each child an opportunity in private to choose whether she/he w shes
to participate. If she/he refuses and sinply returns to the classroom

after an appropriate interval, it will not be obvious to the other children
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what that child's decision has been and her/his privacy and freedom of
choice will have been protected. Not all research procedures nake this
possi bl e, but there are other ways in which investigators who have sone
thought to the matter can protect children who do not choose to partici-
pate from adverse group reactions. Research procedures shoul d al ways

be planned so that if only sonme children in a group are selected as sub-
jects, it should not appear to the others that they have been chosen for
i nvidious reasons. Again, this may take sone extra thought and pl anni ng
but seens worthwhile in order to avoid any senbl ance of coercion through
group pressure or any undesirable social consequences for children who
do participate. Where group testing procedures are involved, it may be
worthwhile to have an entire group participate, even though the data
fromonly sone children will actually be used, in order to avoid adverse
social effects. On the other hand, children may well be encouraged to
participate in research if it is an activity shared by the group or if
they hear from others that the procedures are fun or interesting. Such
naturally occurring social incentives would seem to be quite legitimte,
as long as they are not nanipul ated by experinenters to the detrinment

of the subjects or to secure cooperation which would ot herwi se be with-
hel d.

Appeals to the child' s altruismwould also seemto be quite legiti-
mate incentives. Recent research on the devel opnment of pro-social
behavi or (e.g., Rosenhan, 1972; Yarrow, Scott and Waxler, 1973) indicates
that even quite young children will often behave altruistically, even
at sone cost to thenselves, if it is clear that their actions will bene-
fit others. Thus it nay be legitimte to appeal to younger children on

the basis that the investigator needs their help, or to older children by
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pointing out the ultimate social usefulness of the research. Cross cult-
ural observations (see Witing and Wiiting, 1975) suggest that children
who grew up in cultures where they are of necessity given considerable
responsibility for care of younger siblings and other donentic tasks
|earn to behave in nore socially responsible and | ess egoistic ways

Thus there may well be sonme benefits in the socialization process to be
derived fromgiving children the opportunity to participate in socially
useful activities, such as contributing to research.

It is customary in nmuch behavioral and bionedical research, partic-
ularly if the research activity is not in itself particularly pleasant
orinteresting or involves some disconfort for the subjects, to offer
them some nodest tangible rewards for participation. Oten the use of
rewar ds of varying nmagnitudes or scheduled in various ways is in itself
part of the research design. Smal | children maybe presented with snal
toys, trinkets, MM candies or other such rewards. O der children may
be given small sums of noney or somewhat nore el aborate toys, or the oppor-
tunity to earn special privileges. Such rewards, especially for Iless
privileged children, may be inmportant and quite legitimte incentives for
research participation. Certain cautions sould be observed in their use
however . Mat eri al rewards should not be so overpoweringly large as to
outwei gh other legitimte sources of reluctance to participate. Mani pul a-
tion of sources of reinforcenment should not involve depriving a child
of material benefits which he clearly needs or has a legitinmate right

to expect.
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The nost legitimte and appropriate incentive for participating in
research, ultimately, should be the opportunity it affords the child to
gain know edge, satisfy his curiosity or share in an interesting experi-
ence. To the extent that researchers can nake participating in studies
an informative and intriguing experience for their child subjects, they
will not only have secured their willing cooperation for the i medi ate
occasion but also fostered the expectation that research activities and
the generation of knowl edge are rewarding as well as worthwhile experiences.
This woul d appear to be a highly desirable |long-termgoal, fromthe point
of view of the scientific comunity. In my own experience, children
whose curiosity and notivation to be hel pful are aroused in recruiting
them as research subjects are alnbst invariably eager to participate and
enj oy the experience. The children of developnental psychol ogists (in-
cluding ny own young son) are probably the npbst frequently used group of
pi l ot subjects for colleagues' and students' research, and seem generally
to be none the worse for the experience. It would be interesting to have
nore inform& on about theirreactions, gathered by disinterested parties.

V. Need for Enpirical Data

This last point brings up one conclusion which has becone clear to
me in the process of working on this report, and which | believe deserves
sone enphasis. Although | did not undertake an exhaustive search of the
l[iterature on this point, | believe that there is in fact little infor-
mati on about children's beliefs and attitudes about participating in
research or the effects on them of such participation. In the "debrief-
i ng" phase of an experinent, especially one which has involved only partia
di scl osure when subjects were recruited, the investigator generally

tries to clarify the purposes of the study and supply nore conplete in-

formati on about what has been involved fromhis point of view However,
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only rarely are any data collected systematically about subjects' reac-
tions to their own participation, any effects on their willingness to
participate in future studies, what they thought of the research, etc.
Wiere such information is collected, it is often prinarily for the pur-
pose of inmproving the research procedures or securing the subject's
willingness to cooperate in a later state of the study.

Thus, nothing systematic is known about what it neans to children,
at varying stages of developnent, in varying population groups, under
varying conditions, to participate in research or what the effects are
on them of such participation. This suggests a very clear, specific need
for enpirical data in this area. Such data could be obtained in two
ways: by undertaking sone specific studies to explore children's thoughts,
beliefs and reactions to research participation, and secondly by attenpt-
ing to collect sonme systematic feedback on subjects' reactions froma
|arge and representative series of studies, in many areas and using dif-
ferent nethodol ogies, in which children serve as subjects. The latter
approach woul d appear to require the | esser expenditure of funds and
effort, and could yield quite nmeaningful information on the inpact of
various kinds of research experiences on the subjects.

Obvi ously, under the time constraints which the National Conmm ssion's
present schedule of operations inpose, it would not be possible to gather
such data. It would be well worth considering, however, the possible

useful ness and feasibility of undertaking such studies.
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In the meantine, one can only reiterate the point made in the intro-
duction to this essay. Most of what has been said here reflects the
common practices and the published ethical standards of devel oprental
psychol ogi sts and ot her responsi bl e behavioral and bi onedi cal scientists
who work regularly with child subjects. Despite earnest and sincere
efforts at self-regulation on the part of professional groups and wi dely
published ethical standards, it is inpossible to conpletely legislate
ethical practices in research with children. Mich nust be left to the
discretion and the sensitivity of the individual investigator. The pro-
fessional credentials of the investigator, her/his |evel of training,
or the adequacy of the supervision provided by nore experienced investi-
gators nust serve as the guarantees of ethical practice. As we have said,
i npeccabl e scientific credentials do not necessarily guarantee famliarity
with the needs of children, so that specific training and experience
is necessary to guarantee that the investigator is adequately prepared
thoroughly to protect the rights and welfare of her/his child subjects.
Prof essional credentials and rel evant experience, as well as specific
descriptions of anticipated procedures, remain the best guarantee that

participation in research will be a constructive experience for children.
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Appendi x A 1.

Ethical standards for research with children. Reproduced from
Newsl etter, American Psychol ogi cal Association, Division on Devel op-
nmental Psychol ogy, 1968, pp. 1-3:

Children as research subjects present problens for the investi-
gator different fromthose of adult subjects. Qur culture is marked
by a tenderness of concern for the young. The young are viewed as nore
vul nerable to distress (even though evidence may suggest that they are
actually nmore resilient in recovery from stress). Because the young
have |ess know edge and |ess experience, they also may be |less able
to evaluate what participation in research neans. And, consent of the
parent for the study of his child is the prerequisite to obtaining
consent fromthe child. These characteristics outline the nmjor
differences between research with children and research with adults.

1. No matter how young the subject, he has rights that supersede
the rights of the investigator of his behavior. In the conduct of
his research the investigator neasures each operation he proposes
against this prinicple and is prepared to justify his decision.

2. The investigator uses no research operation that may harm the
child either physically or psychologically. Psychological harm to
be sure, is difficult to define; nevertheless, its definition remains
a responsibility of the investigator.

3. The informed consent of parents or of those legally designated

to act in loco parentis is obtained, perferably in witing, [Informed

consent requires that the parent be given accurate information on
the profession and institutional affiliation of the investigator, and
on the purpose and operations of the research, albeit in layman's
terms. The consent of parents is not solicited by any clains of
benefit to the child. Not only is the right of parents to refuse

consent respected, but parents nmust be given the opportunity to refuse.
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4. The investigator does not coerce a child into participating in
a study. The child has the right to refuse and he, too, should be
given the opportunity to refuse

5. Wen the investigator is in doubt about possible harnful effects
of his efforts or when he decides that the nature of his research
requi res deception, he subnmits his plan to an ad hoc group of his col-
| eagues for review It is the group's responsibility to suggest other
feasi bl e nmeans of obtaining the information. Every psychol ogi st has
a responsibility to maintain not only his own ethical standards but
al so those of his colleagues.

6. The child' s identity is concealed in witten and verbal reports
of the results, as well as in informal discussions with students and
col | eagues.

7. The investigator does not assume the role of diagnostician or
counselor in reporting his observations to parents or those in |oco
parentis. He does not report test scores or information given by a
child in confidence, although he recognizes a duty to report genera
findings by parents and others.

8. The investigator respects the ethical standards of those who

act in loco parentis (e.g., teachers, superintendents of institutions)

9. The sane ethical standards apply to children who are contro
subjects, and to their parents, as to those who are experinental sub-
jects. Wien the experinental treatnent is believed to benefit the child,
the investigator considers an alternative treatnent for the contro
group instead of no treatnent.

10. Paynent in noney, gifts, or services for the child s partici-

pati on does not annul any of the above principles
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11. Teachers of devel opnental psychol ogy present the ethica
standards of conducting research on hunan beings to both their under-
graduate and graduate students. Like the university committees on the
use of human subjects, professors share responsibility for the study
of children on their canpuses.

12. Editors of psychological journals reporting investigations of
children have certain responsibilities to the authors of studies they.
review, they provide space for the investigator to justify his pro-
cedures where necessary and to report the precautions he has taken.
When the procedures seem questionable, editors ask for such infornation.

13. The division and its nenbers have a continuing responsibility

to question, anmend, and revise the standards.
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Appendi x A, 2.
Devel oprmental Interest G oup
Society for Research in Child Devel opnent
1975
Et hi cal Standards for Research with Children

Children as research subjects present ethical problens for, the invest-
igator different fromthose presented by adult subjects. Not only are
children often viewed as more vulnerable to stress but, having |ess
knowl edge and experience: they are less able to evaluate what partici-
pation in research may nean. Consent of the parent for the study of
his child, noreover, must be obtained in addition to the child s consent.
These are sone of the mmjor differences between research with children
and research wth adults.

1. No matter how young the child, he has rights that supersede the
rights of the investigator. The investigator should neasure each opera-
tion he proposes in terns of the child s rights, and before proceeding
he should obtain the approval of a committee of peers. Institutional
peer review committees should be established in any setting where children
are the subjects of the study.

2. The final responsibility to establish and maintain ethical pract-
ices in research remains with the individual investigator. He is also
responsible for the ethical practices of collaborators, assistants, stu-
dents, and enployees, all of whom however, incur parallel obligations.

3. Any deviation from the following principles denmands that the investi-
gator seek consultation on the ethical issues in order to protect the rights

of the research participants.
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4. The investigator should informthe child of all features of the re-
search that may affect his willingness to participate and he should answer
the child's questions in terns appropriate to the child s conprehension

5. The investigator should respect the child s freedom to choose to
participate in research or not, as well as to discontinue participation at
any time. The greater the power of the investigator with respect to the
participant, the greater is the obligation to protect the child s freedom

6. The informed consent of parents or of those who act in |loco parentis

(e.g., teachers, superintendents of institutions) simlarly should be ob-
tained, preferably in witing. I nformed consent requires that the parent
or other responsible adult be told all features of the research that may
affect his willingness to allow the child participate. This information
should include the profession and institutional affiliation of the investi-
gator. Not only should the right of the responsible adult to refuse consent
be respected, but he should be given the opportunity to refuse w thout
penal ty

7. The inforned consent of any person whose interaction with the child
is the subject of the study should also be obtained. As with the child and
responsi ble adult, infornmed consent requires that the person be infornmed
of all features of the research that nay affect his willingness to partici-
pate; his questions should be answered; and he should be free to choose
to participate or not, and to discontinue participation at any tine.

8. From the beginning of each research investigation, there should
be a cl ear agreenent between the investigator and the research participant
that defines the responsibilities of each. The investigator has the obli-

gation to honor all promises and comitments of the agreenent.



9. The investigator uses no research operation that nay harm the child
either physically or psychol ogically. Psychol ogi cal harm to be sure, is
difficult to define; nevertheless, its definition remains the responsibility
of the investigator. \When the investigator is in doubt about the possible
harnful effects of the research operations, he seeks consultation from
ot hers. When harm seens possible, he is obligated to find other neans of
obtaining the information or to abandon the research.

10. Although we accept the ethical ideal of full disclosure of in-
formation, a particular study may necessitate conceal nent or deception.
Whenever conceal nent or deception is thought to be essential to the conduct
of the study, the investigator should satisfy a comittee of his peers
that his judgnment is correct. If conceal nent or deception is practiced,
adequat e neasures should be taken after the study to ensure the partici-
pant's understanding of the reasons for the conceal ment or deception.

11. The investigator should keep in confidence all information ob-
tai ned about research participants. The participant's identity should be
concealed in witten and verbal reports of the results, as well as in in-
formal discussions with students and col |l eagues. When a possibility exists
that others nay gain access to such information, this possibility, together
with the plans for protecting confidentiality, should be explained to the
participants as a part of the procedure for obtaining informed consent.

12. To gain access to institutional records, the investigator should
obtain perm ssion fromresponsible individuals or authorities in charge
of records. He shoul d preserve the anonymity of the information and extract
no information other than that for which perm ssion was obtained. It is the
investigator's responsibility to insure that these authorities do, in fact,
have the confidence of the subject and that they bear sone degree of re-
sponsi bility in giving such perm ssion.
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13. Imediately after the data are collected, the investigator should
clarify for the research participant any msconceptions that nmy have arisen.
The investigator also recognizes a duty to report general findings to
participants in terns appropriate to their understanding. Were scientific
or humane val ues may justify wi thholding information, every effort should
be made so that wi thholding the information has no danagi ng consequences
for the participant.

14. Because the investigator's words may carry unintended wei ght with
parents and children, caution should be exercised in reporting results
maki ng eval uative statements, or giving advice

15. When, in the course of research, information cones to the investi-
gator's attention that may seriously affect the child s well-being, the
investigator has a responsibility to discuss the information with those
expert in the field in order that the parents nay arrange the necessary
assi stance for their child.

16. When research procedures may result in undesirable consequences
for the participant that were previously unforeseen, the investigator should
enpl oy appropriate nmeasures to correct these consequences, and should
consi der redesigning the procedures

17. The investigator whould be mndful of the social, political, and
human inplications of his research and should be especially careful in the
presentation of his findings. This standard, however, in no way denies
the investigator the right to pursue any area of research or in the right
to observe proper standards of scientific reporting.

18. Wien an experinmental treatment under investigation is believed
to be of benefit to children, control groups should be offered other bene-

ficial alternative treatments, jf available, instead of no treatment.
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19. Teachers of courses related to children should demonstrate their
concern for the rights of research participants by presenting these ethical
standards to their students so that from the outset of training the partici-
pants' rights are regarded as inportant as substantive findings and experi-
ment al desi gn.

20. Every investigator has a responsibility to maintain not only his
own ethical standards but also those of his colleagues.

21. Editors of journals reporting investigations of children have
certain responsibilities to the authors of studies they review. They should
provi de space where necessary for the investigator to justify his procedures
and to report the precautions he has taken. When the procedures seem
questionable, editors should ask for such information.

22. The Society and its menbers have a continuing responsibility to

gquestion, anend, and revise these standards.
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Appendi x B, 1.

Dear Parent:

Since 1967 the Infant Learning Laboratory at Mchigan State University
has been actively involved in studies of various aspects of infant devel op-
ment, parent-infant relationships and infant care. Qur studies have explored
| earning, nenory, attention, pacification, breast versus bottle feeding, and
basi c visual and auditory processes during the first year of life. Hundreds
of babies in the Lansing netropolitan area have participated in these studies.

Qur current project and one which will occupy our time for the next
several years concerns various aspects of the baby's face. Sonme peopl e have
suggested that certain aspects of an infant's features (such as the size of
the eyes, the fatness of the cheeks, the width of the forehead, etc.) as
wel|l as facial expression changes (snmiling, frowning, etc.) may affect the way
ot her people respond to him or her. It could be that some infants are nore
likely than others to elicit positive behavior from other people (such as
parents) sinply because of the way they | ook. Certainly, you nay already
have noticed differences in your reaction to your baby when he or she is
smling and when he or she is crying. W are planning to conduct a series
of experiments designed to investigate such questions as: Wat nakes one
baby appear to be nore cute than another? How do people respond to photo-
graphs of different babies? Do they snmile, frown, |ook at the photograph
for a long tinme? Do responses to infant photographs have any relationship
to prior experience with infants? In order to conduct these experinments
we need to obtain photographs of a number of infants. W would like to ask

your help by allowi ng us to photograph your baby and to use his or her photo-
graph in future experinents

Phot ographs will be taken by a professional photographer in the Psychol ogy
Research Building on the Mchigan State University canpus. Thi s phot ogr aphy
is being funded by a Bionedical Sciences Support Gant. It will require
only a few mnutes to take your baby's picture. The phot ographs of your
baby, al ong with photographs of other babies, will be shown to adults and
children in various experinents during the next few years. Al'l phot ographs
will be referred to by nunmber only, assuring anonymty. VW will send you
a print of your baby's photograph and sumuaries of the results of future
experi nents.

If you would like to have your infant participate in this project,
pl ease return the enclosed postcard pronptly. Phot ographs wi Il be taken on
the dates listed on the postcard between 9:00 a.m and 4:00 p.m I ndi cate
on the postcard which date would be best for you and you will then be con-
tacted for an appointnent. Pl ease keep the enclosed map for directions to
canpus. If you have any questions about this project, please feel free to
call either one of us at 353-3933 or | eave a nessage at 353-8690

Thank you for your tine.
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Appendi x B, 2.

Dear Parents:

As a parent you nmay have noticed that your baby already pays attention
to the various interesting sights and sounds in his environnent. Sorret i mes
however, a particular event comes to bore him and he eventually ceases to
attend to it. Interestingly though, a snmall change in that event or the
occurrence of a new sight or sound will often renew his interest.

W at the Infant Learning Laboratory at Mchigan State University have
beconme interested in this particular facet of infant behavior. As part of
an ongoi ng research program concerned with infant devel opnent we will soon be
conducting a study with 3 nmonth-olds which will deal with events influencing
infant attention.

Briefly, each infant will be placed in a confortable bassinette and given
a variety of soft tones to listen to. W will then observe the infant's physi-
cal behavior and general body activity and record several physiological re-
sponses. For exanmple, one thing we are interested in is the rate at which

the baby's heart beats while he is attending to the tones.

| amwiting this letter to ask you if you are willing to have your baby
participate in this study. W would like your infant to participate when he
or she is close to 3 nonths old at a time of day when the baby is nost likely

to be awake and alert.

If you are willing to allow your baby to participate in our study please
conplete and mail the enclosed, stanped postcard. I will then call you and

answer any questions you nmay have and arrange a convenient tinme for your
infant to participate.

The Infant Learning Laboratory is located in room 103 of the Psychol ogy
Research Building on the Mchigan State University canpus. A nmap has been
encl osed showi ng conveni ent access routes. If you have any questions please
feel free to call ne at 353-3933.

Thank you very nuch.
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Appendi x B, 3.
Dear Parent:

As you know, one of the nobst inportant things that a child nust learn
in school is howto read. Yet despite the inportant nature of the reading
process, we |ack conpl ete understandi ng of the nechanisns involved. Wat kind
of mistakes do children make in reading? Are their mistakes sinply nore
numerous than those of adults, or do they differ in nore conplex ways? Do
children who are quick to respond on other tasks do better at reading than
nost children?

W are trying to answer these questions by exam ning the dinensions of
words to which children pay nost attention. W would |ike very nuch for you
to allow your child to participate in this study along with many of the other
children in his class.

Each child devotes about an hour, in two sessions of 30 minutes each. In
the first session, we wll examne his speed of responding on nonreadi ng tasks
in the second, we will ask himto read some words while we record some sinple
physi ol ogi cal responses from sensors attached to his arm (these neasurenents
are recorded automatically, and cannot be felt by the child, but our neasure-
ments will tell us the sorts of things to which he is paying attention)

The study will not detract fromhis work in the classroom This does not involve
any sort of personality or intelligence test. Qur previous work has shown

that children enjoy participation in the study, and ultinmately the information
we learn will aid in the devel opnment of nore effective nethods of reading in-
struction

The Holt School District Superintendent and the School Principal have
already given their approval to the project. Please use the form below to
i ndi cate whether or not you consent to your child's being included in the
study (your child cannot be included unless the formis returned to the teacher)
If you need nore information please contact M. Glpin (353-3933), or the
school pri nci pal

We appreciate your pronpt consideration for cooperation in this study.
On request, an interpretive summary of the results will be sent to you at com
pletion of the project.

Pl ease check one of the followi ng alternatives:

| wish ny child to be included in the study described
I do not wish ny child to be included in the study.

Par ent

Dat e

Child' s Nane

(Please return this conpleted form as soon as possible.)
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Appendi x B, 4.

Dear Parent:

We are conducting a research project on the devel opnent of consideration
for others in children. The inportance of this subject is self-evident, and
we would like to ask your approval for your child s participation in the project.

We are specifically interested in children's reactions to the feelings
of others. Each child in the project will listen to some stories and then will
be asked questions on their inpressions of the stories. Information obtained
from the children will be treated as confidential nmaterial and will be pre-
sented only as group data, w thout nentioning any nanes of children. The pro-
ject will be conducted at the day-care facility, during the child s stay at
the center, and each child will be involved for about 30 mnutes.

The project has been reviewed and approved by the Research Committee of
the Children's Board (the Parent's Board) of the Married Students Activities
Unit, as of April 2, 1973. It has also been approved by the Departnent of
Psychol ogy at M chigan State University.

If you wish any further information, please call Ms. Esther Cohen at
355-6009. W will assume that you have no objections for your child to parti-
cipate in our study, unless we hear from you to the contrary by April 10, 1973
(either through a note to your child' s teacher or a phone call to us).

Thank you very much for your cooperation.
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Appendi x B, 5.

Dear Parents:

Enpat hy has been defined as an understanding of the thoughts and feel-
i ngs of another. For ny doctoral dissertation research, | aminterested in
studyi ng the devel opment of this type of interpersonal sensitivity with re-
gard to peer interaction. That is, | would Iike to investigate the young
child's ability to understand the thoughts and feelings of another child as
presented in stories.

During the nonths of March and April, | will be carrying out ny disser-
tation research at Spartan Village School and Red Cedar School. The Psychol ogy
Department at M chigan State University and the East Lansing Board of Education
have approved the design and have consented to letting ne use children in Spar-
tan Village School and Red Cedar School as subjects in ny study. Your child
will be included in ny study provided you agree to have hinfher participate.

Each child in the study will listen to a series of stories in which
characters will feel happy, sad, angry, or afraid. The child will be asked
to identify the feeling and to tell why the character is feeling that way.

The stories are not ainmed at producing these feeling states in the child
himsel f and so are not constructed to be upsetting or distressing to the child.
The committee has approved each of these stories and has considered them
appropriate to present to young children.

In addition to these stories, the child will be presented with a brief

pi cture vocabulary test. The procedures should run about an hour in total
time, though each child will be seen on two different occasions to conplete
the tasks.

If you have any questions about the study, please give me a call at either
355-8270 (office) or 351-1954 (hone). I will return your call to follow up
your request for nmore information if you are not able to get in touch with me.
If you consent to your child' s participation, please either mail the enclosed
postal card to the address listed on the front or have your child return the

card to his/her teacher by Thursday, March 21st. The research will begin on
Friday, March 22nd. After the study is conpleted and witten up (during the
summer), the parents of all participants will be sent a summary of the findings,

but not data on individual children.

Thank you for your cooperation.
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1. The Context and Linmits of the Response

I do not intend to address the general issue of non-therapeutic research
and experimentation on children. To do so would involve analyzing the issues
of experinentation and the status and neaning of informed consent. | am
including a brief essay as an appendix on the ethics of experinmentation which
argues that the basis for requiring i nformed consent should be our desire to
preserve special relations such as that between parent and child rather than
a comnitnment to the "autonomy of the person.” | have included the appendix
as | think it will be apparent that the argument there is simlar to the issues
I wish to raise concerning the papers by Drs. Wrsfold and Barthol one.

My criticisms of Drs. Wrsfold and Barthol one are but an extended
comrentary on Dr. Lebacqz's question raised in the Proceedings of the Conmi ssion
on July 10, 1976. Dr. Lebacqgz asked whether it is appropriate to speak of
children having rights and then suggested that the |anguage of duties might
be nore to the point. The force of her question is to renmind us that generally
we do not think of our children as subjects of rights that we nust protect, but
rather as our nearest neighbors to whom we have particular responsibilities.

Dr. Toulmn, however, correctly points out that this kind of question raises
so many issues that no one paper can even hope to anal yze them properly much

less settle them However | at least want to try to elicit the context that
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makes Dr. Lebacqz question appropriate, and in so doing suggest why speaking
of the "rights" of children is confused and perhaps norally m sl eading. Before
anal yzing Drs. Wrsfold and Barthol one's arguments in detail | will try to
suggest why | think we are drawn to use the | anguage of "rights" and why it is
i nappropriate for an ethical analysis of the place of children as research
subj ect s.

| shoul d, however, say at the outset | amunclear what, if any, difference
this kind of conceptual analysis will make for the policy our governnment shoul d
have in regulating research with and on children. |t is quite possible, as we
all know, to do the right thing for the wong reason and rights | anguage may
give you as wise a policy as the |language of duties. The issue, however, is
not just what kind of policy toward research on children our society should
institutionalize, but how the reasons for that policy manifest a norally
appropriate attitude toward children and fanilies generally. On such grounds
| think | can show that the |anguage of duties comes closer to reinforcing

the kind of famlies our society should encourage to flourish

1.1 The Social Presuppositions for "Children's Rights"

Even t hough | cannot show that any one policy toward research with and
on children is entailed by either rights or duties language, | think | can
show why we are drawn to enploy the |anguage of rights when trying to devel op
policies of this kind. Discussing the "right of children" in experinmental
contexts is but a further manifestation of the necessity for liberal societies
to substitute procedural requirenments for substantive judgnents. Since it is
the hall mark of liberal societies to allow each man and wonan to marry for any
reason and to have children for any reason then it makes little sense for

such a society to try to include a normative conception of famly and parenta
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responsibility in its national policies. To enploy the | anguage of rights is
to assune that children are sinply one interest group anobng others and that
they mnmust have procedural safeguards to be protected from the undue advantage
of other interest groups including their parents

The requirenent for parental consent for nedical treatment of a child was
orginally based on the assunption that the parents were those who knew and
cared the nost about the interests of the child. To be sure, this assunption
opened the way for unwarranted interference or non-involvenent by parents, but
there was a check on parental msjudgnent and malicious intent. That check
was a normative view of the famly that was shared by the surroundi ng
comunity--nanely the patterns of parental responsibility were widely shared
as were expectations concerning how one ought to care for children

The enpl oynent of the |language of rights is an attenpt to find a substitute
for the breakdown of our shared beliefs about how parents should care for their
children. Parental consent in such a context is not a safeguard agai nst
powers the child would not otherwi se know how to handle. Rather parental
consent appears as an unwarranted and arbitrary power of parents over children
The use of the language of rights in relation to children appears in such a
context to be a noral advance, since such putative "rights" seenms to give the
child standing over against the parents and society.

However in our enthusiasm for the renewed appreciation of the standing
of children that "rights" |anguage seenms to entail we may have avoided entirely
the issue of what kind of responsibilities parents should have toward their
chi l dren. To answer that question involves knowi ng why people should have

children at all; what level of care parents should be able to provide for the
nourishing of children; and to what sacrifices and risks children should be

exposed
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(The problem of exposing our children to risks is tied to our difficulty
of knowing when it is appropriate to let children die. I ndeed | suspect sone
of the worst cruelty perpetrated on children today results not from nalicious
intent, but from parental fear--confused about what we should do, we are tenpted
to do too much lest we not do enough. I ndeed | suspect the urgency behind sone
fornms of research on children derives froman unwarranted desire to keep our
children alive beyond all reason. Death is never pleasant, nor is it anything
that any of us should want, but there cones a tine to die even for children.)

Of course there is another way to interpret the use of rights |anguage in
terms of research on children. To claim "rights" for the fanmily can be thought
equivalent to clainng that the state has no conpetency in matters dealing with
the fanmily--that freedom neans that the state cannot and should not interfere
with how families are forned and children raised. However this sense of "rights"
is not germane to our case, because the subject of the "rights" is not the
child but the family unit itself. "Rights" in this sense are not the clains
of the child over against his or her parents and the state, but the entire
famly clains over against that of the state.

Moreover this sense of "the fanmily's rights" cannot be mmintai ned without
qualification even in a liberal state. The state does have a stake in how
fanmilies are formed and children cared for even if it is in a mnimlistic
sense. Parents cannot subject their children to cruel or inhunane treatnent.
Parents are expected to provide their children basic forms of nedical care in
order to protect them from serious infectious diseases. Moreover all, parents
are obligated to educate their children in a manner appropriate to the parent's
basic convictions. That these expectations be net is inportant to the

continued functioning of the state.
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The question of the use of children as subjects of experinental research
is but one further activity in which the state has a responsibility toward
children. This is especially the case when npst of that research is directly
or indirectly sponsored by the state through grants or agency invol venent.

It is not a question of whether the state is or is not involved with the famly
in these cases, but rather how the state should be involved and what conception
of children and parental responsibility toward children should guide the
state's policy. It is sinply not possible for the state to act as if it can
take a neutral stance toward the kind of responsibility parents have for their
children. The | anguage of the "rights" of the child nmay appear to be |ess
controversial since it lets the state appear to be interfering less in how

i ndividual fanmilies are fornmed, but in fact it enbodies a normative conception

of the famly that is destructive of sone of the ways parental responsibility

has been understood

1.2 The Ethical Presuppositions of the Appeal to Rights
"Ri ghts" |anguage, however, appears not only to be a powerful idiom for

consi deration of these issues because of its social context, but al so because

it is the | anguage nost natural to contenporary ethical theory. Most ethica
theory, since Kant, has tried to base noral obligation on as thin a view of
human nature and rel ati ons as possi ble. What we owe one another should be
based not on being a father, citizen, or teacher but on our capacity for

rati onal thought. The | anguage of rights is a natural |anguage for such a
theory, since norally rights are those clains that can be nade irrespective of
any special, historical, or personal relations in which we may find oursel ves.
(For a fuller developrment of this point see David Burrell and Stanley Hauerwas

"From Systemto Story: An Alternative Account of Rationality in Ethics,"

Hastings Center Publication, Forthcomn ng)
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Put differently contenporary ethical theory has avoided dealing wth
i ssues such as the nature of the family exactly because its presuppositions
make the family appear odd or at least not an ethically interesting object
for analysis. For as Maclntyre has rem nded us the | anguage of rights is of
recent origin and presupposes an individualistic understanding of nman in
soci ety. The Il anguage of rights begins with "the concept of a collection of
i ndividuals and the problem of how out of and by individuals social institutions
can be constructed." (Maclntyre, "An Essay prepared for the National Conmm ssion
for the Protection of Human Subjects of Bionedical and Behavioral Research
on the subject of How to lIdentify Ethical Principles," p. 18) The devel opnent
of this kind of ethical theory has appeared natural and persuasive for as
Maclntyre points out "in a crucial sense the relationship of npst people
in our society has beconme that of stranger to stranger." (p. 35).

This conception of society nakes it appear that all social relations in
one way or another take the form of a contract--all human relations are
comerci al i zed. But if Maclntyre is right then the use of "rights" I|anguage
inrelation to the famly yields an understanding of the famly as a
contractual society of individuals. But that is exactly what it is not.

In the | anguage of Aristotle the family is a "natural" institution. "Nature"
does not nmean that it is clear that we must formfanmlies in order to satisfy
basic desires, but rather the family is a primtive institution in relation to
the state. W do not ask to be born into fanilies, we sinply are born into
famlies of one kind or another. |n a decisive sense the famly is not a
voluntary institution and the kind of responsibilities that accrue in it are
thus different.

Mor eover because of its peculiar interest to free ethical judgnments from

all contingent beliefs and practices contenporary ethical theory has failed
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to pay sufficient attention to the kind of noral role inplied by the notion of
"child." It has assuned that we sinply know what we nean norally when we speak
of children--nanmely enpirically those that are snumller, younger, dependent, and
less "rational"™ than adults. But if the argunent above has been correct you

do not even know what it means to be a child until you have sone normative
understanding of what it neans to be a famly. "Child" and "children" denote
noral roles that are relative to a set of expectations and practices that we
call famly.

It is certainly true that the noral neaning of being a child has changed
through history and differed from one society to another. But that is
sinply to reinforce the point that norally the notion of famly and child is
dependent on a noral and historical devel opment our society has inherited and
changed. | am suggesting that basic to that history has been the assunption
that parents had duties toward the child--not sinply because they were responsible
for bringing the child into existence--but because being a parent was to perform
an office for the conmunity to see that the child was cared for and educated
in a manner that was appropriate to that comunity.

Perhaps the point | amtrying to make can be best illustrated by calling
your attention to the place of the famly in some of the nore conservative
religious traditions. For the orthodox Jew there is no question of whether
he or she should or should not have a famly--children are a religious duty
for the continuation of the people of Israel. To be a parent in such a context
means that you have duties to fulfill--you nust care for the child in a manner
appropriate to nmaking the child a full participant in your community. That
may not nmean giving themall the nedical care available; |earning the Torah

may in fact be nore inportant. As a parent you do not inpose your will on
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the child in an arbitrary manner, but rather you act as an officer of the
community to initiate the child into the practices of that community. The
child does not have "rights" qua human being, but the child does have a
standi ng as an independent agent in relation to his parents as they are both
subject to the community's expectations. Mrally the meaning of "child"

is relative to the interests and needs of the comunity as nediated through
the famly. You are no longer a child when you can observe the Torah.

I amnot trying to defend any one view of the fanmly by appealing to
this exanple, but rather | amtrying to nake the conceptual point that any
appeal to family or child as noral entities requires a set of historica
presupposi tions. In other words to speak of family and child is exactly to
speak of duties of parents and children toward one another that are grounded
in the concrete expectations of particular comunities. But it has been
exactly the pretention of nodern ethical theory that it could free itself
from such historical presuppositions and ground noral judgnents in man's
"rational" nature qua man--i.e., as if we were strangers to one another in
the sense that we share no history or conmmon purposes. But that is exactly
to isolate the family from any context in which it norally can nmake sense

In sumary | have tried to suggest that nodern ethical theory has
tried to deal, with the issues of the status of children as research subjects
in the |anguage of rights because such |anguage best suits its nethodol ogical
comrtnments. For the |language of rights appears to provide a way of giving
children a noral status w thout presupposing any arbitrary and particular concept.
of parental responsibility. However, | have tried to suggest that even though

such a strategy may have sone plausibility in a society where parental
responsibility in unclear and anbiguous, the strategy in fact enbodies assunptions

that contributes to the distortion of the fanmly as a noral entity.
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1.3 The Continued Cogency of "Rights" Language

The argunent | have nmade so far has been sonething of a broadside. It is
ny hope that my criticisnms of Dr. Wrsfold and Bartholone will help qualify
the position | have presented. However in the interest of clarity I will try
briefly to separate out sone of the questions involved in ny argunent.

First there is the question of whether "rights" |anguage is conceptually,

politically, and norally appropriate in any case, let alone in reference to

children. Even though | do not wish to claimthat all "rights" |anguage is
conceptually unintelligible, I do feel that the attenpt to make "rights" the
nmoral foundation for social and political life is mstaken. As Maclntyre suggests

there is an arbitrariness to all clains of rights that enmerge when we ask "what
rights all human beings possess, a question to which both the Anerican and the
French revolution professed to give an answer. To life, to liberty, to

happi ness--to property, to a job, to a fair trial . . . what criteria qualify for
inclusion in the list, what for exclusion? The arbitrariness energes once nore
if we ask under what conditions each of our alleged rights is defensible. Wen
right clashes with right or with the public interest or with the greatest

happi ness of the greatest nunber which is to give way to which? W only do

not drown in a sea of uncertainties by resorting to a fraudul ent assertion and
count er-assertion. Note that | am not suggesting that all clains to noral
rights at all tinmes are arbitrary and unfounded. But clains to right have

only not been arbitrary when they have been asserted in specific historica
contexts in which a good was in danger of being sacrificed by an infringing
power. The claimto a right is then essentially negative in form The agents
of the infringing power are told that they have no right to deprive us of sone

good." (33) Maclntyre concludes therefore that rights only have force within

certain types of contexts.
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Mor eover when "rights" are taken to be the fundanental noral reality we
are encouraged to take a perspective on society that is ultimtely degrading
No society can exist when it's citizens' only way of relating is in terns of non-
interference. The language of "rights", especially as it is displayed by libera
political theory, encourages us to live as if we had no comon interest or beliefs.
In Maclntyre's language it trains us to regard each of our fellows, even finally
our children, as strangers. Traditionally strangers are those that cone from
a different community now they are our neighbors. This is a fornula not only
for the disintegration of society but of the disintegration of the noral self,
as it trains us to pursue our interests as ends in thenselves.

Therefore even though | do not reject all use of right |anguage, as a basic
noral language | find it insufficient on grounds of social theory. Secondl y,
however, it may not be a case of whether rights |anguage in and of itself is
appropriate, but whether such |language is overused or used in inappropriate
contexts. | have tried to suggest that there are good reasons for thinking that
it is an overused |language in our society and that in particular it does not
apply to the famlial context,

Thirdly there is the question of whether rights |anguage, even if
appropriate, can be applied to children. For "rights" presuppose a nora
psychol ogy which some have argued that at |east very young children fail to
neet . I have no wish to enter into this argunent here as | think it would
serve little purpose. However it should at |east be pointed out that if
rights are to be clained for very young children the Commission will need to provide
counter argunents to those who argue that young children neither have the
rational capacity or the "jnterests" necessary to have rights.

It is at least worth nentioning that from the perspective | have tried

to develop, | regard this last issue to be a category m stake. Mrally the
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issue is not what claim children have on us, but what should our responsibility
be to themirrespective of their ability to make a "claim" We clearly feel

for exanple, that we owe certain kinds of care to animals even though they have
no claimupon us. W do so not because of their capacity or lack of capacity,

but because of the kind of people we wish to be and the kind of relation we

can formwi th animls. (I owe this point to Dr. David Sol onon of Boston
Uni versity)

In spite of these arguments, however, | expect the |anguage of rights wll
still hold great attraction for nmenbers of the conm ssion. For the |anguage

of rights is the historic |anguage of our society and any policy decision seens
nore persuasive when it can be framed in those terms. Also as | suggested above
rights language in today's social context appears to serve the child' s interest.
Moreover if my argument has at |east been partly right it would seemto require
the commission to appeal to a normative conception of the famly to which not

all in our society would adhere. Properly many on the conm ssion nmust wonder

if they have the nmoral grounds to take that kind of position. The | anguage of
"rights" at |east appears as a conproni se | anguage that diverse groups can
interpret in their owmn way. However, if the commi ssion decides to use the

| anguage of rights, | hope the position suggested here will at |east nean that

such language is enployed with qualification.

2. Response to Wrsfold

Dr. Worsfold, drawing on the work of John Rawl s, argues that children are
entitled to rights of their own in a manner that qualifies paternalism This
is certainly an advance over the position of Hobbes, Locke, and MII, but
fortunately these are not our only alternatives. I do not wish to challenge

Dr. Wrsfold' s use of Rawm's position to make the case for children's rights
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but it should at | east be pointed out that Rawls' position has cone under heavy
and at least partially successful attack. It would seem odd to base the noral
standing of children in respect to experinentation on a theory that has proved
| ess than convincing to nmany. For exanple it can be asked why Dr. Wrsfold
choose Rawl s rather than Nozicks' entitlement theory of rights.

Moreover | think it can seriously be questioned if Wrsfold is correct
to assune that children are included in the initial social contract on Raw s’
grounds. He is certainly correct that Raws "age of reason" is anbiguous,
but it is unclear that one can use the anbiguity in favor of including children
in the original contract. | suspect that Rawls in order to include children will
need to make an argunent simlar to H D. A kens' even though Wrsfold criticizes
the latter. (For a good exposition of this problem see Ron G een's argunent
that Rawl s's position requires sonething like the idea of conferred rights. Journal

of Religious Ethics, Spring, 1974)

However these are not the aspects of Wrsfold s argunment that concern ne
the nost. Rather | wish to call particular attention to Wrsfold' s view of noral
autonony. Worsfold's viewon this matter seens simlar to the July 29, 1976 draft
"Children as Research Subjects" by the National Conm ssion. On page seven of
that document it says, "The noral and |egal problens that arise over research
i nvolving children spring, fundanentally, [|I never trust the use of that word]
from the principle of respect for persons, and for the autonony of persons."”

I shall try to show, by criticizing Dr. Wrsfold, that this sets the issue wongly
by meking "autonony" the central noral norm a position that is neither psycho-

logically realistic nor norally central.
Because Dr. Worsfold makes autonony central to his conception of the noral

life his use of the word "paternalism is always perjorative. The assunption
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is that paternalism nmay unfortunately be necessary, but that ideally our
relation to one another should be one of conpl ete non-dependence. This

ideal is supported by the psychol ogical fact that those who try to "help"

the weak or young often do so as a neans of gaining and hol di ng power.
Qoviously Dr. Wirsfold is articulating an intuition we all share in various
degrees. However the pervasiveness of the assunption that such autonony is

a desirable goal does not nmeke it such.

For in fact the achievenent of such autonony is but another way to describe
| onel i ness. In this respect | suspect that Dr. Worsfold, in spite of his criticism
of Hobbes, continues to share Hobbes' assunption that the primary termof relation
between parent and child is power. (This is illustrated by his anal ogy
between parents and colonialists.) The only question is how to secure for
the child sone of the power that parents currently claim It would appear
if we can nake a case for children's "rights" at least they will have sone
standi ng against their parents.

But surely this is a fornula for the destruction of the child--nanely
it is to turn the child into an adult. The trust, love, and care required
by the child cannot be replaced by giving the child "rights" w thout destroying
what being a child neans. | amaware that Dr. Wrsfold is not recomendi ng that
ri ghts | anguage replace the | anguage of trust and | ove, but | am suggesting
that he seenms to assune that caring for the child in those terns tends to be
inherently paternalistic and thus |essens the autonony of the child.

In contrast to Dr. Worsfold it is ny contention that there is nothing
wong with "paternalisni once we see that the devel opnment of autononous beings
is not the culmnation of the noral life. Rat her the goal of parenting is the

creation of people who can enter into trustful relations because they have
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|l earned not to fear the other as a threat to their "autonony." To be sure

such people have the capacity of self-determ nation, but this capacity is not
the sane as being "autononous". It is rather the ability to receive as well
as to give without using receiving or giving as a neans to control the other.

In order to make these remarks nore concrete |let ne again call your
attention to the nore traditional formof fanmily. W tend to think that the
idea of raising children to be autononmobus is an objective value to which
all rational people should adhere. But think of the Orthodox Jew. They are
not raising their children to be autononmous especially if that neans when
they reach the age of reason they can choose whether or not to becone a Jew
To think of being or not being a Jew as a matter of choice is already to betray
the tradition. Rat her they raise their children to beconme the best that they
know- - nanely Jews.

To call such a process "paternalism in a negative sense is sinply
question begging and special pleading. It is not a question of paternalism
but parental responsibility to initiate their children into the best form of
life that they know. Not to do so would either be cowardice or irresponsibility.
Caring for children both in terns of their health and their education is not a
question of paternalism but of what kind of responsibilities parents should have
gi ven the expectations of the comunity in which both the parents and child
exi sts.

In this respect Dr. Wrsfold' s claimthat often parents do not know what
is best for their children and that children are capable of making sensible
decisions for thenselves is sinply beside the point. It is of course true
that some parents, irrespective of what comunity they are part of, do not know

what is best for their children. The inportant claimis that they should know
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what is best for their children in matters of inportance. No doubt many
orthodox Jewi sh children do not feel it is in their best interest to be orthodox

Jews, but that is not relevant to the issue. On inportant matters children
sinply do not have interests until they have been taught what interests to have

Nor should this position be interpreted as denying all respect and nora
standing toward children. It is sinply not the case as Dr. Wrsfold suggests
that our respect for a child s independent status is dependent on whether the
child does or does not have "rights." A "right" is not the same as a "standing"
that requires respect. Indeed in orthodox Jewi sh fanmlies the child is highly
respected and honored exactly by being treated as a participant in the community--
that is as being able to performhis or her function as a fellow Jew

Thus in spite of its prevalence today the issue of paternalismis a
m sl eading way to state the noral issue of parental responsibility to care
for and nurture children. To be a parent is to performan office for a comunity
to see that the child finds his way into the noral best that the community has
to offer. O course, the parent does not or should not have conplete power over
the child, since the child also has a standing in the community apart from the
parent. Such a standi ng cannot be guaranteed by the |anguage of rights, but
rat her depends on the noral substance of that conmunity and how it has | earned
to regard children as val uabl e beings.

In this respect Dr. Wirsfold rejects far too cavalierly the suggestion
that adults and children are bound together by being able to suffer. (Wich
is not as he suggests just proposed by those of religious persuasion, as many
utilitarians make a somewhat anal ogous argunent.) Indeed it may be that it
is the capacity of children to bear the burdens of being a nember of a community

that constitutes our common bond. It is not a question, however, of suffering
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or not suffering, but what we suffer for whether we be adults or children.
(Worsfold seens to assume that suffering is ruled out as a basis for respect,
because it would include prisoners, invalids, nental inconpetents, and even
ani mal s. Indeed that would seemto nme to be its npbst attractive aspect.

O herwise | cannot see how "rights" avoids finally being an ideology for the
strong to assert their status against the weak. On the place of animals as

possessing clains see Peter Singer, Aninmal Liberation.)

3. Response to Bartholone

My response to Dr. Bartholonme will be less clear cut than my response to
Dr. Wbrsfold. For not only does Dr. Barthol one's papers cover a broader range
of topics and concerns, | am also very synpathetic to sone aspects of Dr.
Barthol one's position. M analysis and argunent concerning his position will

primarily be an attenpt to suggest that his conclusions do not require the |anguage

of rights in the way that he thinks they do. | wll primarily coment on Dr.
Bart hol one's paper, "The Ethics of Non-Therapeutic Cinical Research on Children,
but | will refer to "Proxy Consent in the Medical Context: The Infant as

Person" when it devel ops or goes beyond the position in the former paper. In
order to sinplify ny reference to each paper | wll sinply number them (1)
and (2).

In (1) Bartholone begins by defining a child as a person below the age
of 14-16. As | suggested above this kind of designation of children assunes
that knowi ng whether someone is or is not a child is an enpirical question.
But this is clearly mstaken. "Child" is a notion that first depends on
conceptual and noral analysis in order even to know what enpirical characteristic
will count as locating a child. The "age of reason" criteria suffers from

the same confusion. This is not to argue for a functional understanding of
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children--a child is only such in relation to certain assumed tasks or
relations, but it is to suggest that often our assunption that we know what a
child is depends on unexami ned prenises. Mreover not to raise this kind of
guestion makes us forget that norally "childhood" is dependent on our understanding
of famly and community.

In (1) Dr. Barthol ome argues that consent is the key noral issue on which
the norality or immorality of experimentation on children rests. However
this position is sonewhat qualified in (2) as he clains that consent is never
a sufficient condition to justify nmedical intervention or experimentation.
But he seens to assume that while not a sufficient condition consent renains
a necessary condition for any therapy or research. | wll not take the time
here to go over the same ground concerning consent that is included in the
Appendi x; however | do want to make a few comments about Dr. Barthol ome's
understanding of the criteria of consent.

| want to question Dr. Bartholone's justifications for making consent the
primary issue in medical therapy. He first appeals to Ranmsey's attenpt to
base consent in the "canon of loyalty" between physician and patient, but Ransey's
own position in this respect is less than clear. Ranmsey appeals to the Jew sh
and Christian sense of "covenant" to provide a paradigmfor his "canon of loyalty,"
but it is not clear how the anal ogy between God's covenant with his people and
the "canon of loyalty" between doctor and patient is justified or illumnating.

Li ke Ramsey, Dr. Barthol onme al so appeals to consent as a necessary correlative

of our respect for "persons." But the Kantian sense of "respect for persons”
seens to be committed to a nore individualistic conception of human dignity than
the communtarian conception of "covenant" can allow. To be a nenber of a

covenant is to be loyal to the comitments of a comunity in a manner that renders
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suspect the placing of individual interests before those of the conmunity and
the object of loyalty that the comunity serves. In other words | am suggesting
that Ranmsey and Dr. Barthol one may have sonme difficulty having their covenant

and Kant too.

In (2) Dr. Barthol ome suggests that the opaqueness of others and the
hum ity appropriate toward others' interests is a condition for making consent
central for any nedical intervention. However this is a pragmatic justification

that suggests that if the opaqueness is renpved, as it mght be in certain

cases, then consent can be overridden by other interests. I raise this issue
because | feel Dr. Bartholonme's paper illustrates the general unclarity of why
consent is nade the central issue for nedical intervention. I do not wish to
argue that consent is not inportant, | amsinply suggesting that in spite of

the conmon assunption of its centrality no convincing argunments have been
established. Wthout a clear sense of what kind of justification should be
given for consent we cannot anticipate how consent should be institutionalized
within medical practice and research.

It is my hunch that consent has becone central for us, not because it is
a fundamental category, but because in a liberal society it is the only way
we have to protect ourselves from one another. In other words, without denying
that consent in any society has sone noral force, | suspect that its noral
force in our society arises as nuch from political reasons as from noral.

Until these issues are clarified | think the issue of proxy consent nust
remai ned confused. | would at |east suggest that proxy consent, which Dr.
Barthol one interprets to be primarily an attenpt to protect the child, can
equally be seen as an attenpt to protect the integrity of the famly unit.

In other words proxy consent as an institution is one way to insure that whatever
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is done to the child it is done in accordance with the noral convictions and

traditions of that family. The problem is that proxy consent in our society has

become a power in the hands of certain parents whom we fear have a corrupt

nmoral convictions about the kind of care should or should not be given to

children. (a situation anply illustrated by nany of Dr. Bartholome's "cases".)
This is, of course, the basis of Dr. Bartholone's criticism of MCormck's

def ense of proxy consent in non-therapeutic context. Though Barthol one does

not develop it | suspect that he could nmake nuch nore of the difficulty of

di stingui shing between therapeutic and nont herapeutic contexts. In (2) he

suggests that this is an extrenely difficult distinction to draw in practice.

H's judgrment in this respect can be anply docunmented for exanmple, in the treatnent

of young children suffering fromlukema; it is by no neans clear when treatnent

for one child conforns or does not conform to "established and accepted

nedi cal practices." This problemis not occasioned sinply by the doctor's

need to learn nmore to help future patients, but by the fact that every patient

is different in a manner that makes "standard" practices suspect for that

patient. (For an extraordinary depiction of the bind parents are caught in

when they subject their children to extraordinary therapies in the hope it

may do "sone good," see Peter DeVries' novel, The Blood of the Lanb.)

Generally, | think that Dr. Bartholone's criticisnms of MCormck are
correct, but | think that Dr. Bartholome's own position nay have sone of
the same difficulties as MCormck's. For to say that children can participate
in "non-risk" experinments because it will contribute to their nmoral growh
is very simlar to MCormick's position. Dr. Bartholone, therefore, nust
answer the question he asks McCornick--nanely it might be a good thing for
children to participate in such experinments, but who has the status to

say they ought to do what is norally superogatory?
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In this respect | think that Dr. Bartholome has failed to note one
anbiguity in MCormick's position that is inportant. MCornick phrases his
argurment in ternms of the conmon good, but that is clearly too vague as it
seens to inply that there are some things we can expect children to do for the
good of the greatest number. That would nmake his argunent appear very simlar
to certain utilitarian argunments that say in certain circunstances the good of
the community justify inposing greater risks on particular nmenbers of the
conmuni ty.

However, MCornick has another argument that does not depend on the |anguage
of "the common good" at all. Rat her he says in certain contexts we know what
the child ought to choose for hinself--self-preservation and health--irre-
spective of the interests of the community. In this respect | think that
Barthol one's worry here and in (2) that we cannot know the child' s real interest
is beside the point. MCornmick is not claining that we know this individual
child s interest, but rather that we know generally certain basic goods that
all people have in comopn (which is not the same as "the comopn good") which
we can act on with assurance

However this argument still proves |ess than convincing because of the vagueness
of terms such as self-preservation and health. Mrally we do not choose to survive
as an end in itself, but because survival provides the conditions for the
achi evement of other moral ends. The question is whether children are not,
like adults, forced at times "to choose" between those ends that we survive for
and survival. | suspect good communities assune that children are those who
shoul d be protected from having to make that choice as long as possible. (This
may be the source for why we want to use rights |anguage--nanmely to renind
ourselves that children require special protection--unfortunately however the

| anguage of rights has becone an end in itself rather than a remi nder of the
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why we wish to protect children in the first place.) However that does not
mean at times it may be necessary to nake the decision for the
child--it is better to die as a Jew than to be raised as a Gentile.

VWhat this indicates is that children, even infants, can have a nora
role in a conmunity even before they are agents. Dr. Barthol ome wants to
meke a child' s contribution to a community dependent on his or her maturation
| evel, which surely is inportant, but | am suggesting that at tinmes comunities
can choose in a norally humane manner to assume that the child has noral standing
in the community even when the child cannot choose that standing on its own.
Formally this position bears sonme simlarity to MCormck's, but unlike
McCormick | think that there is no way to deternm ne what interests the child
shoul d have as a nmenber of the human comunity qua human community. As humans
we share a noral capacity and needs, but such capacity and needs are not
sufficient to ground concrete noral judgnents--that requires the convictions
and practices of actual communities.

My argument can be illustrated in respect to Bartholonme's criticism of
McCorm ck's suggestion that we may all have a responsibility to participate in
non-therapeutic research. Barthol ome suggests that this is to assume we have
a noral obligation to performacts of supererogation, and that this assunption
is unwarranted. However there is no way apriori to draw a distinction between
practices that are obligatory and supererogation. Such distinctions depend on
the concrete convictions and practices of particular conmunities. |If nedical
research plays a crucial role in advancing the primary purposes of a community,
then the assunption that everyone should participate in that research my nake
sense. I suspect that such an assunption cannot be sustained in our society

and as a result Dr. Bartholome's conclusion certainly seenms warranted. This
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is especially the case as we have no reason to subject sonme to undue risks now
in order that future generations will be free of certain kinds of diseases

If the position |I have been trying to develop is at least partially
correct it means that Dr. Bartholone's appeal to the Kantian notion that we
shoul d always treat another as an end and never as a neans is sinply too sinple.
The question is never whether we use another as a neans, but whether the end
is coomensurate with their good as a nenber of a norally healthy comunity. Nor
is the appeal that we ought to treat another as a person, that is as an end in
t hensel ves, sufficient. For exanple Dr. Barthol ome suggests in justifying
intervention in case 4 of (2) that not to require the parents to repair the
infants club feet would be violating the "infant as a person."™ But the issue
is not whether the infant is or is not being treated as a person, but given
what we know about how inportant it is to walk we think that parents should
provide proper care. In other words such a decision has little to do with
whether the infant is or is not a person, but rather is dependent on our normative
under standi ng of the kind of care parents ought to give children in order to
secure as satisfying life for themas is possible. The noral issue is not that
the child in case 4 has a "right" to proper nedical care, but given what we know
about care for club feet the parents have a responsibility to give that kind of
mnimal care to the child.

Appeal s to the notion of "person" as a way to underscore parental obli-
gations to their children is therefore unnecessary if not msleading. It sinply
i ntroduces the question of whether children are or are not person--and that is
a misleading question. W care for children because they are children not
because they are persons. (For a further analysis of this issue see ny "Mist
a Patient Be a Person to be a Patient: O My Uncle Charlie May Not Be Mich of

a Person But He is Still My Uncle Charlie,” Connecticut Medicine, 39, 12

(Decenber, 1975, 815-817).
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A simlar kind of problemis involved in Dr. Bartholone's appeal to rights
| anguage in (2). | do not necessarily disagree with his position, but | sinply
do not think he needs rights |anguage to nake it work. In fact, however, it is
difficult to know exactly what Dr. Barthol one neans by rights. He sonetines speaks
as if rights are correlative or our "nenbership in human community,” but then
he suggests that rights require a comunity with "certain constitutive characteristics.”
(13) It may be that Dr. Bartholonme can have it both ways on this matter, but
if so he nust be able to spell out in nore detail how a particular comunity's
characteristics are dependent on our nenbership in the "human comunity."

O again he argues that rights |anguage nakes sense as a way to indicate
that an infant has a claimto be fed, have adequate shelter, and have other
basi ¢ needs net. In other words, the infant has clainms over against his or
her parents to provide or to try to provide for the infant's needs. |f the
parents cannot do so then the state can step in to see that the infant is
cared for by aiding the parents or by seeing that the infant is cared for by
those that will meet the infants needs. | have no inprincipled objection to
ri ghts | anguage being used in this manner if it is clearly seen as dependent
on the nore basic |anguage of parental obligation. In other words such "rights"
are sinmply ways to mark off basic parental roles and obligations that any
parent, regardless of their peculiar convictions or practices, can be expected
to meet by the state

However Dr. Barthol ome obviously has a nore substantive claimin mnd as
he argues that these role dependent rights are dependent on what Hart calls
"general rights.” (15) In Dr. Bartholonme's words, "the infant nust be recognized
to have the right to be treated as a nmenber of the human community, as a
person.” But as | have tried to suggest being a nenber of the human comunity

norally even with a dine will not buy you a cup of coffee. The recognition and

5-23



respect due infants and children are not insured by posting a "right" dependent
on being a nmenber of the human community, but by being the kind of community
that has learned to value children as nmenbers of that community.

[Dr. Bartholome also argues that an infant on the same grounds has a
right to the care a physician can give. I find this an extrenely doubtful
assertion as the nere existence of doctors does not mean that each individua
infant has a claimon their care (which of course raises the further question
of the extent of care that can be clainmed.) It seens best to see the care that
the physician is obligated to give as an extension of the parent's basic responsi-
bilities. In other words contrary to Barthol ome's suggestion the infant does
not have a direct claimon the doctor, but rather has a claimon the doctor
as nediated through the responsibilities of the parents.]

Like Dr. Wrsfold, Dr. Bartholonme is concerned that infants and children
have a basis for being treated with respect and care. But | think that Dr.
Barthol ome fails to specify what normati ve conception of famly and community
makes such respect norally conpelling. Both positions require that children
be turned into potential adults in order to be respected, but that is to fai
to treat them for what they are--i.e., children.

For exanple Dr. Barthol ome suggests that the "end of parenting is formation
of highly devel oped persons, i.e., persons who are free, autononmous beings
capabl e of reasoned choices, it is essential that infants and children be
treated as persons.” (16) But again it seems to me that this posits a
nmoral ly fal se sense of autononmy on which our respect and treatnent of children
depends. This poses sonme difficult problenms in respect to children who are
retarded as they will never be able to achieve the kind of autonony that Dr.

Bart hol one thinks crucial to being and becomi ng a "person.”
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Dr. Barthol ome thinks that unless the "rights of infants and children" can
be established on the grounds of their menbership in the human species then there
is no way to justify intervention on the behalf of abused or neglected children.
But as | suggested above such intervention does not require a doctrine of rights
of the child against the parents, but a normative conception of parenting and
the famly. That does not nean parents own their children, but rather they
have responsibilities that are correlative to their comunity's sense of the

i mportance of children.

4. Concl usion
In conclusion | would like to say that in spite of nmy criticism of Drs.
Worsfold and Bartholone, | think that they are grappling with issues that are
wel | nigh insoluable in our cultural situation. No philosophical device whether
it be in the language of rights or sone other alternative is sufficient to |ead
us out of this dilemmn. For we live at a tine when we sinply are not clear
why we shoul d have children or what we should do with them once we have them
and talk of formal "rights" will not provide the answer.
In traditional religious comunities it was clainmed that children were a
gift of God. They were neither the property of their parents nor of the conmunity
Rat her parents and conmmunity were but the way God's care was nediated to the child.
Wth the loss of that sense of providence the child becanme the possession
of the parent--for after all it was by the sheer exertion of parental wll that
the child had existence at all. Such "paternalism could be extrenely
beneficial to children but at the sane tine it always contained the potential
for despotism and arbitrariness.
A natural way to place a check on the unbal anced power of the parent was

to assune that if God does not own the child, and the parents do not own the
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child than the child nmust own hinself (or the other alternative that the state
must own the child). But what all of this ignores is that it is not a question
of ownership at all, but rather whether we can be the kind of people who can
wel come new life anong us even when such life is destined to change our own.
The | anguage of rights | suspect will teach us little about the kind of skills
we need to train ourselves to have to take on that kind of task.

| have been able to wite with nore freedom than the comm ssion can
fornmulate its policy. | can wite as if an ideal world is possible, but you
cannot. | can wite as if experimentation on and with children mght be a
possibility if certain assunptions about parenting and community is present,
but you cannot. Mbdreover | have suggested that the nost readily avail able
| anguage in our society to deal with these matters has sone definite drawbacks.
| frankly do not know what kind of policy I would recormend if | were on the
Conmi ssi on.

However | think | would at least try to wite the report in a manner that
mani fest the noral unclarity with which we are faced. Too often our ethics and
our policies are forned as if we are clearer than in fact we are. By stating
the i ssue anbi guously at |east you could signal to the research community, the
government, and the parents that make up the American people that norally we
are not O K when it comes to our assunptions about the place and rol e of
children in our society. In such a situation it does not seemto be an
unwarrant ed concl usion that we should experinment with children in the sane way
that procupines screw-very, very, carefully. A nore radical suggestion would
be that in the Iight of our noral unclarity, which after all is not just a
probl em of theory but of ourselves, that we should not use children in non-

therapeutic experinentation. O finally it mght be interesting to say only
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the broadest guidelines can be drawn and that the justification of each experinent
depends greatly on how the experinmentors can norally articulate their purpose

as a way to serve particular people--the health of the nation will not do--and
why the children and parents of the experinent have a stake in that. Namel y

it is as inportant that protocols be noral documents, not just in the sense

of consent, as they show that the experinent is scientifically well conceived.
Protocols, like judicial decisions, should have noral dicta that helps remnd

us how they are justified in the light of our basic convictions.
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CHI LDREN AND THE | NSTI TUTI ONALI ZED MENTALLY | NFI RM
Henry W Foster, Jr.

On July 12, 1974 the United States Congress approved public
law 93-348 (H R 7724) amending the Public Health Service Act to
establish a national commission for the protection of human sub-
jects of bionedical and behavioral research. As a part of its
charge, the Commission is to conduct conprehensive investigation
of the legal, social, and ethical i mplications of bi onedi cal / be-
havi or al research and technology involving human subjects. Gui de-
lines and recomendations are to be nade to the secretary regard-
ing the application of these guidelines to bionedical/behaviora
research.

The duties of the commission wll be nultiple and wll be con-
cerned with the issue of informed consent-giving and prograns in-
volving children, prisoners and the institutionalized nentally in-
firm Additionally, review of existing protective regulation will
be conducted alone wth investigation of the nature, extent and
purpose of research involving living fetuses and alternate means
for achieving such purposes.

My charge today as a participant in this National Mnority
Conference on human experinentation is to exanmine ethical issues
concerning research in <children and the institutionalized nentally
infirm especially from a mnority perspective. And indeed such an
insight is vital given the fact that the bionedical research com
munity so often falsely and wunimaginatively assumes a common na-
tional life-style in its research design. This failure to recog-
nize the heterogeneity of the texture of this nation's social struc-

ture is in great part responsible for our being assenbled here

t oday.

6-1



Before delving further into this issue, it is appropriate to
render sone clarification as to what constitutes human nedical
research and to establish a definition of the child. Def i ni ng

the institutionalized nentally infirm presents no difficulty.

It is an all or none situation, however, on the other hand, if
I had to define the state of nental infirmty nmy task would be
i mensely nore difficult, When for exanple is a patient non

compos mentis? How crazy is too crazy? Wwen does the neurotic
i ndi vi dual become incapable of ©providing informed consent? How-
ever, for the sake of ny discussion in this nanuscript, as wll

become evident later, the significance of the institutionalized
mentally infirm as regards their suitability for bionedical re-
search, becomes significantly dim nished,

In its broadest sense, nedical experimentation on human
beings is <capable of occurring and indeed does occur in practi-
cally any setting where nedical <care is rendered. This may be
in the physician's office or in the patient's honme when for ex-
anple the doctor has recommended, "take a couple of days bedrest,”
as mght be advised in the case of a mnmld undiagnosed febrile re-
action or a minor gastrointestinal upset. The issue then of
bi onedi cal experinmentation in humans is basically a mtter of
degree and extent rather than kind. Yet for our needs, | be-
lieve the definition furnished by Irving Ladinmer is suitable and
is defined as "deliberate inducing or alterating body or nental
function, directly or indirectly, in individuals or in groups pri-

marily for the advancenent of health, science, and human wel-

1

fare. " Such a broad definition rather well enconmpasses hunan

experimentation in a context appropriate for this Conference.
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Again, for the purpose of this Conference we wll find the
greatest utility wll be achieved by wutilizing the definition
for the child or <children as that set forth in Public Law 93-348.
It reads as follows:
I ndividuals who have not attained the |ega
age of consent to participate in research
as determned wunder the applicable law of
the juridiction in which the research is to
be conducted.
Although the definition is clear and concise and the confines
are clearly drawn, the issue of infornmed consent-giving on the
part of a mnor <child remins unresolved. Clearly an infant or
child of 5 or 6 years cannot provide an informed consent. And
in contrast, surely the adolescent of 16 or 17 years should be
able to make this judgnent.
Last February in Washington, D. C. the Academy Forum under
the auspices of the National Acadeny of Sciences began to grapple
with the board problem of human experinentation by convening a
conference, "Experinents and Research in Humans: Values in Con-
flict." Considered at that two-day conference were selected
groups simlar to those populations at risk wupon which we focus to-
day. As a participant in that forum | attenpted to identify
those groups placed at greatest risk because of their "captive
state”" and accordingly, recommended that a noratorium be effected
in their behalf by stating and | quote, "it is my belief that those
clearly incapable of providing voluntary informed consent consti-
tute this group. They are the functionally illiterate, the senile,
those, who do not conmand the English |anguage and certainly the

mentally incompetent."? Therefore, it is ny strong opinion that

mental retardates, be they institutionalized or otherwi se, be exenpt
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from all non-t herapeutic research.

As you wll note, children as a group are not included in the
reconmended exenptions. There «clearly exists the need to continue
the search for better therapies and cures for the many chil dhood
diseases that are so prevelant and devastating. Some exanpl es
would be the |I|eukemas, bone and kidney cancers, congential cardio-
vascul ar anomalies, sickle cell disease just to mention a few.

Qur charge here today is to help structure a nilieu in which
needed research, can occur wherein risks to blacks, the poor, or

other disadvantaged groups are maximlly reduced.

Essential to all good research design is the nmaintenance of
the balance between risks and benefits. Di sruption of this ba-
lance results in either excessive risk to patients or an abatenent
of productive research; productive research often bears an inverse
relationship to patient safety. These. two values as they apply to
bi onedical research are viewed as the scientific priority of dis-
covery on the one hand and humane therapeutic treatnment on the
ot her. This has cone to be known as the dilemma of science and
t her apy. The avoidance of future experinental m sadventures suck
as the now infamus Tuskegee syphilis study can in ny judgnent
best be achieved by reviewing the characteristics of those re-
search subjects who are npst susceptible and who in the past have
been wvictinse of such untoward research--such as the categories
I listed for exenption. How then do | fail to include children
in those groups selected for exemption if by my own admssion
cite the requirement of being able to provide an infornmed consent
as a prerequisite to any bionedical research participation?

Under these circunstances, the sane criteria for exemption in the
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case of the <child or the fetus would appropriately reside wth the
parents who constitute their biological representatives and in ny
opinion their legal representatives as well. However, because of
the differences in life styles between blacks and whites, quite
possibly adulthood as a practical matter begins wearlier for the
former group and accordingly, a nmore workable definition of child-
hood nmay be appropriate.

As a black nedical educator, | cannot help but feel some am
bi val ence on the question of biomedical research. Research or the
absence thereof is inexorably tied to the financing of Anerican
medi cal educati on. The total number of nedical students enrolled
in United States nedical schools in the academic year 1972-1973
was 13, 667. O this nunber 957 or about 7% of the total were
Black Anmericans.® O greater significance though is the fact that
over half of these black students were enrolled in Howard and
Meharry, thus reducing to less than 3% the percentage of black
students in Anerican nedical universities exclusive of these two
predom nantly black institutions.

The need for increased nunbers of black physicians is greater
now than it has been for many years. Theodous Thonmpson has re-
cently stated, "However an examnation of some recent studies on
the distribution of black physicians in the United States shows
that the black physician to black population ratio is |ess today
than in 1942 even on an aggregate basis."* Understandably, any
steps which threatened to reduce our academic productivity causes
nme great concern. Certainly the overall relationship of biomedi-
cal research and the financing of nmedical education is in need of

detailed study. The trenendous pressures which exist wth respect
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to

the sustained thrust for the research dollar may very wel

create an atnosphere which frequently is to the detriment of

bi omedi cal research subjects.

A hypothetical <case | believe wll best serve to
many. of the problens of bionedical research preculiar
chil dren.

HYPOTHETI CAL  CASE

to

Garvey’'s syndrone is a disease of the centra

nervous system characterized by the triad of

progressive loss of vision, neuropathy, and
at axi a. The disease wusually becones nanifest

in the first tw years of life and death has

illustrate

bl ack

clainmed 15% of its wvictine by Ilate adolescence.
The disease continues to progress wherein appro-

ximately 40% of the subjects have succunbed by
age 50.

The disease effects one in 2,000 and all eth-

nic groups wthin the Anerican population are

at equal risk for the disease. Mal es are
affected approximately one and a half tinmes nore
often than fenales. Sone limted synmptomatic

relief from the disease is available but there

is no know cure.

A team of conpetent research investigators

at

the Jlocal University Hospital have for sonetine
10

had an interest in Garvey's syndrone. After
nonths of animal studies including primtes
there has enmerged a new drug, NMC-76 which

shows prom se. In laboratory studies, it has
been able to arrest the neurological progression

of the disease, however, there has been sone
question regarding toxicity and side effects

of this drug.

Consequently, the team prepared a grant appli-

cation and subnmitted it to a federal agency
and achieved funding for a three-year pro-

ject to study the effect and toxicity of NMC76.

Thirty subjects were selected for this study,

twenty of which ranged in age from 15 nonths

to 18 years and the remaining 10 patients were

age 19 to 42. Twenty-six of the subjects were
bl ack, one was Chicano, and three were white.

Ni neteen of the subjects were nmales and 11
were females. Al patients were registered
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in either the pediatric or adult neurologi-
cal anmbulatory facilities of the University
Hospi tal . The principle investigator for
this research project was also the Chief

of the neurol ogical pediatric facility.

All patients and in the case of ninors,

their parents, were called together by an
associate investigator on the grant (a pedia-
tric neurology fellow) who carefully ex-
plained the experinent to them-that the

drug NMC-76 had shown promise in |laboratory
studies and quite possibly could be the first
definitive therapy for Garvey's Syndrone thus
reducing or elimnating the devastating
effects of this crippling and often fata

di sease. However, it was further explained
that many questions regarding this proposed
therapy <could not be answered wth certainty
until human research such as this being pro-
posed was conducted. The subjects were ad-
vised that their participation only required
the taking of pills on a prescribed schedule,
periodic blood sanples and foll ow- up. And

of course, all of this would be at the ex-
pense of the University through its grant.

Lastly, they were advised that toxic side
effects in the form of skin rash and pares-
thesias had occurred and obviously unknown
side effects could also occur. They were
advised that each of them would be care-
fully nrmonitored for such untoward effects
and if any occurred inmmediate intervention
would be <carried out either by dosage re-
duction or conplete wthdrawal from the
proj ect.

Parents and patients were then afforded
the opportunity to ask further questions
and to sign the University's consent form
which had been designed for this research
project (that form follows this case).

As the study progressed and the dosage
schedules followed, several of the <children

and two of the adults developed severe bone
marrow depression and had to be dropped from
the study, however, seven (7) of the patients
not showing toxicity showed narked inprove-
ment and appeared to have their disease pro-
cesses arrested. The remainder showed no toxicity
or i mprovenent, but at the conclusion of the
study, the inproved patients were extrenely

di sappoi nted when infornmed that their nedica-
tion was being termnated due to the FDA s
failure to approve the drug for continued use.
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PATI ENT CONSENT FORM

Uni versity Hospi t al
and
Health Services

I, , have wvoluntarily presented ny-

self or ny mnor child to participate in a program

of clinical i nvestigation described as:

ADM NI STRATION OF NMC-76
FOR GARVEY'S SYNDROVE

Further, it has been explained to ne that this is
an experinmental drug and that there are possible un-
known risks and side-effects as well as possible
benefits to be expected.

Additionally, | have been advised, and | under-
stand that |I/or nmy <child can freely wthdraw from this
study at anytinme chosen.

All  questions which | have raised have been ex-
plained to ny satisfication, therefore, I  hereby give

my informed voluntary consent.

Signature of Patient or Legal Guar di an

W TNESSED  BY: Date
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In this hypothetical case there were nunerous abridgements of
the rights of the children and adults. From the very onset this
grant request in its original form should never have been approved
by the University's Human Investigation Review Conmmittee, and if
such a committee were properly constituted approval would not
likely have been granted. It is axiomatic that such comittees
have the proper ethnic representation from the group being investi-
gat ed. Such commttees need nonprofessional input to help |essen
the conflict of interest which exists when only those wth
research interests nmake these determ nation. A clear exanple is
the fact that the director of the neurologic anbulatory service
was also the principle investigator in this supposed research pro-
j ect. Built-in protective nmechanisns nust exist to preclude the
adverse effects of interest conflicts which are, to some degree
inherent in any research design.

When this study was explained to the subjects by one of the
associate investigators it should have been conducted on an indi-
vidual basis wth the assistance of a trained social worker and/
or someone who could deal wth any |anguage barriers. The ghetto
tongue nost often eludes the wuniversity researcher, and vice versa

Further, during the explanation of this research, patients
were mslead when not informed that no previous human studies had
been carried out wth the drug. Also, any initial studies wth
this drug should have been restricted to adults.

From the black perspective the nost glaring infringenent in
this hypothetical case is the fact that 26 of the 30 patients en-
rolled in the study (86% were black although all ethnic groups
within the Anmerican population were at equal risk for this
di sease. This 1is especially discrimnatory when we as a people
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conprise only 12 percent of the country's total population. Her e
again, economc factors relate to the method by which health care
is obtained by the socioeconomcally depressed thereby causing
this group to have to bear a disproportionate risk.

Suppose for exanple during this study it was discovered
that the nothers of 3 of the child subjects, who had signed the
consent forms, were themselves less than 18 years of age. Shoul d
these 3 <children be wthdrawmm from the study even iif their npthers

wanted them to remain because of the marked inprovenent they had

shown?

Anot her possible defect in this study was patients were not
informed that half of them would not receive NMC-76 but instead
a placebo would be prescribed. Even when patients receive prior
advice, is it just or fair to knowingly deny a potentially benefi-

cial agent to one group and provide it for another even if on a
chance basis?

Nunmerous flaws were attendant to the consent form In addition
to not advising that previous studies had not been done in hunans,
the form also failed to specify that patients' wthdrawal from the
study would in no way jeopardize their ability to use other
university hospital services. The consent form should also have
indicated that the informng physician cannot serve as a Wwtness
to the signing. Such a wtness should be an independent party.
Also, such consent fornms should allow for the signature of the
older mnor child participant, perhaps the teenager.

Additionally, it is good practice to provide the research
participant with his or her own permanent copy of the consent form

for further reference. Also, present on the form should be the
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investigator's signature attesting to the fact that the conditions
set forth in the docunment have been explained and that no deliberate
exclusion of pertinent informati on has occurred

Lastly; but very significantly is the fact that no nention
was made in the consent form as to financial responsibility or
liability in the event of wuntoward results occurring from the ex-
perinment which would require extensive and or prolonged nedical
care. Even for those groups of substantial financial neans these
become extrenmely inportant unanswered questions. Surely, the pro-
blem is conmpounded for the black often poor inner city dweller.

The fact that sone participants in this hypothetical study
devel oped bone marrow depression and the other participants were

not informed of this clearly point outs the need for effective

ongoing nonitoring of human research. Such nonitoring nust be re-
quired of all human research and structured through the grantee’s
human investigation review committee--one having appropriate ethnic

representation

Al though the case | have presented is a hypothetical one, |
am certain that those of you familiar wth bionedical/behaviora
research rather easily recognize the parallels that are occurring
every day. We cannot and should not attenpt to proscribe bionedi-
cal research--such efforts on our part wuld not only be unsuccess-
ful but would not serve in our overall best interest. What we nust do
though is <clearly highlight the transgressions that have taken

place and thus define and provide nechanisns to effectively pre-

vent their reoccurrences,
In this presentation today, | have examned the issue of human

bi omedi cal research from a general perspective and have given
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special consideration to those issues which have a deeper neaning

for black people and their <children. | realize that | have raised
many questions and answered few  Hopefully, what | have provided
is food for thought which wll serve as a stinulus for subsequent
di scussions during this Conference and wll allow us to bring

forward those <concrete recomendations which we seek.
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CHI LDREN AND THE | NSTI TUTI ONALI ZED MENTALLY | NFI RM

Crystal A Kuykendal

| NTRODUCTI ON
In a nation which ostensibly purports equally, life, liberty and the
pursuit of happiness for all individuals, it is indeed a tragic perversity

that seven million of the nation's children are denied basic "inalienable"

human rights enjoyed by the majority of normal Anericans. The tragedy is

exacerbated by the realization that these individuals are subjugated through

institutionalized renoval from the nminstream of society not because they

are sufficiently deranged but because society chooses to neglect themin

an obvious aversion for abnormalities and resulting infirmties. The practice

of abrogation as it applies to the right all individuals have to nornmal growth

and devel opment is exenplified in several arguenments posited in these pages.
In an analysis of nentally infirnmed children who are institutionalized

(incarcerated if you will) as a result of their inabilities to conformto

soci etal expectations, reasons for institutionalization will be clarified

Moreover, problens of classifications and |abels are analyzed in conjunc-

tion with the study of institutionalization as a technique for treatnment

and healing. Because of a personal contenpt for the abridgenent of hunman

rights, the witer also endeavors to analyze alternatives available to the

mental ly infirmed while pronulgating recommendati ons to pronote and assure

justice and true equity for dejected children as well as nore consci onabl e

tomorrows for the privileged ngjority.

VHAT IS MENTAL INFIRM TY:

Mental infirmity, or nental retardation can best be defined as a

condi tion of inadequately developed intelligence. It has been convincingly
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argued that nental infirmty is a synptomrather than a syndronme.® It

is essentially a |label used to describe one who deviates from the nental
norm i ndicating usually an irresolute, weak of mind, insecure individual
There are, however, degrees of retardation or actual nental inpairment.
These degress, for the sake of convenience, can be divided into four |evels:?
1) MId. . . Educable nentally retarded children generally fall into this

I evel as they are capable of being brought into a state of self-suffiency

as adults. 2) Mdderate . . . these children show a rate of nental devel op-
ment which is less than half of that normally expected. They can, however,
learn to take care of their personal needs and perform many useful tasks

in the hone or in a sheltered working situation. 3) Severely . . . these
children can also learn self-care, yet because the mental condition has been
exacerbated - usually as a result of educational neglect - their potential
economi ¢ productivity is linited. 4) Profoundly . . . these are generally
children who suffer from genetic physical inpairments. They respond to
training in basic self-care, and they additionally profit from specia
training in such areas as behavior control, self-protection, |anguage

devel opment and physical nobility.

Despite the different levels of nental infirmty the mgjority of

1 Dorethea Braginsky and Benjam n Braginsky. Hansels and Gretals. New
York, Rinehart and Wnston, Inc. 1971, p. 13

2 For a nore detailed description of levels see Charles W Mirdock "Givil
Rights and the Mentally Retarded: Sone Critical |ssues" Notre Dane
Lawyer, Vol. 48, No. 1, Cctober 1972, p. 134.
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retardates are believed by society to be incapable of managing their
personal affairs, unable to control their inmpulses, basically irrespon-
sible, lacking in human character, ready to engage in physical violence
and fights and little interested in the pursuit of education.® Attitudes
such as these nake the adequate treatnment of the nmentally infirmless
i i nent . Further, retardates are nore likely to land in institutions
(hospitals or segregated special education classes) so that society is
exonerated fromits responsibility in serving its wards with sufficient
prograns toward total integration into the mainstream as well as equal
protection under the |aw.

Per haps the reasons for societal attitudes can be found in the analysis
of those who are labeled the nmentally infirned in this country. M chael
Katz has stated that schools exist to serve society by tending the characters

of otherwi se neglected children as they have remained essentially class-

bi ased and racist.*

Evi dence has supported Katz by showing that it is
the children of neglected poverty and racial minorities who are victimzed
most by institutionalization. |ndeed, those conscientious Anericans who
purport an allegiance to humani sm should take a |ong, objective |ook at
the politics of deviancy. According to research by Braginsky, mental

retardation is a sociopolitical rather than a psychol ogical construct. It

is a nyth of a society which refuses to recognize the true nature of its

3 Dorethea Braginsky et. al., p. 172.

4 Mchael Katz, Cass, Bureaucracy and Schools, Praegers Publishing Co.
New York, 1973 p. 12.
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needed social reforns. I ndeed, society has as a result successfully
camouf | aged the politics of diagnosis and incarceration.® Generally,
anyone who does not fit into the normal school pattern and who is in need
of differential or supplenental attention in order to benefit from public
instruction is considered exceptional - thereby becom ng a candidate for
institutionalization. This nost often applies to the ethnic poor despite
the evidence which shows that |anguage and cultural barriers are not enough
to determine innate intelligence.® Individual and collective differences
are not generally addressed in the basic educational process along racial
l'ines. In assessing prograns which define classes of mentally infirned
Lai ng reached sone al arm ng conclusions about the exclusion of Blacks from
the educational process: He felt prograns for the enotionally disturbed
and socially nmaladjusted to be no nore than euphem sns for aggressive Bl ack
male children. He asserted further that schools involved in prograns for
emotionally disturbed children with subtle connotations of sickness or
craziness were apt to co-opt not only special education, but psychiatry,
psychol ogy, and social work . . . in a direct fashion while serving to
effectively invalidate the cultural experiences of this select group of

Bl ack children. Finally, Laing saw the perpetuators of this type of
cultural invalidation as the products of a white, racist value system’

Society then becomes guilty placing blame on children, consuners of

5 Bragi nsky, p. 176

6 Keith Barry, Models for Miinstream ng, Dinensions Publishing Co.
San Rafael, CA 1972, p. 29

7 R Laing, The Politics of Experience, Ballatine Publishing Co. 1969.
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education in this country, rather than the raci sm which perneates educa-
tional institutions. The evidence is exenplary for living on the outskirts
of the nminstream when fanilies are marginal. Society responds to their
children accordingly.?

It is a fact that potent conditions such as an unloving, unwanting
family can transcend any disabilities or abilities of the child.? Accord-
ing to Murdock there are nany societal pressures operating to induce parents
to institutionalize children - ranging from uninformed nedical opinion of
the "experts" to the parents' own "success" oriented expectations of their

children. ! The case of Watt v. Stickney (325 F. Supp. MD. Ala. 1971)

noted that parents nay be notivated to ask for institutionalization for a
variety of reasons other than the best interests of the child hinself (i.e.,
the interests of other children in the famly, mental and physical frustra-
tion, econonmic stress, hostility toward the child stenming from added
pressures of caring for him) Thus, although the child' s best interests
may well lie in living with his famly and in the community, theirs nmay not

lie in keeping him?™

Vel fare agencies, social workers, institutions for the
retarded, society in general, as well as the supporting cast of social
servants finally conplete the process of transformation by Iabeling and

i ncarcerating the unwanted child. Society's contribution then is not

assistance, but the transformation of an unwanted child in need of pro-

fessional guidance into infirmty. These children become enbarrassnents

8 Braginsky, p. 160

9 1BID.

10 Charles Mrdock, p. 140.

11 Watt v. Stickney Amici Briefs, supra note 18, pp. 34-35
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to be hidden in order to ease societal guilt. Adnministrators, teachers

and a substantial part of the public have doubted that it was the task of
the schools to use curriculum as an instrunent of social reform It has
not been felt generally that schools should take responsibility for the
fact that an accident of inherited ability or social standing should govern

(as they undoubtedly do in part) the pupils' future chancesof success in

soci ety.

PROBLEMS W TH LABELS AND | NSTI TUTI ONS

Despite the admission that children who deviate from the norm of
soci etal expectations axe labeled in order to facilitate their treatnent,
there have been the generation of profound arguenents which destroy the
notion and rationale of both classifications through |abeling and resultant
institutionalization. We know that classification identifies children who
fail to neet societal norms - yet, it has been reasoned that this is because
these children pose a threat to the equilibrium of society.' According

to a Report on Cassification of Exceptional Children by the Vanderbilt

Institute for Public Policy Studies, classification becomes a mechani sm
for social control by succeeding in the institutionalization of the val ues
of a cultural mpjority. Labeling then governs the allocation of resources,
regul ates access to the opposition and protects the nmajority from undue

anxiety.' There is general agreenent anpbng researchers that the use of

12 Vanderbilt Institute for Public Policy Studies, The Futures of Children
Report on Cassification of Exceptional Children, Center for the

Study of Fanilies and Children; Vanderbilt University, Nashville,
TN June 1975.

13 IBID. Insight on the continued reliance institutes have on the govern-
ment are explained. Because they' re under financed, the practice of
retaining residents who could succeed is continued.
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"petrifying" categories is unrevealing, unhelpful, confusing as well as

pr esunpt uous. "

Labeling does indeednake the nentally infirnmed easier
to identify and count, but not so easy to help. The cost exacted from
children society is forced to maintain takes the formof a nental retardate
| abel - which in itself serves to relieve parents and society in this
pl acement into warehouses of "human debris."?*®

The problem of l|abeling is conmpounded when one is forced to grapple
with the question of whether or not |abeling pronpotes sufficient treatnent.
Despite the establishnent of the Bureau of Education for the Handi capped
in the US Ofice of Education and the creation of conm ssions to work
with classification problens in the executive and |egislative branches
of the federal governnent a nore flexible classification system has yet
to be forthcoming. Od categories have actually been strengthened and
new ones added to the detriment of seven nmillion |abeled children.®®
VWhat has this done to pronote adequate treatnent? Very little, on the
contrary, the |abels succeed npbst in strengthening social regulations
whil e denying access to opportunity for excluded "undesirabl es" whose
sufficient treatnent is too demanding on a society unused to extraordinary

efforts for those in need.’ Research by Braginsky questions the appropri ate-

ness of labels to provide adequate treatment by noting the fact that such

14 Bragi nsky, p. 13
15 IBID. p. 162.

16 Vanderbilt Institute for Public Policy Studies, p. 5.

17 IBID. p. 10
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classification serves only to obfuscate the meaning of the actual disability.
The authors point out the fact that in an enriching rewarding milieu even
severely brain danmaged, genetically inmpaired or Mngoliod children are able

to function normally in many respects. ™

Furt her, use of negative |abels
affect the child' s self-concept negatively while failing to actually
facilitate healing. It has been proven repeatedly that mental retardation,
rather than being constant is an inmmtable condition. It is a reality

that enotional disturbances are-transitory while external situations

i nfluence antisocial behavior. Both conditions will respond to the
acquisition of new conpetencies and the changes in the attitudes and
expectations of others. Wthout question, |abels reduce the attention

of society to changes in individual devel opnent.® They are in themsel ves
sel f-fulfilling prophesies. Teacher expectations for mentally retarded

or special education children tend to be lower. Studies have shown that
whenever teachers are of the attitude that children are actually bel ow
average intelligence, the children tend to regress in their acconplishnents.?
Label s then only serve to single out children who are not necessarily bel ow
the normwhile dictating societal reaction to them In the inposition of

such a label society then forces future adherence by the child to the

| abel and its neaning. Label s become stigmatizing and debasing as well

18 Braginsky, p. 179

19 Vanderbilt Institute for the Study of Public Policy, p. 14

20 CGeorge Johnson, "Special Education for Mentally Handi capped - A Paradox."
Exceptional Children, Vol. 19, 1962, p. 66. For nore information

on teacher expectations for special education children see Robert
Rosent hal "Teacher Expectancies - Determinants of Pupils' |1.Q Gins."
Psychol ogi cal Reports, Vol. 19, pp. 115-118, 1966.
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as inhuman discrimnatory attacks on cultural deviants who need only
the proper stinuli and environnent to reach near normal capacity.

The courts have made sonme efforts to protect individuals from classi-
fications which result from conditions these children have no control while

infringing on basic hunman rights. In the case of Harper v. Virginia Board

of Elections, the courts stated, "where fundanental rights and liberties are

asserted under the equal protection clauses, classifications which might
invade or restrain them nust be closely scrutinized and carefully confined."?
The courts not only nade a nmove to protect fundamental interests by demanding
reasons for the classifications, but noved also to protect the interests of
those who are not able to effectively protect those personal interests.?
Yet, the act of labeling children as nentally retardants, mentally handi capped
sl ow, delinquent, enotionally disturbed, persists. Indeed, labeling is
carried to such an extrene that the transitory condition is treated as one
of permenance and individuals are carted off - institutionalized - while
society continues to negate the need for social reformefforts which
can correct the infirmty. This is the consummation of the act of human
debasement .

There are 200,000 residents of public institutions - all of them
di agnosed as nentally retarded. Thirty percent are children.?® Mst

adults are placed in institutions as children. It is not surprising that

21 Harper v. Virginia Board of Elections 383 U S. 66370, 1966

22 United States v. Carolene Products Co. 304 U S. 144, 1938. For nore
insight into this position by the courts, Shapiro v. Thonpson 394
U S. 618 634 (1969) must be | ooked at as well as Van Dusartz v.
Hatfield 334 F. Supp. 870 (D. Mnn. 1974).

23 Vanderbilt Institute for Public Policy Studies, p. 19

6- 22



the longer children are institutionalized and the younger they are when
admtted, the greater the negative effects of institutionalization and
the nmore likely these children will meet their |abel expectations. Despite
the admi ssion by many educators that this renoval of children from school
home and comunity through institutionalization is actually of linmted value
in working out the nature of the problem and giving these children needed
treatment so that they can thrive in the commnal environnent,? institu-
tionalization persists. Institutionalization does serve to make residents
dependent on their shelter and nal adaptive to the outside because of the
resultant inability to meet normal life denands.?

There are several institutional abuses which defeat the purpose for
whi ch they were created. Not only is unintentional harm done to residents,
but because institutions are shaped by basic drives to acconplish a recognized
nm ssion and preserve the perception of that institute by those associated
with it, efforts by residents to alter that stability are punished. Patients
are faced to play roles which maintain the purpose of the institutions they
are confined to. Bragi nksy maintains institutions degrade retarded children
by fording themto maintain good relationships with all adults encountered®
sonething few sophisticated adults could do w thout becom ng sick. The
authors contend that if the idea is to treat the nentally infirned, they

shoul d not suffer a deprivation of their essential humanity in a setting

24 Keith Barry, Mddels for Minstreaning, p. 14

25 Vanderbilt Institute for the Study of Public Policy, p. 19.

26 1 BID.
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which is designed to make it virtually inmpossible for themto live outside. ?
It should now becone clear, institutionalization itself does not solve the
probl em of individual abnormalities or cultural deviancy. On the contrary,
they penalize children for societal neglect, differences and atypical be-
havi or the children are not responsible for

Way then, in light of the evidence which reveals the dysfunction of
publicly supported institutions are they allowed to be maintained? It is
well known that nost school districts or public institutions are awarded
funds on the basis of the nunber of residents or infirmates in a particular
category. Consequently, treatnment is often deferred as a nethod of nain-
tai ning the funding source.? There are several things which can be done
to make certain institutions respond favorably to those profoundly infirmed
i ndi viduals who really do need residential treatnment. In deference to
necessity, institutions can be inproved along three basic |ines:

1) Adequate Screening - Al too often nmass screening prograns are enployed

to reach neglected children, yet, in thenselves these efforts do not sub-
stitute for adequate health care.” Screening fosters the use of stigmatizing
| abel s. Therefore, sonme nethod of classification should be developed to
prevent this consequence. For exanple, rather than |abel children "nentally

retarded" for failure to neet the norm on neasuring instruments which are

27 For nore discussion see Murdock, p. 155

28 See the Vanderbilt Institute Report on Cl assification of Exceptiona
Children, p. 23 for nore insight on how funding |locks institutions in

29 | BID.
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i nadequate in diagnosing their handicap,®* children should be identified
as requirants of nore ingenious teaching nethods inplenented to help them
reach their full potential. Negative |abels and screeni ng procedures
which identify the bel ow average student also are wong because they fai
to provide insight on the handi caps of average or above children. This
may prevent these children from achieving even greater cognitive feats.
There should be a constant profile of both the assets and liabilities of
these children in order to determine progress, as well as the particul ar
treatnent to be used at a given devel opnental stage

2) Abuses - Several professional investigations have provided evidence

on the physical and nental abuses residents encounter in residential insti-
tutions. Conditions such as unclad residents, suffocating odors, physical
beatings, overcrowdedness, |ack of privacy, ignorance of prescribed nedica
care by staff, the pronotion of parasitism and dehunani zati on have been
identified.® In order for institutionalization to be successful, staff
must receive training which will instill attitudes of warnth, soliticitude
and overt love for the residents they are enployed to service. Further,

admi nistrative measures nust be tightened so that these deplorable conditions

30 See N. Lanbert and H G ossman Problens Deternmining the Etiol ogy of
Learning and Behavi or Handicaps. Sacranento, California Departnent
of Education, 1964. ERIC Indix Ed. #22269 as well as Ginspoon and
Singer, "Amphetanmines in the Treatment of Hyperkinetic Children"
Harvard Education Review, 1973, p. 43.

31 For nore information on institutional abuses, see the report of Al bert

Deutsch to the Philadel phia State Mental Hospital for Mental D seases,
The Shame of the States, p. 42-43, 1948, also Burton Blatt and Fred
Kaplan's Christmas in Purgatory - A Photographic Essay on Menta
Retardation, p. 22 (1966) as well as the transcripts of the case of
Watt v. Stickney, Gvil No. 3195-N p. 4 (MD., Ala., March 13, 1972)
Both sited in Mirdock p. 147-148.
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are not allowed to continue.

3) Use of Ecological Systenms - In order for children to survive in society

efforts nust be exerted to strengthen all of the social systens the child
will encounter. Such alternatives as mainstreamng or comunity nental
health centers will be discussed in another section of this paper, yet
nmention nmust be nade here of the need for institutions to incorporate eco-

| ogi cal systens in their treatment prograns.

R GHTS OF THE HANDI CAPPED

These reconmendations for inprovenent of residential institutions are
made in light of the rights to which institutionalized children are entitled
O her recommendations will follow at the end of this paper. Perhaps the two
nost critical rights are the rights to humane physical and psychol ogi ca
environnent as well as the right to adequate treatment.* The right to
adequate treatnent has been well articulated by Dr. Mrton Birnbaum who
proposes that the courts nove in to protect and ensure that persons | abel ed
as nental retardates actually receive the nmedical attention which will
help them to regain health and consequently liberty nore expediously.33
The first significant judicial developrment in providing rights to the

handi capped cane in 1966 with the case of Rouse v. Caneron where a statutory

right to treatment was recognized by the District of Colunbia Crcuit Court

32 Charles Murdock, p. 146 - Al so see transcripts of Townsend v. Treadway
(Gvil No. 6500 MD. Tennessee, February 16, 1972) which provided

residents the right to be conpensated for their |abors.

33 Murton Birnbaum "The Right to Treatment” Vol. 46 American Bar Association
Journal 499, 503 (1960).
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by virtue of the 1964 Hospitalization of the Mentally 111 Act.® In sub-
sequent court decisions, the District of Colunbia broadened the definition

of rights by inposing the concept of the "least restrictive alternative" -

whi ch says basically that a person in need of treatnment for a nental ailnment -
yet not dangerous - can not be confined in maxi mum security hospital for the
criminally and dangerously insane.® Yet, the nost far reaching decision

cane in 1971 with the Watt v. Stickney case where the court stated adequate

and effective treatnent is constitutionally required because absent treat-

nent, the hospital is transforned "into a penitentiary where one could be
held indefinitely for no convicted offense . . . the purpose of involuntary
hospitalization for treatnment purposes is treatnment and not nere custodia
care or punishnent."3 Unfortunately, society has not been forced by the
courts to abide by the Watt decision. Institutions are still synonynous to
penitentiaries where infirmties are treated as crimnal offenses. Yet, the
courts have made the biggest advancenent in providing sone senbl ance of

equal protection for these dejected children of society. Perhaps this is
because the judicial process can be described as "the process of principle"

as distinguished from"the art of the possible."® There has been a federa

effort to provide equal protection for the handi capped. This has come in

34 Rouse v. Caneron 373 F. 2d 451 (D.C. Gir. 1966)

35 See the case of Covington v. Harris, 419 F. 2d 617, 622-25 (D.C. Cer. 1969)

36 Watt v. Stickney 325 F. Supp. 781, 784 (on D. Ala., 1971)

37 This canme from Chief Justice Earl Warren "Notre Dame Law School G vi
Ri ghts Lectures" vol. 48 Notre Dane Lawer, p. 14-16 (1972)
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the form of the Education Amendnents of 1974 to Public Law 93-380 which
prohi bits the denial of equal educational opportunity for all children with
specific requirenents for the handi capped and the recently passed Public
Law 94-142, which authorizes $100 mllion for 1976 and $200 nmillion for
fiscal year 1977 as well as a gradually increasing percentage of the national
average pre-pupil expenditure, tinmes the nunber of handi capped children
receiving special education each year thereafter. This nobney is to be
earmarked for the excess costs of educating handi capped children with the
federal government's share of that cost likely to reach twenty percent by
1982.

In assessing inpacts nade to protect the institutionally infirned, one
is rem nded of the theory of justice pronulgated by John Rawl s which states
in part that 1) all parties should receive equal rights to the npst extensive
basic liberties conpatible with sinmlar liberties for others and 2) in-
equalities are to be arranged so that both of them are reasonably expected
to be to/the advantage of everyone as well as attached to positions and
offices open to all.3®

Several alternatives have been inplemented to provide justice for
those individuals who are-subject to institutionalization as a result of

their infirmties. Those alternatives will be discussed briefly in the

next section.

38 John Rawls, A Theory of Justice, Harvard University Press, Canbridge,
Massachusetts (1971) p. 60.
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ALTERNATI VES TO | NSTI TUTI ONALI ZATI ON

There can be no denial that those labeled nentally infirned are
i ndeed different from "normal" children. Yet, this "nmelting pot" society
was founded on a principle of differences. Cultural, racial, ideological
and behavioral differences are to be expected. It is indeed paradoxi cal
then that extreme nmeasures are taken in dealing with the behaviorally dif-
ferent when one considers this country's historical recognition of differences
as a condition of liberty. The crux of the matter in relating to differences
in cognitive or adaptive abilities then becomes a question of whether or not
such differences warrant the exclusion of sonme or all mentally infirned
children from the basic educational system and the rest of society. In 1971
the Suprene Court ruled illegal the policy of states which allowed themto
legislate different treatnent to persons placed by statute in the different
classes on the basis of criteria wholly unrelated to the objective of that
state statute.® What this neans for the handicapped is that exclusion from
public education must be related to the objective of prior state |egislation
or statute. In the absence of such legislation, classification and excl usion
are unreasonable

The Suprene Court has ruled that children cannot reasonably be expected
to succeed in life if denied the opportunity of an education.® Since the
infirmed are nore in need of that opportunity than other nenbers of society,
they should, by right be included or mminstreaned. into the public schoo
system Several studies have been undertaken to prove the fact that con-

sistently retarded pupils nake as much or nore progress in the regular

39 Reed v. Reed, 404 U.S. 71, pp. 75-76 (1971)

40 Brown v. Board of Education, 347 U 'S. 483 (1954)
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grades as they do in special education classes.* It has already been
poi nted out that special education classes and institutions are conposed
of behavioral problem children, slow |earners, and children who do not
speak English as well as the physically disabled and the profoundly in-
firmed. Exclusion is a nmethod of pushing these children out of society

2

while denying them their lifeline.* Certainly, a mainstreaning nodel

woul d nean the elimnation of school exclusion policies for trouble makers,*
while providing essential growh for all teachers who nust neet the chall enge
of actually teaching the different child. Further "average" students re-
ceive personal benefits in the exposure to the less fortunate in heterogenous
groupi ngs.

The concept of mainstreaming is not a new one in educational philosophy
As early as 1871 Sanuel Grdley Howe felt a sure trend in education of
exceptional children would be towards integrating theminto "comon" schools

44

with common classmates in all areas possible.™ The public schools of the

District of Colunbia have inplenmented a nodel of mainstrean ng which seeks

41 Ll oyd Dunn, "Special Education for the MIdly Retarded - Is Mich of It
Justifiable" Exceptional Children, vol. 35, 1968, p. 15. Qher studies
include C. M Hoel ke Effectiveness of Special C ass Placenent for
Educable Mentally Retarded Children, Lincoln, Nebraska: University
of Nebraska, 1966 and Sanuel Kirk, Educating Exceptional Children,
Houghton-M fflin Press, Boston, MA 1962. Both authors found segrega-
tion of special education children to be neither conducive for |earning
nor advantageous to regular classroom teachers.

42 The California Suprene Court in the Serrano v. Priest decision called
education the lifeline of the individual and society. 96 California
Reporter 487 P. 2d 1241 (1971).

43 Arnol d Buccheimer, Explorations in the Role of Guidance for Youth
from the Underclass, Harper and Row, NY 1970, p. 79

44 Taken from Robert Irwin, As | Saw It, NY Anmerican Foundation for the
Blind, 1955, p. 128.
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first to positively enphasize those variables that have been systematically
ignored in traditional special education curriculunms. Those variables
i nclude spontaneity, problemsolving, ability and creativity, effect of
peer groups, social perceptiveness, and especially the cognitive and affective
styles which permt the devel opnent of extensive non-verbal comunication.
In this fashion, children who have severe cultural background discrepancies
are treated based on a strong supportive program to enhance their strengths
and allay any fears and insecurities which nmay have devel oped. A study by
Bragi nsky showed that the institutionalized nentally infirned were no nore
stupid or inadequate than their non-institutionalized counterparts. Further,
these children were able to adopt and use cl everness and resourceful ness
to achi eve hard-won victories.* Does this poi nt out extrene differences?
One other alternative which has been exenplified to facilitate |earning
rather than dejection is the concept of early intervention - which affords
special attention to behaviorally different children while they are still

in kindergarten.®

Enconpassing the idea of the ecol ogical approach is the
Comunity Health Care Center alternative which seeks to avail the infirnmed
Wth all resources and techniques of their own honme and conmunity in

overcom ng the mal ady.

45 Interview with D. C. Public Schools Special Education Assistant Director
Dori s Wodson, Novenber 1974,

46 Bragi nsky, p. 135

47 Peggy Thomas, "An Qunce of Integration” American Education, Departnment
of Health, Education and Wl fare, Decenber 1974.
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PERSONAL RECOMMVENDATI ONS

In a study by Braginsky, ninety-three percent of retardates when
asked the question "Wy are you here" did not believe they were retarded.
Si xty-four percent of these youngsters came from broken hones, another
fifty-one percent from fanmlies receiving public aid. It is easy to agree
with the conclusion of the authors that given certain social-econonic condi-
tions, anyone could become an institutionalized mental retardate.* Actually,
the evidence has shown that of every thirty retarded children, 25 with educa-
tion are capable of achieving self-sufficiency in the sense of entering the
ordinary | abor market. Another four, with education, are also capable of
achieving self-sufficiency, though in enploynment in a sheltered environnent,
and one, with education, is capable of achieving self-care.* Considering
this evidence, | aminclined to collaborate with Bragi nsky who states con-
clusively that the concept of "mental retardation" has led only to enornous
expenditures of tine, effort and nmoney in a useless search for psychic factor
when the real problems exist in society. They feel the concept of mental
retardation should, consequently, be discarded.>

Clearly, it is society which nust accept the blame for vitiated prograns

for the infirmed which serve only to exacerbate conditions rather than foster

heal ings and returns to normal cy.

49 Bragi nsky, p. 135

50 Plaintiff's Menorandumin Support of Their Mtion, Pennsylvania

Association for the Retarded Child v. Commonweal th of Pennsyl vani a,
334 F. Supp. 1257 (E. D. Pa. 1971)

51 Bragi nsky, p. 176

6- 33



Kenneth Cl ark has noted that the cost of correctional welfare and
health services are "intolerably" high in dealing with the consequences
of educational inefficiency® - inplying that society has a noral responsi-
bility to neet the demands of these human casualties in an efficient public
education system Dr. Marvin A Wrtz, Deputy Conmi ssioner of the U S
Ofice O Education Division for the D sadvantaged and Handi capped, Depart-
nment of Health, Education and Welfare, testified that approximately $178, 000
per individual would be saved if children were educated in public institution
for twelve years rather than in life-tinme institutions. He concluded that
"this country could no longer afford to avoid its responsibilities for educa-
ting the handicapped - either in financial or noral terms.">

It appears to this witer that society seeks to maintain a state of
oppression for the culturally and behaviorally different - regardl ess of
the cost. This practice of systematic manipulation of minorities by the
system nust be abated. In order to pronote equal protection, the achieve-
nment of full academ c potential for all, and an end to the practice of
| abeling with inadequate neasuring instruments, the witer proposes the
fol | ow ng:
1) Institutions for the nmentally infirnmed be used only when the profoundly
retarded show they cannot possibly be sustained in a regular academnm c environ-

ment .

52 Kenneth Clark, "Alternative Public School Systens," Harvard Educati onal
Revi ew, Harvard University Press, Canbridge, MA 1970, p. 103.

53 Dr. Marvin Wrtz - 1966 Report of the Governor's Conmission to Study
t he Educational Needs of Handi capped Children in Maryl and.
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2) In the event that institutions are maintained for the profoundly

retarded, they should be inproved as foll ows:

a) Staff should have intensive pre and in-service training so that
they're able to satisfy the needs residents have for solicitude, nurturance,
love and constant attention as well as adequate nedical treatnment upon
proper diagnosis.

b) Periodic federal inspections be made to insure cleanliness within
the actual facility and discontinuance of federal funds if physical abuses

are noted

¢) Funds be discontinued if periodic nonitoring by the federal or
state governnments reveal malpractice.

d) Inmates be allowed frequent visits to the home and conmunity so
that the environnent he will eventually return to is not alien to him

e) Criterion tests be taken quarterly to deternine progress and
devel opment so that the resident and conmunity can anticipate a tine table
for rel ease

f) Foster hones and parents be provided for residents who conme from
broken famlies where they've been tragically neglected.

g) Acadeni c experience be inplemented to enhance innate individua
ability and nmaxinize cognitive, affective and psychonotor potenti al
3) In cases where profound retardation is non-existent, the mildly retarded
troubl emakers, delinquents, physically handi capped and dejected ethnic

mnorities should be mainstreamed into regular classroons with enphasis

as follows:
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a) Devel opnent of individualized curriculumso that problem children
are dealt with on the basis of their incomensurable needs within a per
pupi | budgeting system *

b) Peer teaching, multi-age grouping, teamteaching, slip sessions,
and criterion referenced tests be enployed to facilitate learning while
pronoti ng heterogeneous appreciation of differences.

c) Classroom and speci al subject teachers receive in-service training
along with school psychol ogists and social workers so that extrenely dis-
ruptive children are not pushed out but given adequate individualized
t herapeutic treatnent.

The actual inplenentation of these recomendations requires the courage
of parents, teachers, admnistrators, and political |eaders. The genius
of true leadership is a conviction to do the inpossible while exenplifying
belief in the far reaching possibilities of all human potential. As John
F. Kennedy once noted, "The true neasure of a society can be seen in what
it does for its nenbers who are |east endowed."®® Surely, few of us would

di sagr ee.

CONCLUSI ONS
In light of the evidence which proves labeling and resultant institu-
tionalization are not the best techniques for healing, several alternatives

and recomendati ons have been postulated. Those alternatives were

54 For nore information, see Crystal Kuykendall for "The Rationale for
I ncommensurability," unpublished paper presented to the D. C. Board
of Education, Novenber, 1974.

55 Haggerty, Kane and Udall "An Essay on the Legal Rights of the Mentally
Ret arded" p. 61 - taken from Murdock, p. 171.
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1) use of nmaminstream ng nodels, 2) early intervention, 3) comunity health
care facilities and 4) where institutionalization is a necessity, inprove-
nment of the operation and program of those facilities society can best
address needs of those who nust be institutionalized through periodic

eval uation, adequate testing and nonitoring of institutional efforts.

The nentally infirmed need not endure prolonged physical and nmenta
abuse, pedagogi cal oppression or nonstrous abridgenents of their human rights
at the expense of societal assaugement. Those nost conmitted to justice
must join the struggle to correct these inequities through collaborative
efforts, involving whole communities - as well as personal avowals to per-

sist until the ultimate victory is satisfactorily achieved.
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Wor kshops 3 & 4

Resol uti on and Recommendati ons
of the
Wor kshop on Children

National Mnority Conference
on
Humman Experinentation
January 8, 1976

PREAMBLE

We call for an imediate halt of experinmentation and research
of healthy children until such tine relatively adequate nunbers of
mnority (sic)* professionals are trained and involved in the process
of design, inplenentation, and nonitoring such activities. As a con-
current alternative we recommend that proposed research be subnitted
to a panel of mnority (sic) peer representatives of the researchers
and minority (sic) peer representatives of the subject(s) who wll
nonitor the procedures and process of the proposed research. Wthout
the approval of the panel the proposed research would not be approved

Definition of experinmentation

Del i berate attenpts at inducing or altering body or nental func-
tions, directly or indirectly in individuals or groups primarily for
t he advancenent of health, science, and hunan wel fare using untested
procedures, drugs and sources. The categories of experinentation are
1) physical; 2) behavioral (psychological and enotional); 3) political
social and cultural; and they are a), controlled and uncontrolled
and b) reported and unreported.

A.  STATEMENTS

1. The boundari es between research and treatnent -
Definition of treatnent: The use of approved standards and
procedures that are not harnful or experinental

a. Maxi nrum saf eguards nmust be provided to prevent
abuse and purposeful mnisrepresentation of research
and treatnment by providers. Maxi mum consuner
advocacy nust be considered

b. I ndi viduals, particularly children, should not
be denied the best in treatnent; and shoul d not
be experinented upon as a result of that denial

* |t is felt that the termmnority is an inappropriate ternm there-
fore, negative use of a mind-controlling |abel to describe people
of color.
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2. The use of risk/benefit criteria in deternining the appropriateness

of

a.

b

C

d.

research involving human subjects. Such criteria nust:
Properly address the rights of individuals

Be closely nonitored

Be well defined

Maxi nmi ze benefits to the individual subject

3. CGuidelines for the selection of subjects:

a.

b

Prohi bit exploitation/use of any one segnent of child popul ation
as subjects

I ncarcerated children should not be used for experinentation

unl ess they are not disproportionately represented in the nunbers
proportionate to their mnority (sic) representation in the
country. In addition, no research on children should be conducted
unl ess that research is designed to specially inprove that par-
ticular child s condition.

4. There should be no practice of psychosurgery.

5. Informed Consent

a.

b

No parent or legal representative or guardian shall be permtted
to consent to a non-therapeutic experinent unless there is also
obtained the infornmed consent of a third party representing the
interests of the child and having no affiliation with the persons
or institutions sponsoring or conducting the research. Explana-
tion to child and third party advocate of the risks and benefits
of the procedures proposed should be maxi mum to the point of
understanding prior to obtaining informed consent. In addition
the subject and advocate nmust be inforned of the name of the
research, the institution, foundation or agency conducting or
sponsoring the research, the source of funds and the qualifica-
tion and prior experience of the researcher.

No child over age 7 shall be the subject of non-therapeutic re-
search without the child's informed consent.

6. Because of lack of concern for human and/or limted know edge about
experinentation;

Because Research Centers and "Researchers" are renoved and/or de-
liberately walled-off from the community; we reconmend the follow ng:

Whereas research often tines affects the local community directly
and indirectly, research centers nust be closely aligned with the
| ocal conmmunity.
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The Cascade System introduced in 1962 by Maynard Reynol ds of the
University of Mnnesota is a continuous series of less restrictive alter-
natives which inmply that handi capped children can be transferred into
cl assroom environments. The nodel is illustrated in Figure 1.%® Al of
these alternatives serve to reject the notion that children |abeled as
infirmties cannot learn and reach their full potential in an average
classroom setting. Further, they inply that society nust accept its respon-

sibility to protect the rights and fundanental interests of all citizens.

THE CASCADE SYSTEM

Everyday C assroom — Regul ar C assroom with Consul tants
4
Regul ar C assroom with Itinerant Teachers

Regul ar C assroom with Special Resource Room

Part-tine Special C ass

v

Full-tine Special ddass

Special "Day School
¥

Resi dential School
R
Hospi tal School
N

Resi denti'al Hospital

Figure 1.

48 This nodel is taken from "One Qut of Ten - School Planning for the
Handi capped"” Report from the Educational Facilities Library of
Congress Catal og No. 74-21605.
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Wiereas the local community nust be notified with public announce-
ment 60-90 days prior to any experinentation with any human subject.
And be allowed the opportunity to advise and contribute to that par-
ticular research project throughout the conpletion of that research
proj ect .

7. Protection of subjects in non-DHEW regul ated research must occur

by establishing uniform regulated control at the state level. If
states continue to proceed with decentralized research regul ations
there will be greater discrepancy in the protection and treatment

of subjects. The state guidelines should be established and enforced
as dictated by the Federal regulations.
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RESPONSI BI LI TY I N | NVESTI GATI ONS ON HUVAN SUBJECTS

Excerpt from the Report of the British Mdical Research Council






RESPONSIBILITY
IN INVESTIGATIONS ON
HUMAN SUBJECTS

Reprinted from the Report of the Medical Research Council
for 1962-63 (Cmnd. 2382), Pages 21-25
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Responsibility in Investigations on Human Subjects
STATEMENT BY THE MEDICAL RESEARCH COUNCIL

During the last fifty years, medica knowledge has advanced more rapidly
than a any other period in its history. New understandings, new treatments,
new diagnostic procedures and new methods of prevention have been, and are
being, introduced at an ever-increasing rate; and if the benefits that are now
becoming possible are to be gained, these devel opments must continue.

Undoubtedly the new era in medicine upon which we have now entered is
largely due to the marriage of the methods of science with the traditiona
methods of medicine. Until the turn of the century, the advancement of clinica
knowledge was in general confined to that which could be gained by observation,
and means for the analysis in depth of the phenomena of heath and disease
were seldom available. Now, however, procedures that can safely, and
conscientioudly, be applied to both sick and healthy human beings are being
devised in profusion, with the result that certainty and understanding in medicine
are increasing apace.

Yet these innovations have brought their own problems to the clinica
investigator. In the past, the introduction of new treatments or investigations
was infrequent and only rarely did they go beyond a margina variation on
established practice. Today, far-ranging new procedures are commonplace
and such are their potentialities that their employment is no negligible
consideration. As a result, investigators are frequently faced with ethical and
sometimes even legal problems of great difficulty. It is in the hope of giving
some guidance in this difficult matter that the Medical Research Council
issue this statement.

A digtinction may legitimately be drawn between procedures undertaken as
part of patient-care which are intended to contribute to the benefit of the
individual patient, by treatment, prevention or assessment, and those procedures
which are undertaken either on patients or on heathy subjects solely for the
purpose of contributing to medical knowledge and are not themselves designed
to benefit the particular individual on whom they are performed. The former
fall within the ambit of patient-care and are governed by the ordinary rules of

professional conduct in medicine; the latter fall within the ambit of investigations
on volunteers.

Important considerations flow from this distinction.

Procedures contributing to the benefit of the individual
In the case of procedures directly connected with the management of the

condition in the particular individual, the relationship is essentialy that between
doctor and patient. Implicit in this relationship is the willingness on the part of
the subject to be guided by the judgment of his medical attendant. Provided,
therefore, that the medical attendant is satisfied that there are reasonable
grounds for believing that a particular new procedure will contribute to the
benefit of that particular patient, either by treatment, prevention or increased
understanding of his case, he may assume the patient’s consent to the same
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extent as he would were the procedure entirely established practice. It is
axiomatic that no two patients are alike and that the medical attendant must
be at liberty to vary his procedures according to his judgment of what is in
his patients best interests. The question of novelty is only relevant to the
extent that in reaching a decision to use a novel procedure the doctor, being
unable to fortify his judgment by previous experience, must exercise specia
care. That it is both considerate and prudent to obtain the patient’s agreement
before using a novel procedure is no more than a requirement of good medical
practice.

The second important consideration that follows from this distinction is that
it is clearly within the competence of a parent or guardian of a child to give
permission for procedures intended to benefit that child when he is not old or
intelligent enough to be able himself to give avalid consent.

A category of investigation that has occasionaly raised questions in the
minds of investigators is that in which a new preventive, such as a vaccine,
is tried. Necessarily; preventives are given to people who are not, at the moment,
suffering from the relevant illness. But the ethical and legal considerations
are the same as those that govern the introduction of a new treatment. The
intention is to benefit an individua by protecting him against a future hazard;
and it is a matter of professiona judgment whether the procedure in question
offers a better chance of doing so than previously existing measures.

In genera, therefore, the propriety of procedures intended to benefit the
individual—whether these are directed to treatment, to prevention or to
assessment—are determined by the same considerations as govern the care of
patients. At the frontiers of knowledge, however, where not only are many
procedures novel but their value in the particular instance may be debatable,
it iswise, if any doubt exists, to obtain the opinion of experienced colleagues
on the desirability of the projected procedure.

Control subjects in investigations of treatment or prevention

Over recent years, the development of treatment and prevention has been
greatly advanced by the method of the controlled clinical tria. Instead of
waiting, as in the past, on the slow accumulation of general experience to
determine the relative advantages and disadvantages of any particular measure,
it is now often possible to put the question to the test under conditions which
will not only yield a speedy and more precise answer, but also limit the risk of
untoward effects remaining undetected. Such trials are, however, only feasible
when it is possible to compare suitable groups of patients and only permissible
when there is a genuine doubt within the profession as to which of two treatments
or preventive regimes is the better. In these circumstances it is justifiable to
give to a proportion of the patients the novel procedure on the understanding
that the remainder receive the procedure previoudy accepted as the best. In the
case when no effective treatment has previously been devised then the situation

should be fully explained to the participants and their true consent obtained.

Such controlled trials may raise ethical points which may be of some difficulty.
In genera, the patients participating in them should be told frankly that two
different procedures are being assessed and their co-operation invited.
Occasionaly, however, to do so is contra-indicated. For example, to awaken
patients with a possibly fatal illness to the existence of such doubts about
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effective treatment may not always be in their best interest; or suspicion may
have arisen as to whether a particular treatment has any effect apart from
suggestion and it may be necessary to introduce a placebo into part of the tria
to determine this. Because of these and similar difficulties, it isthe firm opinion
of the Council that controlled clinical trias should always be planned and
supervised by a group of investigators and never by an individual alone. It goes
without question that any doctor taking part in such a collective controlled
trial is under an obligation to withdraw a patient from the trial, and to institute
any treatment he considers necessary. should this, in his persona opinion,
be in the better interests of his patient.

Procedures not of direct benefit to the individual

The preceding considerations cover the majority of clinical investigations.
There remains, however, alarge and important field of investigations on human
subjects which aims to provide normal values and their variation so that abnormal
values can be recognized. This involves both ill persons and ‘healthy’ persons,
whether the latter are entirely healthy or patients suffering from a condition
that has no relevance to the investigation. In regard to persons with a particular
illness, such as metabolic defect, it may be necessary to know the range of
abnormality compatible with the activities of normal life or the reaction of such
persons to some change in circumstances such as an dteration in diet. Similarly
it may be necessary to have a clear understanding of the range of a normal
function and its reaction to changesin circumstances in entirely healthy persons.
The common feature of this type of investigation is that it is of no direct benefit
to the particular individual and that, in consequence, if he is to submit to it he
must volunteer in the full sense of the word.

It should be clearly understood that the possibility or probability that a
particular investigation will be of benefit to humanity or to posterity would
afford no defence in the event of legal proceedings. The individua has rights
that the law protects and nobody can infringe those rights for the public good.
In investigations of thistypeit is, therefore, always necessary to ensure that the
true consent of the subject is explicitly obtained.

By true consent is meant consent freely given with proper understanding
of the nature and consequences of what is proposed. Assumed consent or
consent obtained by undue influence is valudess and, in this latter respect,
particular care is necessary when the volunteer stands in special relationship

to the investigator as in the case of a patient to his doctor, or a student to his
teacher.

The need for obtaining evidence of consent in this type of investigation has
been generally recognized, but there are some misunderstandings as to what
congtitutes such evidence. In generd, the investigator should obtain the consent
himsdlf in the presence of another person. Written consent unaccompanied
by other evidence that an explanation has been given, understood and accepted
is of little value.

The situation in respect of minors and mentaly subnorma or mentally
disordered personsis of particular difficulty. In the strict view of the law parents
and guardians of minors cannot give consent on their behalf to any procedures
which are of no particular benefit to them and which may carry some risk
of harm. Whilst English law does not fix any arbitrary age in this context,
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it may safely be assumed that the Courts will not regard a child of 12 years
or under (or 14 years or under for boys in Scotland) as having the capacity to
consent to any procedure which may involve him in an injury. Above this age
the redlity of any purported consent which may have been obtained is a question
of fact and as with an adult the evidence would, if necessary, have to show that
irrespective of age the person concerned fully understood the implications to
himself of the procedures to which he was consenting.

In the case of those who are mentally subnorma or mentally disordered the
reality of the consent given will fall to be judged by similar criteria to those
which apply to the making of awill, contracting a marriage or otherwise taking
decisions which have lega force as well as moral and socia implications.
When true consent in this sense cannot be obtained, procedures which are of no
direct benefit and which might carry a risk of harm to the subject should not
be undertaken.

Even when true consent has been given by a minor or a mentally subnormal
or mentally disordered person, considerations of ethics and prudence ill
require that, if possible, the assent of parents or guardians or relatives, as the
case may be, should be obtained.

Investigations that are of no direct benefit to the individua require, therefore,
that his true consent to them shall be explicitly obtained. After adequate
explanation, the consent of an adult of sound mind and understanding can be
relied upon to be true consent. In the case of children and young persons the
guestion whether purported consent was true consent would in each case depend
upon facts such as the age, intelligence, situation and character of the subject
and the nature of the investigation. When the subject is below the age of 12 years,
information requiring the performance of any procedure involving his body
would need to be obtained incidentally to and without atering the nature of a
procedure intended for his individual benefit.

Professional discipline

All who have been concerned with medical research are aware of the impossi-
bility of formulating, any detailed code of rules which will ensure that
irreproachability of practice which alone will suffice where investigations on
human beings are concerned. The law lays down a minimum code in matters
of professional negligence and the doctrine of assault. But this is not enough.
Owing to the special relationship of trust that exists between a patient and his
doctor, most patients will consent to any proposal that is made. Further, the
considerations involved in a novel procedure are nearly always so technica
as to prevent their being adequately understood by one who is not himsalf an
expert. It must, therefore, be frankly recognized that, for practical purposes,
an inescapable moral responsibility rests with the doctor concerned for deter-
mining what investigations are, or arc not, proposed to a particular patient
or volunteer. Nevertheless, moral codes are formulated by man and if, in the
ever-changing circumstances of medical advance, their relevance is to be
maintained, it is to the profession itsalf that we must look, and in particular to
the heads of departments, the specialized Societies and the editors of medical
and scientific journals.

In the opinion of the Council, the head of a department where investigations
on human subjects take place has an inescapable responsibility for ensuring that
practice by those under his direction is irreproachable.

7-5



In the same way the Council feel that, as a matter of policy, bodies like
themselves that support medical research should do everything in their power
to ensure that the practice of all workers whom they support shall be
unexceptionable and known to be so.

So speciadized has medical knowledge now become that the profession in
genera can rarely deal adequately with individual problems. In regard to any
particular type of investigation, only asmall group of experienced men who have
specidized in this branch of knowledge are likely to be competent to pass an
opinion on the justification for undertaking any particular procedure. But in
every branch of medicine specialized scientific societies exist. It is upon these
that the profession in general must mainly rely for the creation and maintenance
of that body of precedents which shall guide individual investigators in case of
doubt, and for the critical discussion of the communications presented to them
on which the formation of the necessary climate of opinion depends.

Finaly, it is the Council’s opinion that any account of investigations on human
subjects should make clear that the appropriate requirements have been fulfilled
and, further, that no paper should be accepted for publication if there are any
doubts that such is the case.

The progress of medical knowledge has depended, and will continue to
depend, in no small measure upon the confidence which the public has in those
who carry out investigations on human subjects, be these hedthy or sick.
Only in so far as it is known that such investigations are submitted to the
highest ethical scrutiny and self-discipline will this confidence be maintained.
Mistaken, or misunderstood, investigations could do incaculable harm to
medical progress. It is our collective duty as a profession to see that this does
not happen and so to continue to deserve the confidence that we now enjoy.
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Society for Research in Child Development

ETHICAL STANDARDS FOR
RESEARCH WITH CHILDREN

Leon Yarrow, President of SRCD, presents
the following report prepared by the Com-
mittee on Ethics in Research with Children.

Children as research subjects present
ethical problems for the investigator dif-
ferent from those presented by adult sub-
jects. Not only are children often viewed
as more vulnerable to stress but, having
less knowledge and experience, they are
less able to evaluate what participation
in research may mean. Consent of the par-
ent for the study of his child, moreover,
must be obtained in addition to the child’s
consent. These are some of the major dif-
ferences between research with children and
research with adults.

1. No matter how young the child, he has
rights that supersede the rights of the
investigator. The investigator should
measure each operation he proposes in
terms of the child’s rights, and before
proceeding he should obtain the approv-
al of a committee of peers. Institu-
tional peer review committees should be
established in any setting where chil-
dren are the subjects of the study.

2. The final responsibility to establish
and maintain ethical practices in re-
search remains with the individual in-
vestigator. He is also responsible for
the ethical practices of collaborators,
assistants, students, and employees,
all of whom, however, incur parallel
obligations.

3. Any deviation from the following prin-
ciples demands that the investigator
seek consultation on the ethical issues
in order to protect the rights of the
research participants.

4. The investigator should inform the
child of all features of the research
that may affect his willingness to par-
ticipate and he should answer the
child’s questions in terms appropriate
to the child’'s comprehension.
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5. The investigator should respect the

child’s freedom to choose to participate
in research or not, as well as to dis-
continue participation at any time. The
greater the power of the investigator
with respect to the participant, the
greater is the obligation to protect

the child's freedom.

. The informed consent of parents or of

those who act in loco parentis (e.g.,
teachers, superintendents of institu-
tions) similarly should be obtained,
preferably in writing. Informed con-
sent requires that the parent or other
responsible adult be told all features
of the research that may affect his
willingness to allow the child to par-
ticipate. This information should in-
clude the profession and institutional
affiliation of the investigator. Not
only should the right of the responsible
adult to refuse consent be respected,
but he should be given the opportunity
to refuse without penalty.

. The informed consent of any person

whose interaction with the child is the
subject of the study should also be ob-
tained. As with the child and respon-
sible adult, informed consent requires
that the person be informed of all fea-
tures of the research that may affect
his willingness to participate; his
guestions should be answered; and he
should be free to choose to participate
or not, and to discontinue participation
at any time.

. From the beginning of each research in-

vestigation, there should be a clear a-
greement between the investigator and
the research participant that defines
the responsibilities of each. The in-
vestigator has the obligation to honor
all promises and commitments of the a-
greement.

. The investigator uses no research oper-

ation that may harm the child either
physically or psychologically. Psycho-
logical harm, to be sure, is difficult
to define; nevertheless, its definition
remains the responsibility of the in-
vestigator. When the investigator is
in doubt about the possible harmful ef-
fects of the research operations, he
seeks consultation from others. when
harm seems possible, he is obligated to
find other means of obtaining the infor-
mation or to abandon the research.



10.

11.

12.

13.

14.

Although we accept the ethical ideal of
full disclosure of information, a par-
ticular study may necessitate conceal-
ment or deception. Whenever conceal-
ment or deception is thought to be es-
sential to the conduct of the study,
the investigator should satisfy a com-
mittee of his peers that his judgment
is correct. If concealment or decep-
tion is practiced, adequate measures
should be taken after the study to en-
sure the participant’s understanding
of the reasons for the concealment or
deception.

The investigator should keep in confi-
dence all information obtained about
research participants. The partici-
pant’'s identity should be concealed in
written and verbal reports of the re-
sults, as well as in informal discus-
sions with students and colleagues.
When a possibility exists that others
may gain access to such information,
this possibility, together with the
plans for protecting confidentiality,
should be explained to the partici-
pants as a part of the procedure for
obtaining informed consent.

To gain access to institutional records
the investigator should obtain permis-
sion from responsible individuals or
authorities in charge of records. He
should preserve the anonymity of the
information and extract no information
other than that for which permission
was obtained. It is the investigator’s
responsibility to insure that these au-
thorities do, in fact, have the confi-
dence of the subject and that they bear
some degree of responsibility in giving
such permission.

Immediately after the data are collected,
the investigator should clarify for the
research participant any misconceptions,
that may have arisen. The investigator
also recognizes a duty to report general
findings to participants in terms appro-
priate to their understanding. Where
scientific or humane values may justify
withholding information, every effort
should be made so that withholding the
information has no damaging consequences
for the participant.

Because the investigator's words may
carry unintended weight with parents
and children, caution should be exer-
cised in reporting results making e-
valuative statements, or giving advice.
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15. When, in the course of research, infor-
mation comes to the investigator's at-
tention that may seriously affect the
child’s well-being, the investigator
has a responsibility to discuss the in-
formation with those expert in the field
in order that the parents may arrange
the necessary assistance for their
child.

16. When research procedures may result in
undesirable consequences for the parti-
cipant that were previously unforeseen
the investigator should employ appro-
priate measures to correct these conse-
guences, and should consider redesign-
ing the procedures.

17. The investigator should be mindful of
the social, political, and human impli-
cations of his research and should be
especially careful in the presentation
of his findings. This standard, how-
ever, in no way denies the investigator
the right to pursue any area of research
or the right to observe proper standards
of scientific reporting.

18. When an experimental treatment under
investigation is believed to be of bene-
fit to children, control groups should
be offered other beneficial alternative
treatments, if available, instead of no
treatment.

19. Teachers of courses related to children

should demonstrate their concern for

the rights of research participants by
presenting these ethical standards to
their students so that from the outset
of training the participants’ rights

are regarded as important as substan-
tive findings and experimental design.

20. Every investigator has a responsibility
to maintain not only his own ethical
standards but also those of his col-
leagues.

21. Editors of journals reporting investi-
gations of children have certain re-
sponsibilities to the authors of studies
they review: they should provide space
where necessary for the investigator to
justify his procedures and to report
the precautions he has taken. When the
procedures seem questionable, editors
should ask for such information.
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DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

National Institutes of Health
PROTECTION OF HUMAN SUBJECTS
Policiesand Procedures

In the FEDERAL REGISTER of October 9,
1973 (38 FR 27882 et seq.), the Secre-
tary of Health, Education, and Welfare
issued a notice of proposed rulemaking
concerning the protection of human sub-
jects and mentioned that DHEW through
the National Institutes of Health, had
appointed a special study group to re-
view and recommend policies and special
procedures for the protection of chil-
dren, prisoners, and the institutionalized
mentally infirm in research, develop-
ment, and demonstration activities. The
report of this study group has been com-
pleted in draft form and reviewed by the
Director, NIH.

There may well be elements in the
recommendations which will provoke
debate and controversy. We recognize
that public consideration and comment
are vital to the development of our final
recommendations to the Secretary and
are inviting such comment now even
though the materials are still pending
final review and completion. The product
of our effort after considering public
comment will be transmitted to the As-
sistant Secretary for Health, HEW to
recommend to the Secretary, HEW that
it appear again in the FEDERAL REGISTER
as proposed rulemaking for further pub-
lic comment. Such a procedure is con-
sistent with long established DHEW pol-
icy for permitting extensive public op-
portunity to affect the promulgation of
DHEW regulations.

It must be clearly understood by the
reader that the material that follows is
not proposed rulemaking in the technical
sense, and is not presented as Depart-
mental, Public Health Service, or NIH
policy. Rather it is a draft working docu-
ment on which early public comment
and participation is invited.

Please address any comments on these
draft policies and procedures to the Di-
rector, National Institutes of Health, 9000
Rockville Pike, Bethesda, Maryland
20014. All comments should be received
byJanuary 4, 1974.

Additional copies of this notice are
available from the Chief, Institutional
Relations Branch, Division of Research
Grants, National Institutes of Health.
9000 Rockville Pike, Bethesda, Maryland
20014.

Dated: November 6, 1973.

ROBERT S. STONE,
Director,
National Institutes of Health.

RESEARCH, DEVELOPMENT, AND DEMONSTRA-
TION ACTIVITIES: LIMITATIONS OF IN—
FORMED CONSENT

SPECIAL POLICY CONSIDERATIONS
Summary
NOVEMBER 5, 1973.

The mission of the Department of
Health, Education, and Welfare includes

NOTICES

the improvement of the health of the Na-
tion’s people through research, develop-
ment, and demonstration activities which
at times involve human subjects. Thus,
policies and procedures are required for
the protection of subjects on whose par-
ticipation these activities depend.

Informed consent is the keystone of
the protection of human subjects in-
volved in research, development, and
demonstration activities. Certain cate-
gories of persons have limited capacity
to concent to their involvement in such
activities. Therefore, as a supplement to
DHEW policies, special protections are
proposed for children, prisoners, and the
mentally infirm who are to be involved
in research, development, and demon-
stration activities.

Agency “Ethical Review Boards” are to
be established to provide rigorous review
of the ethical issues in research, develop-
ment, and demonstration activities in-
volving human subjects, in order to
make judgments regarding societal ac
ceptability in relation to scientific value.
“Protection Committees” are to be estab-
lished by the applicant to provide “sup-
plementary judgment” concerning the
reasonableness and validity of the con-
sent given by, or on behalf of, subjects.
The intent of this policy is that institu-
tions which apply for DHEW funds or
submit research in fulfillment of DHEW
regulations, must be in compliance with
these special protections, whether or not
particular research, development, or dem-
onstration activities are Federally activ-
ities.

1. Children. If the health of children is
to be improved, research activities in-
volving their participation is often essen-
tial. Limitation of their capacity to give
informed consent, however, requires that
certain protections be provided to assure
that scientific importance is weighed
against other social values in determining
acceptable risk to children. Therefore,
research, development, and demonstra-
tion activities which involve risk to chil-
dren who participate must:

a. Include a mechanism for obtaining
the consent of children who are 7 years
of age or older;

b. Include the applicant’s proposal for
use of a Protection Committee which is
appropriate to the nature of the activity;

c. Be reviewed and approved, in con-
formity with present DHEW policy, by
an Organizational Review Committee;
and

d. Be reviewed by the appropriate
agency Primary Review Committee, the
Ethical Review Board, and the appro-
priate secondary review group.

2. Special categories.—a. The Abortus.
No research, development, or demonstra-
tion activity involving the non-viable
abortus shall be conducted which:

1. Will prolong heart beat and respira-
tion artificially solely for the purpose of
research;

2. Will of itself terminate heart beat
and respiration;

3. Has not been reviewed by the agency
Ethical Review Board; and

4. Has not been consented to by the
pregnant woman with participation of a
Protection Committee.

(An abortus having the capacity to sus-
tain heart beat and respiration is in fact
a premature infant, and all regulations
governing research on children apply.)

b. The fetus in utero. No research
involving pregnant women shall be con-
ducted unless:

1. Primary Review Groups assure that
the activity is not likely to harm the
fetus;

2. the agency Ethical Review Board
has reviewed the activity;

3. a Protection Committee is operat-
ing in a manner approved by the agency;
and

4. the consent of both prospective
legal parents has been obtained, when
reasonably possible.

C. Products of in vitro fertilization. No
research  involving implantation of
human ova which have been fertilized
in vitro shall be approved until the
safety of the technique has been demon-
strated as far as possible in sub-human
primates, and the responsibilities of the
donor and recipient “parents” and of
research institutions and personnel have
been established. Therefore, no such re-
search may be conducted without review
of the Ethical Review Board and of a
Protection Committee.

3. Prisoners. Research, development,
and demonstration activities involving
human subjects often require the partic-
ipation of normal volunteers. Prisoners
may be especially suitable subjects for
such studies, although there are prob-
lems concerning the voluntariness of the
consent of normal volunteers who are
confined in institutions. Certain pro-
tections are required to compensate for
the diminished autonomy of prisoners in
giving voluntary consent. Research, de-
velopment, and demonstration activities
involving prisoners must:

a. Include the applicant’s proposal for
use of a Protection Committee which is
appropriate to the nature of the activity;

b. Be reviewed and approved by an
Organizational Review Committee which
may already exist in compliance with
present DHEW policy or which must be
appointed in a manner approved by the
appropriate DHEW agency;

c. Be reviewed by the agency Primary
Review Committee; and

d. Be conducted in an institution
which is accredited by the Secretary of
Health, Education, and Welfare.

4. The mentally infirm. Insofar as the
institutionalized mentally infirm might
lack either the competency or the au-
tonomy (or both) to give informed con-
sent, their participation in research re-
quires additional protection:

a. Research, development and demon-
stration activities involving the mentally
infirm will be limited to investigations
concerning (1) diagnosis, etiology, pre-
vention, or treatment of the disability
from which they suffer, or (2) aspects of
institutional life, per se, or (3) infor-
mation which can be obtained only from
such subjects.

All research, development and demon-
stration activities involving such per-
sons must:

1. Include the applicant’s assurance
that the study can be accomplished only
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with the participation of the mentally
infirm;

2. Include the applicant’s proposal
for use of a Protection Committee which
is appropriate to the activity; and

3. Be reviewed and approved by an
Organizational Review Committee, in
conformity with present DHEW policy.
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INTRODUCTION

The mission of the Department of
Health, Education, and Welfare includes
the improvement of the health of the
Nation’s people through biomedical re-
search. This mission requires the estab-
lishment of policy and procedures for the
protection of subjects on whose partici-
pation that research depends. In DHEW
policy, as well as in ethical codes per-
taining to research in human subjects,
the keystone of protection is informed
consent.

An uncoerced person of adult years
and sound mind may consent to the ap-
plication of standard medical procedures
in the case of illness, and when fully and
properly informed, may legally and
ethically consent to accept the risks of
participating in research activities. Par-
ents and legal guardians have authority
to consent on behalf of their child or
ward to established therapeutic proce-
dures when the child is suffering from an
illness, even though the treatment might
involve some risk.

There is no firm legal basis, however,
for parental or guardian consent to par-
ticipation in research on behalf of sub-
jects who are incompetent, by virtue of
age or mental state, to understand the
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information provided and to formulate
the judgments on which valid consent
must depend. In addition, current poli-
ties for clinical research afford such sub-
jects inadequate protection. Nevertheless,
to proscribe research on all such subjects,
simply because existing protections are
inadequate, would be to deny them po-
tential benefits, and is, therefore, in-
equitable. Knowledge of some diseases
and therapies can be obtained only from
those subjects (such as children) who
suffer from the disease or who will be
receiving the therapy. Their participa-
tion in research is necessary to progress
in those fields of medicine. When such
subjects participate in research, they
need more protection than is provided
by present policy.

There are other individuals who might
be able to comprehend the nature of the
research, but who are involuntarily con-
fined in institutions. Insofar as incar-
ceration might diminish their freedom
of choice, and thus limit the degree to
which informed consent can be freely
given, they too need additional protec-
tion. Current policies do not recognize
the limitations on voluntariness of con-
sent which may emanate from incar-
ceration.

This addition to existing policy is of-
fered as a means of providing adequate
protection to subjects who, for one rea-
son or another, have a limited ability to
give truly informed and fully autono-
mous consent to participate in research.
The aim is to set standards which are
both comprehensive and equitable, in
order to provide protection and, to the
extent consistent with such protection,
maintain an environment in which clin-
ical research may continue to thrive.

1. Definitions. For purposes of this
policy:

A. Subject at risk means any individ-
ual who might be exposed to the possi-
bility of harm (physical, psychological,
sociological, or other) as a consequence
of participation as a subject in any re-
search, development or demonstration
activity  (hereinafter called “activity”)
which goes beyond the application of es-
tablished and accepted methods neces-
sary to meet his needs.

B. Clinical research means an inves-
tigation involving the biological, behav-
ioral, or psychological study of a per-
son, his body or his surroundings. This
includes but is not limited to any medi-
cal or surgical procedure, any withdraw-
al or removal of body tissue or fluid, any
administration of a chemical substance,
any deviation from normal diet or daily
regimen, and any manipulation or ob-
seravtion of bodily processes, behavior
or environment. Clinical research com-
prises four categories of activity:

1. Studies which conform to estab-
lished and accepted medical practice
with respect to diagnosis or treatment of
an illness.

2. Studies which represent a deviation
from accepted practice, but which are
specfically aimed at improved diagnosis,
prevention, or treatment of a specific ill-
ness in a patient.
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3. Studies which are related to a pa-
tient’s disease but from which he or she
will not necessarily receive any direct
benefit.

4. Investigative, non-therapeutic re-
search in which there is no intent or ex-
pectation of treating an illness from
which the patient is suffering, or in
which the subject is a “normal control”
who is not suffering from an illness but
who volunteers to participate for the po-
tential benefit of others.

It is important to emphasize that
“non-therapeutic” is not to be under-
stood as meaning “harmful.” Under-
standing of normal processes is essen-
tial; it is the prerequisite, in many in-
stances, to recognition of those devia-
tions from normal which define disease.
Important knowledge can be gained
through such studies of normal proc-
esses. Although such research might not
in any way benefit the subjects from
whom the data are obtained, neither
does it necessarily harm them.

Patients participating in studies iden-
tified in paragraph B-1, above, are not
considered to be at special risk by virtue
of participating in research activities,
and this policy statement offers no spe-
cial protection to them. When patients
or subjects are involved in procedures
identified in paragraphs B2, B3, and B4,
they are considered to be “at risk,” and
the special policy and procedures set
forth in this document pertain. Excluded
from this definition are studies in which
the risk is negligible, such as research re-
quiring only, for example, the recording
of height and weight, collecting excreta,
or analysing hair, deciduous teeth, or nail
clippings. Some studies which appear to
involve negligible physical risk might,
however, have psychological, sociological
or legal implications which are signifi-
cant. In that event, the subjects are in
fact “at risk,” and appropriate proce-
dures described in this document shall
be applied.

C. Children are individuals who have
not attained the legal age of consent to
participate in research as determined
under the applicable law of the jurisdic-
tion in which the proposed research is to
be conducted.

D. Pregnancy encompasses the period
of time from implantation until delivery.
All women during the child bearing years
should be considered at risk of preg-
nancy; hence, prudence requires defini-
tive exclusion of pregnancy when women
in this period of life are subjects for ex-
perimentation which might affect the
fetus.

E. Fetus means the product of concep-
tion from the time of implantation to
the time of delivery from the uterus.

F. Abortus means a fetus when it is
expelled whole, whether spontaneously
or as a result of medical or surgical inter-
vention undertaken with the intention
of terminating a pregnancy, prior to
viability. This definition, for the purpose
of this policy, excludes the placenta, fetal
material which is macerated at the time
of explusion, a dead fetus, and isolated
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fetal tissue or organs excised from a dead
fetus.

G. Viability of the fetus, means the
ability of the fetus, after either a spon-
taneous delivery or an abortion, to sur-
vive to the point of independently main-
taining vital functions; such a “viable”
fetus is a premature infant. Determina-
tion of viability entails a subjective and
objective judgment by the physician at-
tending labor or examining the product
of conception, and must be made by a
physician other than the investigator
wishing to use fetal tissue in research. In
general, and all other circumstances not-
withstanding, a beating heart is not suffi-
cient evidence of viability. At least one
additional necessary condition is the
possibility that the lungs can be inflated.
Without this precondition, no currently
available mechanisms to initiate or main-
tain respiration can sustain life; and in
this case, though the heart is beating, the
fetus or abortus is in fact non-viable.

H. In vitro fertilization is any fertili-
zation of human ova which occurs out—
side the body of the female, either
through admixture of donor sperm and
ova or by any other means.

I. Prisoner is any individual involun-
tarily confined in a penal institution.
The term in intended to encompass indi-
viduals sentenced to such an institution
under a criminal or civil statute, or indi-
viduals detained by virtue of statutes
which provide alternatives to criminal
prosecution.

J. Mentally infirm includes the men-
tally ill, the mentally retarded, the emo-
tionally disturbed, the psychotic, the
senile, and others with impairments of
a similar nature, residing as patients in
an institution, regardless of whether or
not the individual has been determined
to be legally incompetent.

K. Informed consent has two elements:
comprehension of adequate information
and autonomy of consent. Consent is a
continuing process. The person giving
consent must be informed fully of the
nature and purpose of the research and
of the procedures to be used, including
identification of those procedures which
are experimental, the possible attendant
short or long term risks and discom-
forts, the anticipated benefits to himself
and/or others, any alternative methods
of treatment, expected duration of the
study, and of his or her freedom to ask
any questions and to withdraw at any
time, should the person wish to do so.
There must also be written evidence of
the process used for obtaining informed
consent, including grounds for belief
that the subject has understood the in-
formation given and has sufficient ma-
turity and mental capacity to make such
choices and formulate the requisite judg-
ment to consent. In addition, the per-
son must have sufficient autonomy to
choose, without duress, whether or not
to participate. Both the comprehension
of information and the autonomy of con-
sent are necessary elements; to the ex-
tent that either of these is in doubt, the
adequacy of informed consent may be in
doubt.
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L. Supplementary judgment is the
judgment made by others to assent, or to
refuse to assent, to procedures for which
the subject cannot give adequate con-
sent on his or her own behalf. For the
purposes of this document, supplemen-
tary judgment will refer to judgments
made by local committees in addition to
the subject’s consent (when possible)
and that of the parents or legal guardian
(where applicable), as to whether or not
a subject may participate in clinical re-
search. This supplementary judgment is
to be confirmed by the signature of the
Chairman of the Protection Committee
on the consent form. In accordance with
the procedures approved by the agency
for the Protection Committee, the Chair-
man’s signature may be affixed on a
standard consent form, or may need to
be withheld until the Committee ap-
proves the participation of the individual
subject.

II. General policy considerations. In
general, clinical research, like medical
practice, entails some risk to the sub-
jects. When the potential subject is un-
able fully to comprehend the risks which
might be involved, or to make the judg-
ment essential to consent regarding the
assumption of those risks, current guide
lines suggest obtaining the consent of the
parents or legal representative.

Whereas it is clear by law that con-
sent of a parent or legal representative
is valid for established and generally ac-
cepted therapeutic procedures performed
on a child or an incompetent adult, it is
far from clear that it is adequate for re-
search procedures. In practice, parental
or guardian consent generally has been
accepted as adequate for therapeutic re-
search, although the issue has not been
definitively resolved in the courts. When
research might expose a subject to risk
without defined therapeutic benefit or
other positive effect on that subject’s
well-being, parental or guardian consent
appears to be insufficient.

In the case of prisoners, confinement
imposes limitations on freedom of choice
which brings into question their ability
to give voluntary consent. A prisoner’s
ability to give consent may be restricted
by overt or potential coercion, or by the
loss of personal autonomy generally con-
sidered to result from incarceration it-
self. Therefore, additional protection
must be afforded this group even though
an individual’s competency to under-
stand what is involved might not be in
doubt.

The institutionalized mentally infirm
are doubly limited: as with children,
they might not be competent to make
informed judgments, and, as with pris-
oners, they are confined under condi-
tions which limit their civil freedom and
autonomy. Therefore, their participation
in research requires special protections.

The law is not clear on these issues.
Even if the law were clear, however, ethi-
cal questions would remain; specifically,
whether, and under what conditions re-
search involving these subject groups
may proceed. Resolution of these ethical
questions requires judgments concerning

both the ethics of conducting a particular
research project, and the adequacy of
procedures for protecting the individual
subjects who will be asked to participate.
The intention of this policy is to broaden
the scope of review, preclude or resolve
conflicts of interest, and invoke social as
well as scientific judgments to protect
potential subjects who might have
diminished capacity to consent.

The proposed mechanism for protect-
ing subjects with limited ability to give
informed consent culminates in a form of
supplementary judgment, which is to be
supportive and protective of the sub-
ject’s best interests and wishes, to the
extent that he or she is capable of for-
mulating and expressing a judgment. In
the case of children and the mentally
infirm, it will supplement their judgment
and that of their parents or guardians.
In the case of competent individuals who
have restricted autonomy, it will support
and protect their wishes. Through this
mechanism, these subjects will be pro-
tected as fully as possible by community
review; however, the nature of some re-
search procedures might be such that, in
addition, court review ultimately will be
required.

IIl. Participation of children in re-
search—A. Policy considerations. Chil-
dren have generally been considered in-
appropriate subjects for many research
activities because of their inability to
give informed consent. There are circum-
stances, however, which not only justify,
but even require their participation. Chil-
dren do differ from adults in their
physiologic responses, both to drugs and
to disease; if the health of children is
to be improved, it is necessary to know
the nature and extent of these differ-
ences, and to have a full understanding
of normal patterns of growth and devel-
opment, metabolism, and biochemistry in
the perinatal, infant, early childhood,
pubertal and adolescent stages of devel-
opment. Studies of normal physiology
and behavior can also provide significant
benefit to children suffering from disease;
children are the only subjects from whom
these data can be obtained. Further-
more, there are diseases which cannot
be induced in laboratory animals, and
occur only rarely, if at all, in human
adults. In such cases, children are the
only subjects in whom the disease proc-
ess and possible modes of therapy can
be studied.

The Kefauver-Harris Act!' requires
that drugs be tested for safety, efficacy
and dosage in children and pregnant
women before being approved for use to
treat illness in such patients. Food and
Drug Administration (FDA) approval
for the use of a new drug depends
upon submission of proposed label-
ing for a new drug, which must
include “adequate directions for use”
and “adequate warnings” as to unap-
proved uses.2 Acceptance of a new drug

! Federal Food, Drug, and Cosmetic Act,
1962 (FDC Act), 21 U.S.C. Sec. 301 et. seq.
2 FDC Act Sec. 502(f), 21 U.S.C. Sec. 352(f).
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rests on the adequacy of the research re-
ports submitted with the application to
support the proposed labeling.® Thus, in
order for a drug to be distributed in in-
terstate commerce for use in children or
pregnant women, sufficient testing must
have taken place in children or pregnant
women to substantiate claims on the
label regarding safety, efficacy, and dos-
age for those groups. If the safe and effi-
cacious dosage for children and preg-
nant women has not been determined,
the label must so state. Thus, participa-
tion of children in drug research might
be the only means of meeting licensing
requirements for new drugs for use in
children, just as studies in pregnant
women might be the only means of meet-
ing licensing requirements for new drugs
for use in that class of patients.

When the risk of a proposed study is
generally considered not significant, and
the potential benefit is explicit, the ethi-
cal issues need not preclude the partici-
pation of children in biomedical re-
search. However, the progression from
innocuous to noxious, in terms of risk,
is often subtle. Therefore, additional re-
view procedures are necessary for re-
search activities which expose children
to risk, in order to provide sharp scru-
tiny, vigorous review, and stringent pro-
cedural safeguards for all subjects of
such research.

Judgments concerning the ethical
propriety of research depend partly upon
the scientific assessment of the potential
risks and benefits. Risk has several im-
portant elements: severity, probability,
frequency, and the timing of possible ad-
verse effects. While it might not always
be easy to distinguish these elements,
they must be evaluated in the assess-—
ment of risk, and in the determination of
the acceptable limits of specific risk for
an anticipated benefit. The first judg-
ment to be made is whether it is possible
to assess the risk. If studies in animals
or adults do not provide sufficient infor-
mation to assess these elements of risk,
then the research should not be con-
ducted on children. If the risks can be
determined from studies in animal and
adult human populations, application to
children may be considered.

In addition to results from investiga-
tions on animals and adult subjects, there
are unknowns which must be considered
in the weighing of risk to children. These
include: (1) differences in physiologic or
psychologic response from adult pat-
terns; (2) delayed expression of injury
(for example, until puberty); (3) effects
on developing organs (especially the cen-
tral nervous system); (4) degree of inter-
ference with normal routine required by
the study; and (5) possibility of misuse
of data by institution or school per-
sonnel.

Once the severity and probability of
risks in a particular study have been
identified, a second judgment must be
made; given potential benefits of de-
scribed dimensions, what are the ac-
ceptable limits of risk to which children

SFDC Act Sec. 505 (b), (d), 21 U.S.C. Sec.
355 (b), (d).
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ethically may be subjected? Value judg-
ments which must be weighed here tran-
scend scientific issues and suggest that
the decision requires interaction among
individuals in society with diverse train-
ing and perspectives. Further, given the
complexity of the issues and the oppor-
tunity for conflict among the interests of
several parties (the child, the parents or
guardian, the attending physician, and
the research personnel), decisions re-
garding participation of individual sub-
jects in research activities involving chil-
dren should not rest solely with persons
directly involved in the research.

In order to provide both impartial
ethical review of projects and maximum
protection of individual subjects, two
procedures are proposed in addition to
those currently required: review by an
Ethical Review Board at the sponsoring
DHEW agency, and participation by a
Protection Committee at the institution
in which the research is to be conducted.
Both groups will provide community in-
volvement in decisions and attempt to
balance scientific value and societal ac-
ceptability of proposed research involv-
ing children.

B. Ethical Review Board: Ethical re-
view of projects. Each DHEW agency
shall appoint an Ethical Review Board
to provide rigorous review of ethical is-
sues in research involving human sub-
jects by people whose interests are not
solely those of the scientific community.
Its functions will include:

1. Advising the agency on ethical is-
sues including review of questions of
policy, and development of guidelines
and procedures;

2. Fostering inter-agency coherence
through cognizance of the policies and
procedures of other agencies;

3. Reviewing specific proposals or
classes of proposals submitted to the
Board by the agency. These will include
proposals stipulated herein as requiring
review by the Board, as well as proposals
submitted on an ad hoc basis by agency
staff. In addition, the Board may recom-
mend that certain additional classes of
research be reviewed.

The acceptability of a research project
rests on questions of scientific merit as
well as on questions of ethics. The agency
Primary Review Committees are respon-
sible for evaluating scientific merit and
experimental design. The Ethical Review
Board will be concerned with ethical is-
sues and questions of societal accepta-
bility in relation to scientific value. In
reaching its determination of acceptabil-
ity, the Board will rely upon the Primary
Review Committees for judgments on
scientific merit and design, existence of
prerequisite animal and adult human
studies, estimated risks and benefits
(taking into account the competence
and experience of investigators and the
adequacy of their resources), and scien-
tific importance. It will review proposals
received from these Primary Review
Committees.

An investigator proposing research ac-
tivities which expose children to risk
must document, as part of the applica-
tion for support, that the information to
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be gained can be obtained in no other
way. The investigator must also stipulate
either that the risk to the subjects will
be insignificant, or that although some
risk exists, the potential benefit is sig-
nificant and far outweighs that risk. In
no case will research activities be ap-
proved which entail substantial risk, ex-
cept in the case of clearly therapeutic
procedures in which the benefit to the
patient significantly outweighs the pos-
sible harm. The Ethical Review Board
shall review all proposals approved by
Primary Review Committees involving
children in research activities, except
when the Primary Review Committees
determine that the subjects are not at
risk.

In addition to reviewing ethical is-
sues, the Board will review procedures
proposed in the research application to
be employed by the institution’s Protec-
tion Committee (see below), and may
suggest modifications of these procedures.
The Board’s recommendation may vary
from a general concurrence with the pro-
posal, as submitted by the investigator,
to a recommendation that each parental
and subject consent must be obtained
with the concurrence of the full Protec-
tion Committee. Any specific recommen-
dations for procedures to be followed by
the Protection Committee will be in-
cluded in the report of the Ethical Re-
view board which will be forwarded to
the National Advisory Councils or other
secondary review groups of the agency.
Appropriate information will be provided
by the agency to assist the Protection
Committee.

Inasmuch as the articulation of deci-
sions might clarify both the objectives
and the assumptions on which they are
based, records of testimony and delibera-
tions, as well as final decisions, should
be maintained pursuant to existing regu-
lations. Such records will serve addi-
tionally as the basis for public account-
ability and will facilitate the review of
any decision, should such action be re-
quested.

Members of the Board, which shall
number 15, shall be drawn from the gen-
eral public, and shall include, for exam-
ple, research scientists (including social
scientists), physicians, lawyers, clergy,
or ethicists, and other representatives of
the public, none of whom shall be em-
ployees of the agency establishing the
Board. Appointments shall be made by
the agency, which will establish the
terms of office and other administrative
procedures of the Board. No more than
/s of the members of the Board may be
actively engaged in research, develop-
ment, or demonstration activities involv-
ing human subjects.

C. Protection Committee: Protection of
individual subjects. The determination
that it is justifiable to conduct a par-
ticular investigation in children, how-
ever, does not mean that all children are
equally appropriate subjects for inclusion
in that research. Numerous considera-
tions might affect the proper choice of
subjects. Therefore, the sponsoring in-
stitution shall designate a Protection
Committee to oversee: (1) the process of
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selection of subjects who may be in-
cluded in the project: (2) the monitor-
ing of their continued willingness to par-
ticipate in the research: and (3) the de-
sign of procedures to permit intervention
on behalf of the subject, should that
become necessary. This Committee
should consider the reasonableness and
validity of the consent of the child par-
ticipants (see below) as well as that of
the parents, and should assure that the
issue of risk and discomfort has been
fully and fairly disclosed to parents and
subjects. The procedure employed by the
institution to achieve these goals will
vary; the latitude for such procedures
will be great since it will be related in
part to the issue of risk. Investigators
proposing research involving children
shall include a description of their
planned use of the Protection Committee
in their research proposal; the proposed
use of this Committee will be considered
an integral part of the research proposal
under review by the agency. Relevant in-
formation arising in the review process,
including information about safety, risk,
efficacy, and protection procedures, will
be provided to the Protection Committee
by the agency supporting the research.

One member of the Committee shall be
designated a representative for the proj-
ect to whom any participant (or parent
of a participant) may go to discuss ques-
tions or reservations concerning the
child’s continued participation in the
project.

The signature on the consent form of
the Chairman of the Protection Commit-
tee, when all the stipulations and condi-
tions identified above have been met, will
constitute, for DHEW, supplementary
judgment on behalf of the child subject.

The institution’s Protection Commit-
tee shall be comprised of at least 5 mem-
bers so selected that the Committee will
be competent to deal with the medical,
legal, social, and ethical issues involved
in the research, and to represent the
community from which the subject popu-
lation is to be drawn. The Committee
should include members of both sexes.
No more than two of the members may
be employees of the institution sponsor-
ing or conducting the research. The Pro-
tection Committee may operate as a sub-
committee of the Organizational Re-
view Committee. The composition of the
Committee must be approved by the
awarding agency.

D. Special provisions—1. Consent of
both parents. Even where State law may
permit one parent alone to consent to
medical care, both parents have an inter-
est in the child, and therefore, consent
of both parents should be obtained be-
fore any child may participate in re-
search activities. Since the risks of re-
search entail the possibility of additional
burdens of care and support, the consent
of both parents to the assumption of
those risks should be obtained,* except
when the identity or whereabouts of
either cannot be ascertained or either has
been judged mentally incompetent. If the

+59 Am. Jur. 2d, Sect. 129, p. 229.
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consent of either parent is not obtained,
written explanation or justification
should be provided to the Protection
Committee. Consent of school or institu-
tional authorities is no substitute for par-
ental concern and consent.

2. The child’s consent. An important
addition to the requirement for parental
consent is the consent of the child sub-
ject. Clearly infants have neither the
comprehension nor the independence of
judgment essential to consent; older
children might or might not have these
capabilities. Although children might not
have the capacity to consent on their own
to participate in research activities, they
must be given the opportunity (so far as
they are able) to refuse to participate.
The traditional requirement of parental
consent for medical procedures is in-
tended to be protective rather than coer-
cive. Thus, while it was held to be un-
lawful to proceed merely with the con-
sent of the child, but without consent of
the parent or legal guardian,® the reverse
should also hold. Therefore, in addition
to consent of both parents, consent of
the child subject must also be obtained
when the child has attained the common
law “age of discretion” of 7 years, unless
the agency Ethical Review Board specifi-
cally exempts a project from this require-
ment.

3. Exclusions. Despite all the protec—
tions afforded by these procedures, cer-
tain children are categorically excluded
from participation in research involving
risk. These include children with no nat-
ural or adoptive parents available to par-
ticipate in consent deliberations, and
children detained by court order in a
residential facility, whether or not nat-
ural or adoptive parents are available.

E. The fetus. Respect for the dignity
of human life must not be compromised
whatever the age, circumstance, or ex-
pectation of life of the individual. There-
fore, all appropriate procedures provid-
ing protection for children as subjects in
biomedical research must be applied
with equal rigor and with additional
safeguards to the fetus.

The recent decision of the Supreme
Court on abortion ¢ does not nullify the
ethical obligation to protect the develop-
ing fetus from avoidable harm. This
obligation, along with the right of every
woman to change her decision regarding
abortion, requires that no experimental
procedures entailing risk to the fetus be
undertaken in anticipation of abortion.
Further, since the fetus might be at risk
in research involving pregnant women,
all research involving pregnant women
must be reviewed by the Ethical Review
Board, unless the Primary Review Com-
mittee determines that the research in-
volves no risk to the fetus. Recruitment
of pregnant subjects for research re-
viewed by the Board must involve the
institution’s Protection Committee in a
manner approved by the Board, to pro-
vide supplementary judgment.

5 Bonner v. Moran, 75 U.S. App. D.C. 156,
126 F. 2d 121, 139 A.L.R. 1366 (1941).

¢ Roev. Wade, 410 U.S. 113 (1973).

The consent of both parents must be
obtained for any research involving the
fetus, any statutes to the contrary on
consent for abortion notwithstanding.
Both the mother and the father have
an interest in the fetus, and legal re-
sponsibility for it, if it is born. Therefore,
the father’s consent must be obtained
for experimental procedures involving
the fetus; consent of the father may be
waived if his identity or whereabouts
cannot be ascertained, or if he has been
judged mentally incompetent.

IV. Special categories—A. The abor-
tus. Prematurity is the major cause of
infant death in this country; thus, re-
search aimed at developing techniques to
further viability is of utmost importance.
Such research has already contributed
significantly to improvement in the care
of the pregnant woman and of her fetus.
In addition, knowledge of fetal drug
metabolism, enzyme activity, and the
development of organs is essential to
progress in preventing or offsetting cer-
tain congenital defects. After thorough
research in animal models, it often even-
tually becomes essential to undertake
studies in the non-viable human fetus.

The decision of the Supreme Court on
abortion does not eliminate the ethical
issues involved in research on the non-
viable human fetus. No procedures
should be undertaken on the non-viable
fetus which clearly affront societal
values. Nevertheless, certain research is
essential to improve both the chance of
survival and the health status of pre-
mature infants. Such research must
meet ethical standards as well as show
a clear relation either to the expecta-
tion of saving the life of premature in-
fants through the development of rescue
techniques, or to the furthering of our
knowledge of human development and
thereby our capacity to offset the dis-
abilities associated with prematurity. It
is imperative, however, that the investi-
gator first demonstrate that appropriate
studies on animals have in fact been ex-
hausted and that therefore the research
in question requires that the work be
done on the non-viable human fetus.
Specific reasons for this necessity must
be identified. A thorough review of the
ethical issues in proposed research in-
volving the non-viable fetus is of utmost
importance.

It must be recognized that consent for
abortion does not necessarily entail dis-
interest on the part of the pregnant
woman in what happens to the product
of conception. Some women feel strongly
about what may, or may not, be done to
the aborted fetus; others do not. In order
to give every woman the opportunity to
declare her wishes, consent of the preg-
nant woman for application of any re-
search procedures to the aborted fetus
must be secured at the time of admission
to the hospital for the abortion.

Because research on the abortus in-
volves ethical as well as scientific issues,
all projects involving the abortus must be
reviewed by the Ethical Review Board,
and recruitment of individual pregnant
women for such research must involve

REGISTER, VOL. 38, NO. 221—FRIDAY, NOVEMBER 16, 1973

9-6


msnyder
Typewritten Text
9-6


the institution’s Protection Committee in
a manner approved by the Board to pro-
vide supplementary judgment. In addi-
tion to the requirement for maternal
consent, both the Ethical Review Board
and the Protection Committee shall, in
their deliberations, consider the ethical
and social issues surrounding research
on the non-viable fetus. The Protection
Committee must be satisfied that ma-
ternal consent is freely given and based
on full disclosure, each time approved
research is conducted on an abortus.

In order to insure that research con-
siderations do not influence decisions as
to timing, method, or extent of a pro-
cedure to terminate a pregnancy, no in-
vestigator engaged in the research on
the abortus may take part in these de-
cisions. These are decisions to be made
by the woman and her physician.

The attending physician, not the in-
vestigator, must determine the viability
of the abortus at the termination of preg-
nancy. If there is a reasonable possibility
that the life of the fetus might be saved,
experimental and established methods
may be used to achieve that goal. Artifi-
cial life-support techniques may be em-
ployed only if the physician of record de-
termines that the fetus might be viable.
If the physician determines that the
fetus is not viable, it is not acceptable to
maintain heart beat or respiration arti-
ficially in the abortus for the purpose of
research. Experimental procedures which
of themselves will terminate respiration
and heart beat may not be undertaken.

This policy and these protections apply
with equal force to the products of spon-
taneous abortions.

B. The products of in vitro fertilization.
In the interest of improving human
health and development, the biology of
human fertilization and the early events
surrounding this phenomenon, including
implantation, should be studied. To the
extent that in vitro studies of human
fertilization might further this aim, they
are permissible at the present time with-
in the limits outlined below.

Current technology limits the in vitro
development of the human fertilized
ovum to a period of several days. This is
a rapidly advancing field of biomedical
research, however, and the time might
come when it is possible to extend in
vitro development beyond the stage of
early cell division and possibly even to
viability.

It is contrary to the interests of so-
ciety to set permanent restrictions on
research which are based on the suc-
cesses and limitations of current tech-
nology. Still, it is necessary to impose
restraints prospectively in order to pro-
vide reasonable protections, while at the
same time permitting scientific advance-
ments which might well benefit society.
A mechanism is required to weigh, at any
given time, the state of the art, a specific
proposal, legal issues, community stand-
ards, and the availability of guidelines to
govern the research situation. This
mechanism is provided by the Ethical
Review Board. Ultimately, the Board
will determine the acceptability of a
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project involving in vitro fertilization,
and by recognizing the state of the art, as
well as societal concerns, propose ap-
propriate research policy.

Care must be taken not to bring hu-
man ova fertilized in vitro to viability—
whether in the laboratory or implanted
in the uterus—until the safety of the
technique has been demonstrated as far
as possible in sub-human primates. To
this end:

1. All proposals for research involving
human in vitro fertilization must be re-
viewed by the Ethical Review Board.

2. No research involving the implanta-
tion of human ova fertilized in the lab-
oratory into recipient women should be
supported until the appropriate scientific
review boards are satisfied that there has
been sufficient work in animals (includ-
ing sub-human primates) to demon-
strate the safety of the technique. It is
recommended that this determination of
safety include studies of natural born
offspring of the products of in vitro
fertilization.

3. No implantation of human ova
fertilized in the laboratory should be
attempted until guidelines are developed
governing the responsibilities of the do-
nor and recipient “parents” and of re-
search institutions and personnel.

V. Prisoners —A. Policy considerations.
Clinical research often requires the par-
ticipation of normal volunteers; for ex-
ample in the early stages of drug or
vaccine evaluation. Sometimes, the need
for standardization certain variables, or
for monitoring responses over an ex-
tended period of time, requires that the
subjects of research remain in a con-
trolled environment for the duration of
the project. Prisoners may be especially
suitable subjects for such studies, since,
unlike most adults, they can donate their
time to research at virtually no cost to
themselves. However, the special status
of prisoners requires that they have
special protection when they participate
in research.

While there is no legal or moral objec-
tion to the participation of normal vol-
unteers in research, there are problems
surrounding the participation of volun-
teers who are confined in an institution.
Many aspects of institutional life may
influence a decision to participate; the
extent of that influence might amount to
coercion, whether it is intended or not.
Where there are no opportunities for
productive activity, research projects
might offer relief from boredom. Where
there are no opportunities for earning
money, research projects offer a source
of income. Where living conditions are
unsatisfactory, research projects might
offer a respite in the form of good food,
comfortable bedding, and medical atten-
tion. While this is not necessarily wrong,
the inducement (compared to the depri-
vation) might cause prisoners to offer to
participate in research which would ex-
pose them to risks of pain or incapacity
which, under normal circumstances, they
would refuse. In addition, there is al-
ways the possibility that the prisoner will
expect participation in research to be
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viewed favorably, and to his advantage,
by prison authorities (on whom his other
few privileges depend) and by the parole
board (on whom his eventual release de-
pends). This is especially true when the
research involves behavior modification
and may be termed “therapeutic” with
respect to the prisoner. In such instances,
participation inevitably carries with it
the hope that a successful result will in-
crease the subject’s chances for parole.
Thus, the inducement involved in thera-
peutic research might be extremely diffi-
cult to resist: and for this reason, special
protection is necessary for prisoners par-
ticipating in research, whether or not the
research is therapeutic.

The first principle of the Nuremburg
Code requires that subjects of biomedical
research must be “so situated as to be
able to exercise free power of choice”
concerning their participation. Whether
prisoners can be considered to be “so
situated” is ultimately a matter for the
courts and the legislatures to resolve. In
the meantime, it must be recognized that
where liberty is limited, and where free-
dom of choice is restricted, there is a
corresponding limitation of the capacity
to give truly voluntary consent. Although
the prisoner might be adequately in-
formed, and competent to make judg-
ments, the voluntariness of the person’s
consent remains open to question. This
policy statement is designed to provide
additional protections to prisoners par-
ticipating in research.

The mission of the Department of
Health, Education, and Welfare does not
include rendering judgments on the ad-
ministration of justice or the manage-
ment of the correctional system. At the
same time, the Department should not
support activities which take unethical
advantage of those who are under the
jurisdiction of the courts and who, for
that reason, lack some of the usual de-
fenses to their personal integrity. Partici-
pation of prisoners in the research activ-
ities of the DHEW in the pursuit of medi-
cal knowledge might be beneficial to all
concerned, but the relationship which
involves a class of persons with dimin-
ished autonomy requires careful super-
vision.

Many prisoners are strongly motivated
to participate in research, and view as
unfair suggestions that they be denied
this opportunity. Unless society, through
its judicial and legislative bodies, decides
that such participation should be halted,
it is essential to develop mechanisms to
protect those who may participate, or
who are now participating, from the co-
ercive aspects of incarceration which
diminish their capacity for voluntary
consent. Pursuant to the obligation to
protect the rights of all subjects partici-
pating in research conducted under its
auspices, the DHEW is proposing special
guidelines for the protection of prison-
ers as subjects in any biomedical or be-
havioral research.

Two aspects of research involving
prison populations require special review
and procedural safeguards in addition to
those provided by current DHEW policies.
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First, when research is conducted under
the auspices of a commercial manufac-
turer or an individual investigator, it is
not always subject to review by an Or-
ganizational Review Committee, as is re-
quired for similar research conducted at
a hospital or a university. Thus, local
review has not heretofore been required
for ethical considerations or for specific
problems related to the population or in-
stitution which is to be directly involved.
Second, because of the loss of individual
dignity, the limitations of personal free-
dom, and the possibility of real or poten-
tial coercion which may accompany con-
finement in an institution, special safe-
guards must be provided to mitigate the
inequalities of bargaining power between
the prisoners and those who are in posi-
tions of authority. While it is important
that prisoners have the opportunity to
participate in research, it is equally im-
portant that they not feel compelled to
do so.

B. Organizational Review Committee.
All research involving prisoners must be
conducted at an accredited correctional
facility (see Section F, below) and be re-
viewed initially, and on a continuing
basis, either by the Organizational Re-
view Committee of that correctional fa-
cility or by the Organizational Review
Committee of the institution sponsoring
the research. The Organizational Review
Committee shall have the duties and re-
sponsibilities identified in current DHEW
regulations. In addition, for each project,
it shall determine the adequacy of clinic
or hospital facilities for the particular
activity to be conducted, assess the ap-
propriateness of the subject population
for that activity, and weigh the questions
of scientific importance, social need, and
ethical acceptability. In addition to the
foregoing, the Organizational Review
Committee shall have the following du-
ties, with respect to research involving
prisoners as subjects:

1. To review and approve or modify
the process proposed by the principal
investigator for involvement of the Pro-
tection Committee (see below) in over-
seeing the selection of subjects who may
be included in the research, and the proc-
ess of obtaining their voluntary and in-
formed consent.

2. To set rates of remuneration, if any,
consistent with the expected duration
and discomfort or risk of the proposed
study, and consistent with other oppor-
tunities for employment, if any, at the
facility in question.

3. To monitor the progress of the re-
search as required by the sponsoring
DHEW agency.

The recommendations of this Com-
mittee, along with a report describing
any site visits, shall be included with the
investigator’s application to the agency.
For facilities which have filed no gen-
eral assurance, composition as well as
recommendations of the Organizational
Review Committee will be considered an
integral part of the proposal in the
agency review.

C. Protection Committee. The primary
function of the Protection Committee is
to provide supplementary judgment by
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overseeing the selection of subjects who
may be included in a research project to
assure that their consent is as voluntary
as possible under the conditions of con-
finement.

Consent is a continuing process. To
assure the voluntariness of consent, sub-
jects must be able to withdraw from
the research project without prejudice.
Each Protection Committee shall estab-
lish such a withdrawal mechanism.

The duties of the Protection Commit-
tee, therefore, shall include:

1. Reviewing the information given
the potential subjects, with special atten-
tion to: adverse effects, the importance
of reporting all deviations from normal
function, the continuing option of with-
drawing from participation at any time,
and the identification of a member of the
committee who will be available, at rea-
sonable intervals upon request, for con-
sultation regarding the research project.
All of this information shall appear on
the consent form, a copy of which will
be given to each participant. When oral
representations are made procedures de-
scribed under DHEW regulations shall
be followed.

2. Overseeing the process of selection
of subjects who may be included in the
research, to the extent stipulated in the
recommendation of the Organizational
Review Committee. This may vary from
overall approval of the recruitment proc-
ess, to reviewing a sample of subject
selections, to interviewing as a full Com-
mittee each individual subject to be in-
cluded in the project.

3. Visiting the institution on a regular
basis to invite questions, to monitor the
progress of the research, and to assess
the continued willingness of subject par-
ticipation. The frequency of these visits
will be determined by the nature of the
research, and any recommendations of
the Organizational Review Committee.
Depending upon the circumstances and
the number of subjects involved, these
visits may be made either on a rotating
basis by various members of the Commit-
tee, or by the full Committee.

4. Maintaining records of its activities
including contacts initiated by subjects
in the project between regular site visits.
These records shall be made available to
the agency upon request.

The Protection Committee shall be
comprised of at least 5 members so se-
lected that the Committee will be compe-
tent to deal with the medical, legal, so-
cial, and ethical issues involved. No more
than 1/; of the members shall be scientists
engaged in biomedical research or physi-
cians; at least 1 shall be a prisoner or a
representative of an organization con-
cerned with the prisoners’ interests; no
more than 1 (except prisoners or their
representatives) shall have any affiliation
with the prison facility or with the unit
of government having jurisdiction over
the facility, with the exception of persons
employed by the department of education
of a relevant jurisdiction in a teaching
capacity. The composition and the inves-
tigator’s proposed use of the Committee
must be reviewed and approved by the
DHEW agency.

D. Payment to prisoners. The amount
paid for participation in research will
vary according to the risks and discom-
forts involved, and the other employment
opportunities in the facility in which the
research is to be conducted. The specific
amount for each project will be deter-
mined by the Organizational Review
Committee, which will forward its rec-
ommendation as part of the application
to the sponsoring agency. The amount
paid shall provide a compensation for
services, but shall not be so great as to
constitute undue inducement to partici-
pate.

Any reduction of sentence as a conse-
quence of participation in research shall
be comparable to other opportunities at
the facility for earning such a reduction.

Any subject who is required by the in-
vestigator or prison physician to with-
draw, for medical reasons, before com-
pletion of the investigation, shall con-
tinue to be paid for a period to be deter-
mined by the Protection Committee in
consultation with the investigator. This
does not apply to subjects who withdraw
for other reasons. Any disputes regarding
certification of withdrawal for medical
reasons shall be heard and resolved by
the Protection Committee.

Prisoners who serve on the Protection
Committee shall be paid an amount con-
sistent with that received by the research
subjects.

E. Accreditation. The  Secretary,
DHEW, shall establish standards for ac-
creditation of correctional facilities of-
fering to act as sites for the performance
of clinical research, or offering to act as
a source of volunteer subjects for clinical
research when the research is supported
in whole or in part by Departmental
funds or the research is to be performed
in compliance with requirements of Fed-
eral statutes.

The review for certification shall in-
clude, but not be limited to:

1. Standard of living in the prison
facility.

2. Other opportunities for employ-
ment and/or constructive activity, either
within the prison, or in a work-release
program.

3. Adequacy of (a) medical care for
the general prison population (so that
participation in research is not the only
means of obtaining medical attention),
and (b) the proposed methods for main-
taining medical records and for protect-
ing the confidentiality of those records.

4. The nature, structure, function, and
composition of the Organizational Re-
view Committee (whether located at the
prison or at the institution sponsoring
the research) which is to review clinical
research in that correctional facility.

The Secretary shall also set general
guidelines to assist the Organizational
Review Committees in determining rates
of remuneration, and shall indicate
groups who may be considered to repre-
sent the prisoners’ interests for the pur-
pose of appointment to membership on
the Protection Committee. No institution
shall be accredited if research, whether
or not supported by funds from the
DHEW, is conducted under its auspices,

FEDERAL REGISTER, VOL. 38, NO. 221—FRIDAY, NOVEMBER 16, 1973

9-8


msnyder
Typewritten Text
9-8


or by members of its staff, which is not
in conformity with these guidelines. No
DHEW funds will be granted for research
in institutions lacking such accreditation.

F. Special provisions. 1. Persons de-
tained in a correctional facility while
awaiting sentence, or in a hospital fa-
cility for pre-sentence diagnostic obser-
vation, are excluded from participation
in research.

2. A child may not be included as a
subject in research involving risk if he
is detained in an institutional setting
pursuant to a court order, whether or not
the parents and the child have consented
to the child’s participation.

VI. The mentally infirm. —A. Policy
considerations. The institutionalized
mentally infirm are doubly limited with
respect to participation in research ac-
tivities. First, as with children, they
might lack the clear capacity to com-
prehend relevant information, and to
make informed judgments concerning
their participation. Second, as with pris-
oners, they experience a diminished
sense of personal integrity as a result of
confinement in an institution. Such con-
finement restricts their freedom of choice
and imposes elements of coercion, which
limit their capacity to give truly volun-
tary consent. In addition, the mentally
infirm who are confined in institutions
have more pressures to cooperate with
custodial authorities than do prisoners,
for their release might depend entirely
upon their behavior and on the impres-
sion they make upon those having the
power to make decisions concerning ter-
mination of their confinement.

Legal guardians, who have authority
to consent for medical treatment, might
have interests in the matter which do
not necessarily coincide with those of
the patient. Long-term management of
patients with mental disabilities is ex-
pensive and time-consuming. Any pro-
posal which might reduce either the ex-
pense or the supervision required in
caring for such persons might be appeal-
ing, whether or not there is correlative
benefit to the patient. This is certainly
the case in projects offering new ther-
apy; it might also occur, albeit in a more
subtle form, where free medical or cus-
todial services are perceived to be con-
tingent upon the patient’s participation
as a subject in research.

The courts have begun to recognize
that persons confined in institutions
might not be able to give truly voluntary
consent in such matters. It is important
to recognize, as well, that persons en-
cumbered with the economic or custodial
responsibility for the mentally infirm
might not be sufficiently objective to
make judgments which are fully in the
best interest of the institutionalized per-
son.

The circumstances are limited under
which it is justifiable to include the men-
tally infirm as subjects in biomedical re-
search. These circumstances include
projects in which: the proposed research
concerns diagnosis, treatment, preven-
tion, or etiology of the disability from
which they suffer; the necessary infor-
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mation can be obtained only from those
subjects; or the studies concern institu-
tional life per se. With these exceptions,
the general rule is that the participation
of the mentally infirm as subjects in re-
search is not acceptable.

B. Ethical review of projects and pro-
tection of subjects. In instances in which
a research protocol requires the partici-
pation of mentally infirm subjects, the
research must be overseen by a Protec-
tion Committee in the manner described
in Section III-C, pertaining to children.
This Protection Committee must be sup-
ervised on a continuing basis, as de-
scribed in Section V-B, by the Organiza-
tional Review Committee of the institu-
tion in which the research is to be con-
ducted or of the institution sponsoring
the research.

VII. General provisions. These pro-
visions apply to all research activities
covered by this policy.

A. Referrals to the Ethical Review
Board. Whenever a Primary Review
Committee, secondary review group, or
the agency staff perceives an apparent
and significant question of ethics or an
unusual element of risk—whatever the
subject group involved—the research
proposal in question may be forwarded
to the Ethical Review Board for an opin-
ion. In addition to offering an opinion of
acceptability from an ethical viewpoint,
the Board may choose to recommend the
establishment of a Protection Commit-
tee, and suggest guidelines for its opera-
tion.

B. Procedures requiring special
sideration. All other recommendations
notwithstanding, DHEW may identify
certain procedures which: (1) Require
Protection Committee review of the se-
lection of each individual subject; (2)
are acceptable for stipulated subjects
only if approved by affirmative declara-
tory judgment of a court of competent
jurisdiction; or (3) are unacceptable.

C. Research conducted in Foreign
Countries. All regulations governing re-
search conducted in the United States
apply to research conducted in foreign
countries under DHEW auspices, and
the ethical review must be of equal rigor.

There are sometimes special con-
straints encountered in foreign settings.
Therefore, in addition to the require-
ment that consent procedures for re-
search to be conducted abroad conform
with the policy and regulations set forth
in this document, there must be written
assurance that the proposed research
enjoys local acceptance, and offends no
local ethical standards.

D. Research submitted pursuant to
DHEW  regulatory requirements. Re-
search or testing which is performed
pursuant to or in fulfillment of any reg-
ulation issued by any agency of the
DHEW will be acceptable to the govern-
ment only if conducted in compliance
with these procedures and regulations,

E. Clinical research not funded by
DHEW.
If, in the judgment of the Secretary, an

organization has failed to comply with the
terms of this policy with respect to a par-

con-
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ticular DHEW grant or contract, he may
require that said grant or contract be ter-
minated or suspended in the manner pre-
scribed in applicable grant or procurement
regulations.

If, in the judgment of the Secretary, an
organization fails to discharge its responsi-
bilities for the protection of the rights and
welfare of the subjects in its care, whether
or not DHEW funds are involved, he may,
upon reasonable notice to the organization
of the basis for such action, determine that
its eligibility to receive further DHEW grants
or contracts involving human subjects shall
be terminated. Such disqualification shall
continue until it is shown to the satisfaction
of the Secretary that the reasons therefor
no longer exist.

If, in the judgment of the Secretary, an
individual serving as principal investigator,
program director, or other person having
responsibility for the scientific and technical
direction of a project or activity, has failed
to discharge his responsibilities for the pro-
tection of the rights and welfare of human
subjects in his care, the Secretary may, upon
reasonable notice to the individual of the
basis for such action, determine that such
individual’s eligibility to serve as a princi-
pal investigator or program director or in
another similar capacity shall be terminated.
Such disqualification shall continue until it
is shown to the satisfaction of the Secretary
that the reasons therefor no longer exist.”

In reaching a determination on com-
pliance, with respect to subjects with
limited capacity for consent, the Secre-
tary will consider the extent and the
nature of the procedures by which the
institution offers protection in all studies
conducted in or by that institution re-
gardless of the source of funds, with the
expectation that there shall be an ethical
review similar to that required of the
agency Ethical Review Board (III-B).
The existence of a Protection Commit-
tee, overseen by an Organizational Re-
view Committee and acting to afford sup-
plementary judgment, will be accepted
as evidence of responsibility in this
regard.

F. Confidentiality of information and
records. Nothing in this policy shall be
construed as permitting the release of
confidential research protocols nor the
violation of State law applicable to the
confidentiality of individual medical
records.

VIII. Draft additions to proposed reg-
ulations (See FEDERAL REGISTER, Vol. 38,
No. 194, Part 2, Tues., Oct. 9, 1973, pp.
27882-27885).

To amend the proposed Part 46 of Sub-
title A of Title 45 of the Code of Fed-
eral Regulations by deleting 8§§ 46.20
through 46.23, redesignating §§46.1
through 46.19 thereof as Subpart A, and
adding the following new Subparts B
through F:

SUBPART B—ADDITIONAL PROTECTIONS FOR
CHILDREN INVOLVED AS SUBJECTS IN DHEW
ACTIVITIES

Sec.

46.21
46.22
46.23
46.24
46.25

Applicability.

Purpose.

Need for legally effective consent.

Definitions.

Ethical Review Board: Composition;
Duties.

7 FEDERAL REGISTER, Vol. 38, No. 194, Part 2,
Tuesday, October 9, 1973, §46.22, p. 27885.
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Sec.

46.26 Protection Committees;
Duties.

46.27 Certain children excluded from par-
ticipation in DHEW supported ac-
tivities.

46.28 Activities to be performed outside the
United States.

SUBPART C—ADDITIONAL PROTECTIONS FOR
CERTAIN CLASSES OF DHEW ACTIVITIES

46.31
46.32
46.33
46.34
46.35

Composition;

Applicability.

Purpose.

Definitions.

Duties of the Ethical Review Board.

Maternal consent to activities involv-
ing the abortus.

Additional conditions for
involving the abortus.

Prohibition on certain activities in-
volving pregnant women where the
fetus may be adversely affected.

Parental consent to activities which
may affect the fetus.

46.39 Activities to be performed outside the

United States.

SUBPART D—ADDITIONAL PROTECTIONS FOR
PRISONERS INVOLVED AS SUBJECTS IN DHEW
ACTIVITIES

Sec.

46.41
46.42
46.43
46.44

46.36 activities

46.37

46.38

Applicability.

Purpose.

Definitions.

Additional duties of Organizational
Review Committee where prisoners
are involved.

Protection Committees; Duties;
position.

Prohibition on participation in activi-
ties prior to conviction.

Remuneration to subjects.

Accreditation.

Activities to be performed outside the
United States.

SUBPART E—ADDITIONAL PROTECTIONS FOR THE

46.45 Com-

46.46
46.47

46.48
46.49

INSTITUTIONALIZED MENTALLY INFIRM IN-
VOLVED AS SUBJECTS IN DHEW ACTIVITIES
46.51 Applicability.
46.52 Purpose.
46.53 Definitions.
46.54 Limitations on activities involving the

institutionalized mentally infirm.

46.55 Additional duties of Organizstional
Review Committee where the men-
tally infirm are involved.

46.56 Protection Committees; Duties; Com-
position.

46.57 Activities to be performed outside the
United States.

SUBPART F—GENERAL  PROVISIONS

46.61 Applicability.

46.62 Organization’s records.

46.63 Reports.

46.64 Early termination of awards; sanctions
for noncompliance.

46.65 Conditions.

AvutHoriTy: 5 U.S.C. 301.
SUBPART B—ADDITIONAL PROTECTIONS FOR

CHILDREN INVOLVED As SUBJECT IN DHEW
ACTIVITIES

Section 46.21 Applicability. (a) The regu-
lations in this subpart are applicable to all
Department of Health, Education, and Wel-
fare research, development, or demonstra-
tion activities in which children may be at
risk.

(b) The requirements of this subpart are
in addition to those imposed under subpart
A of this part.

Section 46.22 Purpose. It is the purpose
of this subpart to provide additional safe-
guards in reviewing activities to which this
subpart is applicable inasmuch as the poten-
tial subjects in activities conducted there-
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under might be unable fully to comprehend
the risks which might be involved and are
legally incapable of consenting to their par-
ticipation in such activities.

Section 46.23 Need for legally -effective
consent. Nothing in this subpart shall be
construed as indicating that compliance with
the procedures set forth herein will neces-
sarily result in a legally effective consent
under applicable State or local law to a sub-
ject’s participation in any activity; nor in
particular does it obviate the need for court
approval of such participation where court
approval is required under applicable State
or local law in order to obtain a legally ef-
fective consent.

Section 46.24 Definitions. As used in this
subpart:

(a) “DHEW activity” means:

(1) The conduct or support (through
grants, contracts, or other awards) of bio-
medical or behavioral research involving
human subjects; or

(2) Research, development, or demon-
stration activities regulated by any DHEW
agency.

(b) “Subject at risk” means any individ-

ual who might be exposed to the possibility
of harm—physical, psychological, sociologi-
cal, or other—as a consequence of partici-
pation as a subject in any DHEW activity
which goes beyond the application of those
established and accepted methods necessary
to meet his needs.

(c) “Child” means an individual who has
not attained the legal age of consent to
participate in research as determined under

the applicable law of the jurisdiction in
which such research is to be conducted.
(d) “DHEW” means the Department of

Health, Education and Welfare.

Section 46.25 Agency Ethical Review
Board; composition; duties. (a) The head of
each agency shall establish an Ethical Re-
view Board, hereinafter referred to as the
“Board,” to review proposals for research, de-
velopment, and demonstration activities to
which this subpart is applicable, as well as
to advise him or her on matters of policy
concerning protection of human subjects.
The Board shall be composed of research
scientists  (biomedical, behavioral, and/or
social), physicians, lawyers, clergy, ethicists,
and representatives of the public. It shall
consist of 15 members appointed by the
agency head from outside the Federal Gov-
ernment. No more than one-third of the
members may be individuals engaged in re-
search, development, or demonstration
activities involving human subjects.

(b) It shall be the function of the Board
to review each proposed activity to which
this subpart applies, and advise the agency
concerning the acceptability of such activ-
ities from the standpoint of societal need
and ethical considerations, taking into ac-
count the assessment of the appropriate
Primary Review Committees as to: (1) The
potential benefit of the proposed activity,
(a) scientific merit and experimental de-
sign, (3) whether the proposed activity
entails risk of significant harm to the sub-
ject, (4) the sufficiency of animal and adult
human studies demonstrating safety and
clear potential benefit of the proposed pro-
cedures and providing sufficient information
on which to base an assessment of the risks,
and (5) whether the information to be
gained may be obtained from further animal
and adult human studies.

(c) The Board shall review the procedures
proposed by the applicant to be followed by
the Protection Committee, provided for in
§ 46.26 of this subpart, in carrying out its
functions as set forth in § 46.26. In addition,
the Board may recommend additional func-
tions to be performed by the Protection
Committee in connection with any particular
activity.

(d) In decisions  regarding  activities
covered by this subpart, the agency shall
take into account the recommendations of
the Board.

Section 46.26 Protection Committees; com-
position; duties. (a) No activity covered by
this subpart will be approved unless it pro-
vides for the establishment by the applicant
of a Protection Committee, composed of at
least five members so selected that the Com-
mittee will be competent to deal with the
medical, legal, social and ethical issues in-
volved in the activity. None of the members
shall have any association with the pro-
posed activity, and at least one-half shall
have no association with any organization or

individual conducting or supporting the
activity. No more than one-third of the
members shall be individuals engaged in
research, development, or demonstration
activities involving human subjects. The
composition of the Protection Committee

shall be subject to DHEW approval.

(b) The duties of the Protection Commit-
tee, proposed by the applicant, and reviewed
by the agency including the Ethical Review
Board shall be to oversee: (1) The selection
of subjects who may be included in the
activity; (2) the monitoring of the subject’s
continued willingness to participate in the
activity; (3) the design of procedures to per-
mit intervention on behalf of one or more
of the subjects if conditions warrant: (4) the
evaluation of the reasonableness of the par-
ents’ consent and (where applicable) the
subject’s consent; and (5) the procedures for
advising the subject and/or the parents con-
cerning the subject’s continued participation
in the activity. Each subject and his or her
parent or guardian will be informed of the
name of a member of the Protection Com-
mittee who will be available for consulta-
tion concerning the activity.

(c) The Protection Committee shall estab-
lish rules of procedure for conducting its
activities, which must be reviewed by DHEW,
and shall conduct its activities at convened
meetings, minutes of which shall be prepared
and retained.

Section 46.27 Certain children excluded
from participation in DHEW activities. A
child may not be included as a subject in
DHEW activities to which this subpart is ap-
plicable if:

(@) The child has no known living parent
who is available and capable of participating
in the consent process: Provided, That this
exclusion shall be inapplicable if the child
is seriously ill, and the proposed research is
designed to substantially alleviate his con-
dition; or

(b) The child has only one-known living
parent who is available and capable of par-
ticipating in the consent process, or only one
such parent, and that parent has not given
consent to the child’s participation in the
activity; or

(c) Both the child’s parents are available
and capable of participating in the consent
process, but both have not given such con-
sent;

(d) The child is involuntarily confined in
an institutional setting pursuant to a court
order, whether or not the parents and child
have consented to the child’s participation in
the activity; or

(e) The child has not given consent to his
or her participation in the research: Pro-
vided, That this exclusion shall be inapplica-
ble if the child is 6 years of age or less or
if explicitly waived by the DHEW; or

(f) The Protection Committee established
under § 46.26 of this subpart has not reviewed
and approved the child’s participation in the
activity.

Section 46.28 Activities to be performed
outside the United States. In addition to sat—
isfying all other applicable requirements in
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this subpart, an activity to which this sub-
part in applicable, which is to be conducted
outside the United States, must include
written documentation satisfactory to DHEW
that the proposed activity is acceptable under
the legal, social, and ethical standards of the
locale in which it is to be performed.

SUBPART C—ADDITIONAL PROTECTION FOR
CERTAIN CLASSES OF DHEW ACTIVITIES

Section 46.31 Applicability. (a) The regu-
lations in this subpart are applicable to all
Department of Health, Education, and Wel-
fare research, development, or demonstration
activities: (1) Involving pregnant women,
unless there is a finding by DHEW that the
activity will have no adverse effect on the
fetus, or is clearly thereapeutic with respect
to the fetus involved, (2) involving the abor-
tus or the non-viable fetus, or (3) involv-
ing in vitro fertilization of human ova.

(b) Nothing in this subpart shall be con-
strued as indicating that compliance with
the procedures set forth herein will in any
way render inapplicable pertinent State or
local laws bearing upon activities covered
by this subpart.

(c) To the extent the requirements of sub-
part A of this part are applicable to activities
also covered by this subpart, the require-
ments of this subpart are in addition to
those imposed under subpart A.

Section 46.32 Purpose. It is the purpose of
this subpart to provide additional safeguards
in reviewing activities to which this subpart
is applicable to assure that they conform to
appropriate ethical standards and relate to

important societal needs.

Section 46.33 Definitions. As used in this
subpart:

(@ “DHEW” means the Department of

Health, Education, and Welfare.

(b) “DHEW activity” means:
(1) The conduct or support (through
grants, contracts, or other awards) of bio-

medical or behavioral research involving hu-
man subjects; or

(2) Research, development, or demonstra-
tion activities regulated by any DHEW
agency.

(c) “Board” means the Board established
under § 46.25.

(d) “Protection Committee”
mittee referred to in § 46.30.

(e) “Pregnancy” means the period of time
from implantation of a fertilized ovum until
delivery.

(f) “Fetus” means the product of concep-
tion from implantation wuntil delivery.

(g) “Abortus” means the fetus when it has
been expelled whole, whether spontaneously
or as a result of medical or surgical inter-
vention to terminate a pregnancy, prior to
viability. This definition, for the purpose of
this policy, excludes the placenta, fetal
material which is macerated at the time of
expulsion, a dead fetus, and isolated fetal
tissue or organs excised from a dead fetus.

(h) “Viability of a fetus” means capabil-
ity given the benefit of available therapy, of

means a com-

independently maintaining heart beat and
respiration.
(i) “In vitro fertilization” means any fer-

tilization of human ova which occurs outside
the body of a female, through admixture of
human sperm and such ova.

Section 46.34 Duties of the Ethical Re-
view board. (a) It shall be the function of
the Board to review each activity to which
this subpart applies and advise the agency
concerning the acceptability of such activi-
ties from the standpoint of societal need and
ethical considerations, taking into account
the assessment of the appropriate Primary
Review Committees as to: (1) The potential
benefit of the proposed activity, (2) scien-
tific merit and experimental design, (3) the
sufficiency of studies involving animals dem-

FEDERAL

NOTICES

onstrating the clear potential benefit of the
proposed procedures and (4) whether the
information to be gained may be obtained
from further animal or adult human studies.

(b) The Board may recommend the estab-
lishment by the sponsoring institution of a
Protection Committee to carry out such func-
tions as the Board deems necessary.

Section 46.35 Maternal consent to activ-
ities involving the abortus. (a) No activity to
which this subpart is applicable may involve
an abortus or a non-viable fetus unless ma-
ternal consent has been obtained.

(b) No activity to which this subpart is
applicable may involve an abortus or a non-
viable fetus unless: (1) Individuals involved
in the activity will have no part in the de-
cision as to timing, method, or extent of the
procedure used to terminate the pregnancy,
or in determining viability of the fetus at
the termination of the pregnancy; (2) vital
functions of the abortus will not be main-
tained artificially for purposes of research;
and (3) experimental procedures which
would terminate heart beat or respiration in
the abortus will not be employed.

Section 46.37 Prohibition on certain ac-
tivities involving pregnant women where the
fetus may be adversely affected. The Board
shall review all research, development, and
demonstration activities involving pregnant
women. No activity to which this subpart is
applicable may involve a pregnant woman if
the Primary Review Committee finds that the
fetus might be adversely affected, unless the
primary purpose of the activity is to benefit
that fetus. In addition, no activity to which
this subpart is applicable may involve preg-
nant women unless all the requirements of
this subpart are satisfied.

Section 46.38 Parental consent to activi-
ties which might affect the fetus. No activity
involving a pregnant woman which might
affect the fetus but which nevertheless is
permissible under § 46.37 shall be conducted
unless maternal consent has been obtained,
as well as the consent of the father if he is
available and capable of participating in the
consent process.

Section 46.39 Activities to be performed
outside the United States. In addition to
satisfying all other applicable requirements
in this subpart, activities to whim this sub-
part is applicable, which are to be conducted
outside the United States, must include writ-
ten documentation satisfactory to DHEW
that the proposed activity is acceptable under
the legal, social, and ethical standards of the
locale in which it is to be performed.

SUBPART D—ADDITIONAL PROTECTIONS FOR
PRISONERS INVOLVED AS SUBJECTS IN DHEW
ACTIVITIES

Section 46.41 Applicability. (a) The regu-
lations in this subpart are applicable to all
Department of Health, Education, and Wel-
fare research, development, and demonstra-
tion activities involving prisoners as subjects.

(b) The requirements of this subpart are
in addition to those imposed under subparts
A and B of this part.

Section 46.42 Purpose. It is the purpose of
this subpart to provide additional safeguards
for activities to which this subpart is appli-
cable inasmuch as the potential subjects in
activities conducted thereunder, because of
their incarceration, might be under con-
straints which could affect their ability to
make a truly voluntary and uncoerced de-
cision whether or not to participate in such
activities.

Section 46.43 Definitions. As used in this

subpart:

(a) “DHEW activity” means:

(1) the conduct or support (through
grants, contracts, or other awards) of bio-
medical or behavioral research involving

human subjects; or
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(2) research, development, or demonstra-
tion activities regulated by any DHEW
agency.

(b) “Prisoner” means any individual in-
voluntarily confined in a penal institution.

The term is intended to encompass individ-
uals sentenced to such an institution under
a criminal or civil statute and also individ-
uals detained by virtue of statutes which
provide alternatives to criminal prosecution.

(c) “DHEW” means the Department of
Health, Education, and Welfare.

Section 46.44 Additional duties of Organi-
zational Review Committee where prisoners
are involved. (a) In carrying out its responsi-
bilities under subpart A of this part for activ-
ities also covered by this subpart, the Organi-
zational Review Committee provided for un-
der subpart A shall also certify: (1) That
there will be no undue inducements to par-
ticipation by prisoners as subjects in the ac-
tivity, taking into account among other fac-
tors, the sources of earnings generally avail-
able to the prisoners as compared with those
offered to participants in the activity, (2)
that the clinic and hospital facilities are ade-
quate for the proposed activity, (3) that all
aspects of the activity would be appropriate
for performance on nonprisoners, and (4)
that no prisoner will be offered any reduction
in sentence or parole for participation in
such activity which is not comparable to that
offered for other activities at the facility not
of a research, development, demonstration or
similar nature.

(b) In addition, the Organizational Re-
view Committee shall have the following
duties: (1) To review, approve, or modify the
procedures proposed for the Protection Com-
mittee in carrying out its functions as set
forth in § 46.45; (2) To recommend any addi-
tional functions to be performed by the Pro-
tection Committee in connection with a par-
ticular activity; (3) To set rates of remunera-
tion, if any, consistent with the anticipated
duration, discomfort, and/or risk of the ac-
tivity but not in excess of that paid for other
employment generally available to inmates
of the facility in question; and (4) To carry
out such other responsibilities as may be
stipulated by DHEW in the contract or grant
award.

(c) Activities to which this subpart is ap-
plicable must provide for the designation of
an Organizational Review Committee, where
no such Committee has been established
under subpart A.

Section 46.45  Protection Committees;
duties; composition. (a) No activity covered
by this subpart will be approved unless it
provides for the establishment of a Protec-
tion Committee to carry out the following
functions, as well as any others recommended
by the Organizational Review Committee or
by DHEW: (1) Reviewing the procedure for
soliciting participation by prisoners in the
research activity to determine that all ele-
ments of informed consent, as outlined in
§ 46.3, are satisfied; (2) overseeing the selec-
tion of prisoners who may participate in the
activity; (3) monitoring the progress of the
research and the continued willingness of
subject participation; and (4) intervening
on behalf of one or more subjects if condi-
tions warrant. In addition, each subject will
be informed of the name of a member of the
Protection Committee who will be available
to the subject for consultation concerning the
activity.

(b) Each Protection Committee shall be
composed of at least five members appointed
by the applicant and so selected that the
Committee will be competent to deal with the
medical, legal, social, and ethical issues in-
volved. At least one member of the Committee
shall be either a prisoner or a representative
of an organization having as a primary con-
cern protection of the interests of prisoners.
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No more than one-third of the members may
be physicians or scientists engaged in bio-
medical or behavioral research, and no more
than one member, other than a prisoners’
representative, may have any affiliation with
the prison facility or the legal entity having
jurisdiction over the facility, except for per-
sons employed by a Department of Education
in a teaching capacity. Any prisoners serving
on the Committee shall be compensated at a
rate consistent with that set for prisoners
participating as subjects in activities at the
facility to which this subpart is applicable.

(c) The Protection Committee shall estab-
lish rules of procedure for conducting its
activities which must be reviewed by DHEW,
and shall conduct its activities at convened
meetings, minutes of which shall be prepared
and retained. The composition of the Com-
mittee shall be subject to DHEW approval.

Section 46.46  Prohibition on participa-
tion in activities prior to conviction. No in-
dividual confined pending arraignment, trial,
or sentencing for an offense punishable as a
crime may be used as a subject in any ac-
tivity supported in whole or in part by a
grant or contract to which this subpart is
applicable.

Section 46.47 Remuneration to subjects.
Where rates of remuneration are set pursu-
ant to § 46.44 of this subpart, any subject
who, for medical reasons, is required by a
representative of the prison facility, grantee,
contractor, or sponsor of the activity, to with-
draw before completion of his or her partici-
pation in the activity shall continue to be
compensated for a period to be set by the
Protection Committee after consultation with
the grantee or contractor.

Section 46.48 Accreditation. It is the in-
tention of DHEW to accredit, prison facilities
as sites for the performance of activities to
which this subpart applies. Accreditation
will be based on certification of the accepta-
bility of the facilities and compliance with
the procedures required by this subpart, as
determined by the Secretary. No activity
covered by this subpart may involve prison-
ers incarcerated in a facility not accredited
by Secretary of DHEW.

Section 46.49 Activities to be performed
outside the United States. In addition to
satisfying all other applicable requirements
in this subpart, an activity to which this sub-
part is applicable, which is to be conducted
outside the United States, must include writ-
ten documentation satisfactory to DHEW
that the proposed activity is acceptable under
the legal, social, and ethical standards of the
locale in which it is to be performed.

SUBPART E—ADDITIONAL PROTECTIONS FOR IN—
STITUTIONALIZED MENTALLY INFIRM INDIVID-
UALS INVOLVED As SUBJECTS IN DHEW Ac-
TIVITIES

Section 46.51 Applicability. (a) The regu-
lations in this subpart are applicable to all
Department of Health, Education, and Wel-
fare activities involving the institutionalized
mentally infirm as subjects.

(b) Nothing in this subpart shall be con-
strued as indicating that compliance with the
procedures set forth herein in connection
with activities permitted under § 46.54 of this
subpart will necessarily result in a legally
effective consent under applicable State or
local law to a subject’s participation in such
an activity; nor in particular does it obviate
the need for court approval of such participa-
tion where court approval is required under
applicable State or local law in order to
obtain a legally effective consent.

(c) The requirements of this subpart are
in addition to those imposed under subparts
A, B, and D of this part.

Section 46.52 Purpose. It is the purpose
of this subpart to provide additional safe-

NOTICES

guards for the mentally infirm involved in
research, development, and demonstration
activities, inasmuch as the potential subjects
in such activities are: (1) Confined in an
institutional setting; (2) might be wunable
fully to comprehend the type risks which
may be involved; and (3) might be legally
incompetent to consent to their particip-
tion in such activities.

Section 46.53 Definitions. As used in this
subpart:

(a) “DHEW activity” means:

(1) The conduct or support (through
grants, contracts, or other awards) of bio-
medical or behavioral research involving

human subjects; or
(2) Research, development, or demonstra-

tion activities regulated by any DHEW
agency.
(b) “Mentally infirm” includes the men-

tally ill, the mentally retarded, the emotion-
ally disturbed, the psychotic, the senile, and
others with impairments of a similar nature,
regardless of whether or not the individual

has been determined to be legally
incompetent.
(c)  “Institutionalized” means confined,

whether by court order or voluntary com-
mitment, in an institution for the care and/
or treatment of the mentally infirm.

Section 46.54 Limitations on activities in-
volving the institutionalized mentally infirm.
No institutionalized mentally infirm indi-
vidual may be included as a subject in a
DHEW activity unless:

(@) The proposed activity is concerned
with: (1) The diagnosis, treatment, preven-
tion, or etiology of the impairment with
which he or she is afflicted; or (2) the pro-
posed activity is concerned with the effect
of institutional life on the subject and in-
volves no risk of harm to the subject; or
(3) the information can be obtained only
from such subjects.

(b) The individual’s legal guardian has
given consent to the individual’s participa-
tion in such activity;

(c) Where the individual has sufficient
mental competency to understand what is
proposed and to express an opinion as to his
or her participation, the individual’s con-
sent to such participation has also been
secured; and

(d) The Protection Committee, provided
for in § 46.50 of this subpart, has reviewed
and approved subject participation in the
activity (by class or by individual).

Section 46.55 Additional duties of Organ-
izational Review Committee where the men-
tally infirm are involved. (a) In addition to
its responsibilities under Subpart A of this
part, the Organizational Review Committee
shall, with respect to activities to which
subpart applies:

(1) Certify that all aspects of the activity
would be ethically appropriate for perform-
ance on healthy individuals;

(2) Conduct at least one on-site visit to
the institution and prepare a report of the
visit including discussion of such matters
as living conditions, availability of medical
care, and quality of food, to be submitted to
DHEW along with the application;

(3) Review and approve or modify the
procedures proposed by the applicant to be
followed by the Protection Committee, pro-
vided for in § 46.56, in overseeing the re-
cruitment of the mentally infirm subjects
who may be included in such activity;

(4) Recommend any additional functions
to be performed by the Protection Commit-
tee in connection with any particular ac-
tivity; and

(5) Carry out such other responsibilities
as may be recommended by DHEW.

(b) Activities to which this subpart is ap-
plicable must provide for the designation of

an Organizational Review Committee where
no such Committee has been established
under subpart A.

Section 46.50 Protection Committees;
duties; composition. (a) No activity covered
by this subpart will be approved unless it
provides for the establishment of a Protec-
tion Committee to carry out the following
functions, as well as any others prescribed
by the Organizational Review Committee or
by DHEW: (1) Overseeing the process of
selection of subjects who may be included
in the activity, (2) monitoring the progress
of the activity with special attention to
adverse effects on subjects, (3) intervening
on behalf of one or more of the subjects if
conditions warrant, (4) evaluating the proc-
ess and reasonableness of consent of the
legal guardian and (where applicable) of the
subject, and (6) advising the legal guardian
and/or the subject concerning the latter’s
continued participation in the activity if
conditions warrant.

(b) The composition of each Protection
Committee shall conform to the require-
ments set forth in § 46.26 (a).

(c) The Protection Committee shall es-
tablish rules of procedure for conducting its
activities, which must be reviewed by DHEW,
and shall conduct its activities at convened
meetings, minutes of which shall be prepared
and retained.

Section 46.57 Activities to be performed
outside the United States. In addition to
satisfying all other applicable requirements
in this subpart, an activity to which this
subpart is applicable, which is to be con-
ducted outside the united States, must in-
clude written documentation satisfactory to
DHEW that the proposed activity is accept-
able under the legal, social, and ethical
standards of the locale in which it is to be
performed.

SUBPART F—GENERAL PROVISIONS

Section 46.61 Applicability. The following
regulations are applicable to all activities
covered by this part.

Section 46.62 Records. (a) Copies of all
documents presented or required for initial
and continuing review by any Organizational
Review Committee or Protection Committee
and minutes, transmittals on actions, in-
structions, and conditions resulting from
committee deliberations are to be made part
of the official files of the grantee or con-
tractor for the supported activity.

(b) Records of subject’s and representa-
tive’s consent shall be retained by the
grantee or contractor in accordance with its
established practice, or, if no practice has
been established, in project files.

(c) Acceptance of any DHEW grant or
contract award shall constitute consent of
the grantee or contracting organization to
inspection and audit of records pertaining to
the assisted activity by authorized repre-
sentatives of the Secretary.

(d) All documents and other records re-
quired under this part must be retained by
the grantee or contracting organization for
a minimum of three years following termina-
tion of DHEW support of the activity.

Section 46.63 Reports. Each organization
with an approved assurance shall provide the
Secretary with such reports and other in-
formation as the Secretary may from time to
time prescribe.

Section  46.64 Early termination  of
awards; sanctions for noncompliance. (a)
If, in the judgment of the Secretary, an or-
ganization has failed to comply with the
terms of this part with respect to a par-
ticular Federal activity, he may require that
said grant or contract be terminated or sus-
pended in the manner prescribed in appli-
cable grant or procurement regulations.
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(b) If, in the judgment of the Secretary,
an organization fails to discharge its re-
sponsibilities for the protection of the rights
and welfare of the subjects in its care,
whether or not DHEW funds are involved, he
may, upon reasonable notice to the organiza-
tion of the basis for such action, determine
that its eligibility to receive further DHEW
grants or contracts or participate in DHEW
assisted activities, involving human subjects,
shall be terminated. Such disqualification
shall continue until it is shown to the satis-
faction of the Secretary that the reasons
therefor no longer exist.

NOTICES

(c) If, in the judgment of the Secretary,
an individual serving as principal investi-
gator, program director, or other person hav-
ing responsibility for the scientific and tech-
nical direction of a project or activity, has
failed to discharge her or his responsibilities
for the protection of the rights and welfare
of human subjects in his or her care, the
Secretary may, upon reasonable notice to the
individual of the basis for such action, deter-
mine that such individual’s eligibility to
serve as a principal investigator or program
director or in another similar capacity shall
be terminated. Such disqualification shall
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continue until it is shown to the satisfaction
of the Secretary that the reasons therefor no
longer exist.

Section 46.65 Conditions. The Secretary
may with respect to any activity or any class
of activities impose conditions, including
conditions pertaining to informed consent,
prior to or at the time of the approval of
any activity when in the Secretary’s judg-
ment such conditions are necessary for the
protection of human subjects.

[FR DOC. 73-23922 Filed 11-15-73; 8:45 am]
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AMERICAN ACADEMY OF PEDIATRICS

Committee on Drugs

Guidelines for the Ethical Conduct of Studies
to Evaluate Drugs in Pediatric Populations

The U.S. Food and Drug Administration is the
regulatory agency charged with the responsibility
of certifying that drugs' are safe and effective for
use as claimed. According to the FDA regula-
tions, only 25% of the drugs currently marketed in
this country can be advertised as safe and effec-
tive for children. This does not imply that the
drugs are contraindicated or disapproved for use
in infants and/or children; it only means that
sufficient data have not been forwarded to the
FDA to grant approval status for pediatric indica
tions or uses. Because neither the safety nor the
efficacy of many of these drugs is known for
children, physicians have had two choices.

1. Avoid the use of the drug, that is, deprive
children of the potential benefits of the thera-
peutic agents available to others.

2. Prescribe the drug despite the lack of FDA
certification for children.

The American Academy of Pediatrics, through
its Committee on Drugs, issued General
Guidelines for the Evaluation of Drugs To Be
Approved for Use During Pregnancy and for
Treatment of Infants and Children® in 1974. The
publication of these general guidelines and their
implications for future drug development led the
FDA to request that the Academy’s Committee
on Drugs advise it about standards of ethical
research which could be recommended to assure
that children, and society in general, are served
appropriately by studies carried out in pediatric
populations without undue hazard or discomfort.
This document is the result of intensive delibera

*Devices that carry therapeutic claims, antiseptics, cleansing
materials, and other substances which may come in contact
with children should be considered in the same manner as
drugs when they are evaluated for use in pediatric popula-
tions. The same careful scrutiny must be given to the
protocols under which such devices and agents are studied as
outlined in this document for drugs.
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tion by the Committee on Drugs, its consultants,
and advisors about the ethical questions pertain-
ing to clinical pharmacologic studies in infants
and children.

The Committee recognizes the problems
inherent in investigations on children, who lack
legal authority to consent, and the risks inherent
in obtaining third party consent. This document
presents guidelines, not regulations, which are
intended to offer a spirit and an approach to drug
investigation in children. These guidelines should
be studied and considered by investigators who do
not fal under the regulations of the Department
of Hedth, Education and Welfare, as wel as by
those who do. Review mechanisms are proposed
to assure that investigators receive outside ethica
scrutiny and that the intent of the guidelines has
been met.

Most of the debate about the ethics of drug
research stresses risks, however, in most research
studies risks are minima athough the child may
suffer inconvenience and discomfort as a result of
enroliment in the study. Moreover, benefits are
frequently derived from participation in clinical
research studies. These benefits include closer
medical scrutiny, better nursing attention, and
more effective therapeutic interventions as a
result of rigorous and scientifically valid proto-
cols.

Experimentation Versus Research

Experimentation may be defined as the use of
unproven methods, medications, or doses. Un-
proven therapies, while they may be called "in-
novative treatment,” are actually experimenta-
tion, but they are not necessarily research.
Research is well-controlled, systematic investiga-
tion intended to develop new and useful knowl-
edge.

The Committee believes that it is unethical to
adhere to a system which forces physicians to use
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therapeutic agents in an uncontrolled experi-
mental situation virtually every time they
prescribe for children. Furthermore, it is not only
ethical but also imperative that new drugs to be
used in children be studied in children under
controlled circumstances so the benefits of thera-
peutic advances will become available to al who
may need them.

The Need to Study Children

Children must be studied to make rational drug
therapy available to themsdves and to other
children. Systematic research on new drugs must
be carried out in children because no anima or
clinical model exactly predicts the effect of agents
on children of various ages and stages of develop-
ment. Thus, the different volume of the various
body fluid spaces in the early stages of develop-
ment, the dynamics of growth of various organs,
the changes in renal and metabolic function
throughout infancy and childhood, and the
myriad other alterations which are a part of
norma human development may al modify the
rate of elimination of the drugs, the dosage
regimen, the effectiveness, and the safety of
pharmacologic agents. Data obtained in animal
models are inadequate, as is extrapolation from
experience in adults.

The crucia experimental research from which
the most important information can be obtained
on the use of drugs in children is that which
utilizes the child as the experimental subject.

Studies should be carried out in children by
qualified investigators as soon as possible after the
need for use in pediatric patients has been identi-
fied and basic pharmacologic information has
been accumulated.

Pediatric patients should be selected as subjects
for studies when there is a need for the results of
studies in infants and children for therapeutic
uses. In genera, pediatric patients should be
sdlected only after the safety and efficacy of the
agent under study has been evaluated in adults.
Efficacy data cannot always be obtained in adults,
however, since there are situations in which
therapy must be tested for the prevention or
treatment of conditions peculiar to certain pedi-
aric ages, eg., kernicterus. Prior to recruiting
children as subjects in clinica studies, data on
absorption, metabolism, toxicity, and so forth
should be available from adults. (Certain agents
may be expected to have frequent and severe side
effects and cannot be tested in normal volunteers.
Thus, all antineoplastic agent to be tested for
efficacy against a child’s tumor may have to be
tested in children without prior studies in
adults.)
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DRUG STUDIES

The Need for Ethical Guidelines

Standards for performance of clinica pharma-
cologic research in infants and children must be
established with the same humane purpose and
scientific objectives as standards for clinical prac-
tice. Ethical practice requires that treatment
modalities available to others be made available
to pediatric patients, and that, as for other
subjects, appropriate protection be given to pedi-
aric patients when they receive treatment. Poor
scientific design or uncontrolled experimentation
is unethical.

Ethical, as well as scientific, guidelines are
needed for the evaluation of drugs to be used in
infants and children and for the development of
acceptable clinica research patterns for drug
investigations in children. These patterns, when
developed by medical-scientific, legal, and socia
experts (in consultation with informed laymen),
will become widdly accepted in time and may
eventually be acknowledged legaly, much as
standards of practice activity are accepted by
society and legally recognized.

These guidelines have been prepared because
there is a need to assure that a balance is
maintained between the protection of individua
children; the accepted needs of a specific child,
group, class of children, or society at large; and
societal valuesin generd.

CHARACTERISTICS OF AN ETHICAL
INVESTIGATOR

Any proposal for clinical investigation must
place the interest of the child first and must
satisfy the following basic conditions.

1. The research proposed must be of value to
the pediatric population in general and, in most
instances, to the child subject.

2. The research design must be appropriate for
the stated purposes.

3. The investigator must be competent and
must understand the ethical issues involved in
drug investigations in children.

The competence and ethical nature of the
investigator is the most important safeguard for
the protection of the interests of the child subject.
The investigator must strive to obtain as much
information as possible about the safety and
efficacy of the drug under study prior to enrolling
child subjects in the study. He/she must acquire a
thorough knowledge of al relevant animal data
and all phase | and early phase Il tests in humans.
In addition, he/she must have complete informa-
tion about the known side effects of analogous or
similar drugs and the age-dependent factors that



may influence the activity of the drug under study
in the subject prior to beginning studies in chil-
dren. He/she should be required to demonstrate
this knowledge in the proposal, in the construc-
tion of the protocol, and in a presentation to the
institutional review committee.

An investigator should make every attempt to
appreciate the feelings of al parties concerned
prior to attempting to enroll subjects for study.
He/she is responsible for assuring that all
colleagues and associates in the proposed project
are equaly informed and have similar apprecia-
tion of the feelings of those involved. In addition
to planning and administrative ability, the inves-
tigator should be sensitive to the feelings of
individuals of different ethnic, racial, and socioec-
onomic backgrounds. Investigators should also
attempt to understand the fears. concerns, and
feelings of the child subjects. This understanding
is especially important in pediatric studies
because children may be unable to communicate
their feelings and fears.

The investigator should also endeavor to under-
stand the attitudes of the individuals qualified to
act on the child subject’s behalf. Thisis especially
difficult and trying when the subjects are handi-
capped children, because the emotional reactions
and motivations of those acting on behalf of these
children may be complex. The feelings and atti-
tudes that must be considered include those
concerning pain, trauma, and hospitalization, as
well as those concerning the racial, ethnic, and
socioeconomic implications of being considered
for and consenting to participation in a research
study. Toward this end, studies carried out in
children should be designed with input from a
physician (or physicians) trained and experienced
in pediatrics to insure maximal sensitivity to
children’s feelings and fears. The planning of
studies in handicapped children should involve
input from a physician experienced in dealing
with handicapped children and their parents. The
racial, ethnic, or socioeconomic characteristics of
the children must be considered in designing the
study, and the design must include input from
appropriate  community representatives.
Pediatric investigators must ‘be acutely aware
of possible conflicts between their own interests,
the "need to know," and the interests of child
subjects. The "need to know" must aways be
subservient to the needs of the child and his
family. The investigator cannot be free from bias
or sef-interest, but he/she must strive to present
a balanced view of the risks and benefits of the
study when seeking informed consent from the
individual acting on behalf of the child.

The ethical investigator recognizes the possi-
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bility that his’her own passion and bias may
influence the decision and the presentation of the
facts. It is important that he/she be self-analytical
and seek insight into the bias of his’/her own
behavior and attitudes in planning and carrying
out studies in children. When evaluating propos-
als, the institutional review committee must
determine whether each investigator has consid-
ered these factors. When indicated, the ingtitu-
tional review committee should point out areas
that must be reconsidered for the protection of
child subjects.

ETHICAL ISSUES IN DRUG
INVESTIGATIONS IN PEDIATRIC
POPULATIONS

Basic ethical considerations for human studies
have been evolved at various legal, medical.
scientific, governmental, and human rights levels.
However, there are also special considerations
which apply to children. Children may be easily
influenced and are generaly regarded as requir-
ing guidance and protection against exploitation.
They may even require protection against their
own actions, which may be contrary to their self-
interest.

The major areas of concern in pediatric inves-
tigation include (1) determination of benefits and
risks, (2) selection of subject groups and individ-
uas, (3) obtaining informed consent, and (4)
payment for participation.

Determination of Benefits and Risks

Research studies may be undertaken when they
can be shown to be advantageous to the child or
other children, and when the potential benefits
are greater than the potential risks. The evalua
tion of benefits and risks of studies involving
children must be based on the broadest and most
comprehensive view.

The benefits of the proposed study must be
assessed prior to an evaluation of risks from the
study. Studies that promise no demonstrable bene-
fits should not be conducted, irrespective of the
minimal nature of the attendant risks. Benefits
should be construed broadly in an evaluation that
takes into account the importance of developing
new treatment modalities forchildren in genera,
for the class of children represented by the child
subject, and, as appropriate, for the subject’s own
future interest and benefit. Furthermore, the
benefits of participation in the study have a
significant bearing on the ethical nature of the
proposal and must be recognized in this evaua-
tion. The introduction to these guidelines
mentioned severa benefits which could accrue to
a child subject in the conduct of controlled
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studies, which require observations and careful
attention to many details for scientific purposes.

Children should be permitted to participate in
a carefully monitored study with minimal risk and
maximal protection under some conditions, if the
study promises broad scientific benefit to society
at large or to a group of individuals. Any assess-
ment of a benefit-risk relationship must take into
account the seriousness of the condition being
treated with the research drug; the likelihood of
benefit to the individual, the class of patients
under study, and children in genera; and the risks
of the proposed study.

Inherent risks of the proposed study must be
evaluated in the broadest context. These risks
include the known and predictable effects of the
drug as determined from animal studies, prior
studies in adults or children, or observations from
clinical practice with children.

The potential for psychologic and social
damage or dislocation and the possibility that
some effects may remain latent for many years
must also be weighed in assessing the ethical
nature of a proposed study. Studies to be carried
out in children must be scrutinized for potential
risks that are not usualy of concern when consid-
ering studies in adults. Some of the risk factorsin
proposed studies in children, in addition to
discomfort and inconvenience, may be pain,
fright, separation from parents, and separation
from familiar surroundings.

Risks and fears should be minimized by limiting
the number and type of invasive tests in the study.
However, an invasive procedure is no less ethica
per se than other procedures. Rather, the entire
study, including all proposed procedures, must be
weighed in determining its ethical qudlities.

Requiring a child to submit to venipuncture so
a blood sample can be obtained when studying
the half-life of a new drug must be evaluated in
the light of available technology for determining
the concentration of the drug in biologic fluids. It
might be unethical to do a venipuncture to obtain
blood when a fingerstick for blood or a urine
sample would provide sufficient information;
however, it is definitely unethical to give more of
the drug than absolutely necessary only to avoid
doing a venipuncture, if available methodology
requires higher doses to obtain the data from
capillary blood or urine specimens.

Selection of Subject Groups and
individuals

General Considerations. Subjects enrolled in
clinical investigation should represent a cross
section of society insofar as possible. The study
should not rely exclusively or heavily on one

DRUG STUDIES 10-4

socioeconomic, racial, or ethnic group when this
type of selection is not a necessary part of the
investigation. The institutional review committee
must be uniquely sensitive to this principle and
ask, "Is there an equitable distribution of risks and
inconveniences of this investigation throughout
al societal groups?' This is especialy important
when the study group will be drawn from an
ingtitution or community frequented mainly by
one socioeconomic, racial, and/or ethnic group.
The indtitutional review committee must consider
whether one group from the population at large
will bear an undue portion of the burdens or will
be able to avail itself of an undue portion of the
benefits if the research is conducted at only one
ingtitution. If there is an imbalance, the institu-
tional review committee must ask whether other
population groups can be added to the study in
the same community, as well as whether a multi-
center program could distribute the risks and
benefits more appropriately without adversely
altering the study design. When studies are
conducted at only one ingtitution, ethical practice
requires that a reasonable cross section of al
groups in the community participate.

Special Considerations. Institutionalized re-
tarded children and other children who are
confined in a residential facility may be selected
as subjects of a study only if the study involves
situations or conditions peculiar to these individ-
uals and the information sought can only be
obtained from their participation. Specia safe-
guards may have to be provided to assure that
appropriate consent is obtained for these chil-
dren’s participation (see below).

Obtaining Informed Consent

General Considerations. No drug research may
be performed in humans without the informed
consent of the subject or of an individual legally
qualified to act on behalf of the subject.

The right of a patient to consent or to withhold
consent for an investigational procedure or thera
peutic intervention on an informed basis is well
established in ethics and law. It has been incorpo-
rated in the Nuremberg Code, the guidelines of
the American Medical Association, the Declara
tion of Helsinki of the World Medical Associa
tion, and government regulations.

The requirement for informed consent for
participation in a research study raises many
questions, especialy when minors are subjects of
proposed research. Among these questions are
"When is the administration of the drug consid-
ered a part of a research program?' "How
informed is informed?' "Who can consent on
behalf of the child?' "At what age is it aso



necessary to seek the consent of a minor?' "At
what age is it important to also have the assent of
the minor?' "What mechanism is available to
assure adequate protection of the child sub-
ject?"

The following material contains guidelines for
obtaining informed consent for drug research in
infants and children and a discussion of some of
the underlying ethical principles. These guide-
lines are not specific to all situations. Their
interpretation is the responsibility of local institu-
tional review committees, which may wish to
develop independent subgroups to respond to
specific questions and represent the child and
other appropriate interests.

Who May Consent? Consent for drug research
in children must aways be obtained in writing
from an individual legally qualified to act on
behalf of the child (usually a parent or guardian).
In some instances, "emancipated minors' who are
legally and ethically qualified to give consent for
themselves without the consent of another indi-
vidual may be the only consentors required when
they participate in studies. In general, it is
advisable that consent be obtained both from the
child subject, when he/she is at least 13 years old,
and from an adult acting on the child's behalf. In
general, before the study is implemented, assent
(agreement to participate) should he obtained
from any child who is at least 7 years old when the
individual acting on his/her behalf has given
consent (see below).

Consent should always be based on free choice.
It is not ethical to obtain consent on the basis of
coercion, inducement. or reward. Furthermore,
the ethics of obtaining consent require that the
consenting individual(s) he informed about the
nature of the study, its gods, the risks involved.
the benefits to be expected, and the provisions
made to safeguard the welfare of the child
subject.

Informing the Consentor. Information provided
to the subjects and/or the individuas acting on
their behalf must be written and in a language
that can be understood by them. The ethics of
informing the potential subjects of an investiga-
tion of the nature of the study, and of the risk-
benefit equation do not require “total” or "full"
disclosure. However, al significant and reason-
ably expected consegquences must be enumerated
and explained, and the consentor must be
directed to and have full access to individuals
qualified to answer all of their questions.

The ingtitutional review committee is respon-
sible for the supervision of the procedure by
which the prospective consentor is informed. It
must assure that the investigators and/or their
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representatives do not coerce, entrap, or bias the
consentor. The institutional review committee
must specify the minimum amount of information
required in a proposed study for valid "informed"
consent to be obtained. The amount of informa
tion given under a research protocol must be
decided on by the investigator in conjunction
with the institutional review committee, the
members of which are assumed to he reasonable
individuals acting in the best interests of the
prospective subjects. In no instance should inves-
tigators withhold any information from the poten-
tial consentor unless they have prior approva
to do so.

Different information may be required by the
ingtitutional review committee for one research
project than for others. The facts to be presented
to the subject or those acting on the subject’'s
behaf will be determined in each study by the
nature of the study and the type of research
proposed. In some instances a system for "surro-
gate" review may be required to clarify the
subject’s "need to know" before deciding whether
to consent to enroll a child in a study (see below).
This provides safeguards to assure that the indi-
vidual acting on behalf of the child is indeed
acting in his’/her best interest, with full informa-
tion concerning the potential risks. and potential
benefits of the proposed study.

Potential child subjects of a research study are
entitled to several sources of protection. One
source is the investigator who proposed the study.
Any individual proposing research in children
must be willing to accept a child advocacy role as
well. Other sources of protection are the child’s
parents or guardian (or someone else acting on
hisher behalf) and professionals other than the
investigator—at least some of whom should also
be drawn from groups including child advocacy
in their professiona principles. Members of the
child's community must also participate in the
protection of the child during the planning and
organizational review stages of any project in-
volving child subjects.

Consent From Minors. Children at certain ages
are entitled to participate in determining what is
in their best interest.

Subjects 13 years of age or older must be
informed and give their informed consent to he
enrolled in research studies, unless the institu-
tiona review committee agrees that they are not
competent to do so. It must not be inferred that
children of this age have the right to refuse
therapy deemed necessary for their well-being,
but only that they have the right to refuse to
participate in the research aspects of any protocol
in which they have been entered. The minors
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must be provided with all relevant information
prior to being asked for a decision about consent,
but they may be informed at a different levd of
sophistication than the adult legally consenting
for them.

In all instances the adult legally acting on
behalf of the minor must consent before the minor
is approached for his/her consent. In some
instances the ingtitutional review committee may
agree with the investigator that the age at which
consent is required for certain studies should be
higher than that stated here, and the investigator
may enroll child subjects under a research
protocol without their consent even if they are
more than 13 years old. Such exceptions can only
be made with the agreement of the ingtitutiona
review committee, and they must be based on a
determination that the child's best interest would
not be served if hisher consent were sought or if
he/she were given enough information to reach a
conclusion about consent. Factors such as the
nature of the disease to be treated, the state of
consciousness of the child, and the psychologic
impact of certain information on child subjects
may be presented when exceptions are pro-
posed.

Assent From Minors. Assent should be obtained
from any child 7 years of age or older after the
individual acting on his’her behalf has given
consent and before he/she is enrolled in the study.
For the purposes of these guiddines, assent is
defined as the agreement to participate in a
research study (or to have specimens collected) by
a minor not qualified to give consent but who has
reached the intellectual age of 7 years. When the
intellectual age of the individual cannot be
approximated, a chronologic age of 7 years can be
assumed to be required for assent. This protection
permits a child older than 7 years to say "no" to
involvement in any studies or procedures done for
research purposes.

There may be instances when it is not’ in the
child's best interest to assent to participation in a
research study because of the stressful nature of
the information required to answer questions
about the reasons for participation. In such
instances, the institutional review committee
must review these specia conditions and agree
with the investigator's assumption that obtaining
the assent of the subject would be detrimenta to,
or at, least not in the best interest of the child
subject before approval can be granted. In al
such instances, the institutional review commit-
tee must be given the authority to make the fina
decision, or to establish a mechanism through its
operating policies and procedures to decide
whether the research may proceed.
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Payment for Participation

It is in accord with the traditions and ethics of
our society to reward people who do something
for us or who participate and cooperate with usin
achieving our goals. However, serious ethical
guestions arise when payment is offered to adults
acting on behaf of minors in return for alowing
minors to participate as research subjects.
Although there are dtruistic and other incentives
inherent in offering to become a research subject,
externa incentives must be avoided and payment
or other material benefits should not be large
enough or of a nature to induce responsible
persons to agree to alow a dependent to partici-
pate in a study or to subject them to painful or
invasive procedures. This principle places major
burdens on the pediatric investigator and the
institutional review committee.

Remuneration. Remuneration beyond token
gestures of appreciation for participation should
be avoided. If remuneration is provided, it should
not he of a nature to become an incentive. The
waiver of medical costs associated with treatment
under a research study may be permitted in
certain circumstances. The ingitutional review
committee should review any proposed remuner-
ation to assure that the possibility for coercion has
been minimized.

Compensation. The investigator may make
funds and facilities available to reimburse the
child (or the family) for any costs incurred
because of the child's involvement in the study.
The ingtitutional review committee must ascer-
tain that the compensation offered is fair and does
not become an inducement for the consentor to
agree to the participation of a child subject.

Indemnification. There are standard protec-
tions against negligence by professionals or health
care ingtitutions engaged in research. However,
an additional mechanism must be available to
indemnify subjects and their families on a "no-
fault" basis for any untoward occurrences resullt-
ing from the study. Thus, it is incumbent upon
ingtitutions carrying out investigations to assure
that some form of indemnification is provided and
that the individuas legally acting on behaf of
child subjects are aware of this coverage.

When untoward reactions occur during a
study, the ingtitution and its investigators. are
obliged to provide medical care free of charge so
the subject can be returned as nearly as possible
to higher prior state of health.

Withdrawal From Study

The adult consenting for a child subject and the
consenting minor must be informed of their
option to withdraw from the study at any time.



They must be informed that withdrawa will not
jeopardize the subject’s access to care. Investiga
tors should not make coercive statements or try to
influence the subject with incentives when the
consentor decides to withdraw a subject from a
study. Institutional review committees and inves-
tigators should be especialy aert to departures
from ethical practices when there is a possibility
that a child may be removed from a study.

SPECIAL POPULATIONS
The Retarded Child

Children who are retarded have the right to
protection from bearing an undue portion of
research studies. The noninstitutionalized re-
tarded child is entitled to the same protections
available to other children and, as is true of other
children, has a right to be considered a partici-
pant in the process and benefits of research
studies conducted according to these guidelines.
Because certain diseases, clinical problems, and
behavior patterns are found principally or exclu-
sively in children who are retarded, and because
responses to certain drugs may vary considerably
in them as opposed to other children, some stud-
ies may have to be limited to child subjects, who
are retarded. However, any claims about this
requirement must be scrutinized by the ingtitu-
tional review committee to assure that the princi-
ples outlined here concerning the need to distrib-
ute research benefits and burdens have not been
ignored.

The Institutionalized Retarded Child

Ingtitutionalized retarded children are entitled
to benefits that may accrue as a result of research
on conditions and situations related to their
status. However, parents and other individuals
who are legaly qudified to act for a child may
not necessarily act in the child’'s best interest
when the child has been institutionalized. If other
methods to obtain information of direct benefit to
institutionalized retarded children are not avail-
able and research involving these children as
subjects is proposed, the institutional review
committee must be especially careful when re-
viewing the mechanisms for protection of the
retarded minors.

One mechanism to assure that special protec-
tion is provided for institutionalized retarded
individuals would be the use of an "advocate
group" consisting of several parents of children in
the institution, physicians, lawyers, clergy, and
others as appropriate. If this group is established.
it should be independent of the investigator and
of the indtitutional review committee. It should
be charged with the evaluation of risks and
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benefits from the child’s point of view and be
asked to pass on the appropriateness of the
proposal after its scientific validity has been
established by the ingtitutional review committee
and before the proposal is presented to the person
acting on behalf of the individual child. The
"advocate group" should have "veto" authority
over the conduct of a study at the institution and
over the enrollment of individua children into
the proposed study group.

Institutionalized children may never partici-
pate in research involving drugs which are not
given for their direct benefit.

Nonretarded Institutionalized Minors

Another group sometimes considered for
research studies is made up mainly of youngsters
institutionalized under the supervision of a court
or a social welfare agency (either public or
private) acting in lieu of a court. These children
lack the special characteristics of the retarded
and, in general, are subject to disease processes
similar to noningtitutionalized children. Because
institutionalization deprives these minors of some
of the safeguards necessary for the conduct, of
ethical investigations, they should rarely be
considered for inclusion in research studies, In
general, members of this group should only be
involved in studies of specific conditions found
predominantly in them or in this type of ingtitu-
tion. Institutionalized minors should also have
access to experimental drug therapy under a
research protocol when that therapy is the only
trestment available for the disease from which
they may be suffering. When institutionalized
minors are considered for inclusion in research
studies, the safeguards stipulated for institutional-
ized retarded children should also be afforded to
them.

INSTITUTIONAL REVIEW COMMITTEE
(COMMITTEE ONHUMAN
EXPERIMENTATION)

Any ingtitution under whose auspices clinical
research is conducted must assure that the inves-
tigation is reviewed by an appropriately consti-
tuted ingtitutional review committee. When clin-
ica investigations are to be conducted in children
by individuals independent of institutions with
such a committee, a review committee which will
serve the same function as the ingtitutional review
committee should be established to assure that
the proposed investigations are carried out within
accepted guidelines and are subjected to appro-
priate ethical scrutiny.

The institutional review committee affords
protection for the subject, for the institution, and
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for the investigator. The institutional review
committee should be composed of medical scien-
tists, other physicians who are not engaged in
clinica investigations, representatives of the
community, and nonmedical professional
groups.

All committees reviewing proposals for investi-
gations in children must include persons who care
for children. These persons are likely to be more
aware of the specia psychologic and socia needs
of child research subjects and are likely to be
better advocates for children’s welfare. It may be
advisable for institutions to have a separate
subcommittee with medical representation com-
posed predominantly, if not exclusively, of pedi-
atricians to review and approve proposed proto-
cols which involve minor subjects.

The following is an example of minimal
procedures for review of pediatric proposals. The
first review of a proposal submitted to the
committee should be undertaken by a primary
reviewer who is a member of the committee. This
individual should review the entire protocol in
detail with the investigator, then assume the role
of informed participant in the committee's thor-
ough review of the proposal. The primary
reviewer can discuss with the committee his/her
determination of the adequacy of the risk-benefit
evaluation by the investigator, the appropriate-
ness of the proposed procedures. the amount of
information to be given to the consentor, the
protections afforded to the subjects, and the
ethics of the proposa in general. The primary
reviewer should be responsible for assisting the
investigator in hisher preparation of the propos-
al and the consent document to assure that both
fit within the guidelines established by the
committee for investigations in children. The
primary reviewer is, therefore, charged with the
responsibility of acting as the committee’s repre-
sentative to protect the rights and welfare of the
subjects.

After a proposal is approved, the primary
reviewer should act as a monitor and maintain
contact with the investigator and institutional
personnel who are aware of the nature of the
study and its conduct. This will provide an
additional safeguard to protect the child's welfare
and ensure that there is no deviation from the
rigorous ethical requirements approved by the
Committee.

The institutional review committee should
establish a mechanism to assure that no child is
enrolled in more studies than is consistent with
his’her welfare. The nature of pediatric clinica
studies is such that there may be reason to seek to
enroll the same child in more than one study at
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the same time. In most instances this does not

jeopardize the child's welfare or safety, but in

some situations the child’s participation in more
than one study may be to higher detriment. To
protect the scientific integrity of hisher project,
the investigator should know if his/her subjects
are involved in any other research projects, and
the institution must assure that this information is
available. Thus, the ingtitutional review commit-
tee might request advanced information of plans
to enroll specific individuals into study protocols
so it can be determined if enrollment in this
project would be contrary to the interest of a
child enrolled in another research study.

DRUG RESEARCH
General Considerations

Therapy is the treatment of a disease. Drug
therapy is the use of drugs (as opposed to physical
or psychologic means) for the treatment of
disease. Thus, if therapy with a marketed drug is
used by a physician solely for an individua's
benefit, it should not be considered research, even
if the drugs cannot be advertised for this indica-
tion or purpose. However, if drug therapy is used
by a physician for the acquisition of knowledge
which may be of benefit to others, as well as for
therapy, it is research (albeit research in a thera-
peutic situation). This type of research is subject
to the ethical and medical scrutiny proposed
here.

Drug research may be divided into two major,
but not mutually exclusive, categories. research
under therapeutic conditions (type | research)
and nontherapeutic research (type Il research).
Type | research includes studies of the safety,
elimination, metabolism, efficacy, and interac-
tions of drugs given to treat a condition or illness.
Type Il drug research involves studies on drugs
given principally to determine their effect and
action unrelated to therapy of the individual.
Because these major categories involve different
ethical and medical considerations, different
protections may be required for the subjects of
each type of research.

Research Under Therapeutic Conditions
(Type | Drug Research)

There are severa subcategories in type | drug
research.

1. Noninvasive studies that do not include an
additional pharmacologic agent to a prescribed
treatment regimen. Example: The patient is given
a well-established therapeutic agent for his
illness. The investigator studies the metabolism or
excretion of the drug in the patient’'s normal
excretory products (e.g., urine, sweat) or observes



the patient's behavior, response, or condition
after administration of the drug.

2. Invasive studies that do not involve an
additional therapeutic agent. Example: The
patient is being given a drug which is the estab-
lished form of therapy for his illness, but the
investigator wishes to procure several blood spec-
imens to establish the kinetics, absorption, and so
forth of this drug in the patient’s age group.

3. Studies of the efficacy, safety, and dose of an
investigational drug in children. Example: (1) A
drug effective for a condition in adults is to be
tried for treatment of a child with a similar
condition. The investigator wishes to determine
the efficacy of this drug in children with the
condition, its safety for the developing organism,
and the appropriate dose and dosage regimen for
its administration in a child. (2) An agent with
potential value in animal; or laboratory studies
for a condition occurring only in infants and
children (e.g., respiratory distress syndrome or
infantile spasms) is to be administered to a child
subject with this condition to establish pharmaco-
logic parameters, such as safety, efficacy, and
metabolism, in the absence of comparable data in
adults.

The Committee on Drugs believes that drug
studies in infants and children should include
detailed evaluations of the pharmacology of the
drugs in the various age groups, but there is at
least one exception to this requirement. In the
foregoing situation, where a disease or condition
occurs only in infants and children, it may be
reasonable for pilot studies of the efficacy of an
investigational drug for the condition to proceed
after only minimal pharmacokinetic studies. If
pilot studies indicate probable efficacy, the ethics
of drug evaluation in children require that an
investigator’s protocol incorporate detailed re-
search into safety, efficacy, and general pharma-
cology in succeeding studies.

Whenever possible, research protocols should
be designed to permit the results of laboratory
studies to be used for the benefit of the research
subject. This is especially important in studies of
investigational drugs in children; the ethical
nature of such studies is clearest when minor
subjects can derive benefit from the use of the
investigational drug as well as the various tests
done as part of the scientific investigation.

4. Studies requiring the use of, placebos. In
general, placebos should be used when data
cannot be obtained by comparing the efficacy and
safety of the drug under study with either a
commonly used therapeutic agent for that condi-
tion or the natural course of the disease as
described from clinical studies. The work "place-
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bo" is not intended to mean "untreated” because
any routine treatment must continue in al drug
research in children where placebos arc used. The
conditions under which the use of placebos is
ethical in drug research in children include (1)
when there is no commonly accepted therapy for
the condition and the agent under study is the
first one that may modify the course of the disease
process; (2) when the commonly used therapy for
the condition is of questionable or low efficacy;
(3) when the commonly used therapy for the
condition carries with it a high frequency of
unacceptable side effects; (4) when the incidence
and severity of undesirable side effects produced
by adding a new treatment to an established
regimen are uncertain; (5) when the disease
process is characterized by freguent, spontaneous
exacerbations and remissions.

5. Long-term prospective studies of the safety
of a drug, When drugs are administered to
developing organisms, the effects, may be latent
for a long time and cannot be predicted from any
prior studies or experience. Examples: (1) A drug
used in pregnant women must be studied for its
effect on the fetus. Follow-up studies of the
offspring must also be done to determine if there
are late effects. (2) Studies of drugs effective for
therapy of acute conditions which are given to
pediatric patients over a short period of time
require some mechanism for follow-up and evalu-
ation of the research subjects.

Even a brief period of drug administration at a
critical period in the development of an indi-
vidual might lead to long-term effects on behav-
ior, learning, and so forth. Planning pediatric
drug research is especially difficult when it
involves long-term administration of an agent for
chronic management of a disease process (e.g.,
hyperactivity or asthma). Evaluation of the long-
term effects on learning, behavior, respiratory
function, and other processes must be built into
the original design of the study. In long-term
prospective studies in children, the drug’'s action
may interfere with cell metabolism, e.g., as with
the chemotherapeutic agents used in neoplastic
and unremitting viral diseases. Therefore, there
must be some mechanism to determine such
possibilities as development of new forms of
neoplasia at a later age, disturbance of learning
processes and other central nervous system func-
tions, or serious compromise of growth and
behavior patterns. Thus, even if a new thera
peutic agent is life-saving, the ethics of drug
evaluation in children require the investigator to
look at the effects of the new drug on the quality
of life following treatment and compare them
with the effects of other forms of therapy.
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Nontherapeutic Research (Type ll
Drug Research)

1. Studies of the pharmacology and toxicology
of drugs (1) taken accidentally or in overdoses in
infants, children, or pregnant women; and (2)
which enter the fetus or newborn infant transpla-
centally or through breast milk because of neces-
sary therapeutic use by the pregnant woman or
nursing mother. Examples: (1) A child ingests a
drug prescribed for another person’s use. (2) A
child is overdosed with a prescription drug or an
over-the-counter preparation whose pharmacol-
ogy and toxicology have not been established in
children. (3) A pregnant woman ingests a drug or
is given adrug for an illness, and the effect on her
fetus is unknown or uncertain. (4) A lactating
woman ingests or is given a drug without knowl-
edge of the effect of the drug on the developing
infant.

When type |l studies are to be conducted after
accidental intake of a drug, the conduct of the
study may not in any way interfere with the
appropriate treatment of the patient’s acute
condition.

2. Prospective studies to advance knowledge
for the future benefit of the child subject. Exam-
ple: A youngster with cystic fibrosisis given afew
doses of a new antibiotic so investigators can learn
about its pharmacology, despite the fact that he
has no infection requiring its use at the time it is
administered. This type of study is within the
ethical framework stressed in this document only
when the results of the research can be predicted
to lead to more effective and safer therapy of the
same individual when this type of treatment is
indicated.

3. Prospective studies to advance knowledge
for others. In genera, the Committee on Drugs
believes that it is not ethical to conduct studies
which offer no benefit to the child subject.

However, such studies might be ethically
permissible with agents that are available over
the counter in the dose and form to be given since
such drugs might in any case be in general use.
When this type of study is to be carried out, there
must be consent from the person acting on behalf
of the minor and, except as specified here (at
least), assent from the minor himsef/herself. If
the studies entail an excess of pain or discomfort
for the age group in question over that associated
with usua hospital or clinic procedure, they can
be carried out only in individuals who have
reached the age when consent can be obtained
from them as well as from the adult acting on
their, behalf. When procedures necessitated by
the study of over-the-counter drugs will not
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impose pain or added discomfort, children who
are old enough to assent may be considered as
subjects. When the procedures will not impose
pain or added discomfort and there are data from
prior common use concerning the safety of the
drug a the dose proposed in the protocol, chil-
dren below the age of assent may be enrolled in
such studies.

Ethical Considerations

Type 1 Drug Research.

1. Noninvasive type | drug research studies
should not pose problems for ethical review.
Nevertheless, informed consent must be obtained
before this type of study is carried out.

2. Invasive type | drug research studies need
not cause problems for ethica review, if the data
to be generated will assist in the treatment of the
child under study. However, when this type of
study does not assist in the treatment of the child,
the institutional review committee must give
special attention to the proposal. It must ascer-
tain that any risks are weighed appropriately
against the benefits others may derive from the
results of the study. In these instances, the consent
of the child 13 years or older or the assent of a
child between 7 and 13 years of age should be
required in addition to consent of the person
acting for the child before he/she is enrolled in
the study.

3. Studies of the efficacy, safety, and dose of
investigational drugs in children may only be
carried out in infants and children with the
disease or condition for which the drug is to be
tested. When agents are used for conditions
occurring only in children (e.g., respiratory
distress syndrome), the ingtitutional review com-
mittee must review the safeguards provided for
the subjects with unusual care. Every attempt
must be made to have laboratory evauations of
the progress of therapy available to the physician
responsible for the patient’s care soon enough to
be useful clinically. Any systems known to be
adversely affected by the agent in adults (from
phase | studies) should be monitored carefully.

4. When placebos are to be used, the subject or
someone acting in his’her behaf must be fully
informed about the nature of placebos, the design
of the experiment, and the reason for the inclu-
sion of a placebo group. Efforts must be made to
design the protocol to minimize risks and trauma
to the child who may not be receiving the active
drug. Furthermore, the protocol should be
designed so the active drug will be introduced
into the study regimen for each subject at the
earliest possible time.



5. It may not always be possible to complete
the long-term follow-up studies suggested here.
However, the investigator must provide a plan for
follow-up studies prior to the enrollment of
subjects. Furthermore, the subjects and the
persons acting on their behaf must be informed
of this requirement at the time consent is
obtained. Investigators are ethically obliged to
fulfill this commitment to the subject and society;
it is an implied commitment when he/she accepts
the privilege of carrying out investigations in
children.

Type |l Drug Research (Nontherapeutic).

1. Studies of drugs taken accidentally, in over-
dose, or via the placenta or breast milk are
important in gaining information on the pharma-
cology and toxicology of drugs in normal infants
and children. The accidental ingestion of a drug
or the accidental overdosing of a patient provides
an unusual opportunity for study of drugs in
normal children. It is "unusual" because normal
children cannot be used for "phase I" testing and
because no individua may ever intentionaly be
given more than the usual therapeutic doses for
study purposes.

The study of this type of patient is an ethical
form of opportunism: it may not be of direct
benefit to the subject but may be of enormous
benefit to others. Protocols to carry out such
studies should be designed, approved in advance,
and evaluated carefully by the institutional
review committee so they can be kept on file and
activated when the opportunity presents itself.
The indtitutional review committee must be espe-
cialy critical of such protocols to assure that “the
need to know" for others does not expose the
subject to undue trauma or risk.

2. Detailed conditions under which prospec-
tive pediatric drug studies to advance knowledge
for others may be carried out have been
discussed.

SUMMARY

To be acceptable, protocols for clinical phar-
macologic studies in children must meet high
ethical and scientific standards. Any study that is
unacceptable medically or promises no significant
scientific benefit in its ams or construction is
unethical by definition. Studies believed to be
medically and scientifically acceptable must then
be scrutinized carefully to determine that the
risks are minima when compared with the bene-
fits and that the individual child is as well
protected as is reasonable. Only then may a study
be considered accepted as ethical and approved
for implementation.

Investigators who wish to carry out drug
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studies in children should be acquainted with the
ethical requirements of such investigations in
children. Informed consent should be obtained
from an adult acting on behalf of the minor in all
instances prior to the enrollment of a child into a
study. The investigator's zeal should not be
permitted to result in misrepresentation of the
nature of the study. Assent by the child is essential
for children more than approximately 7 years of
age. The child should be old enough or intellec-
tually mature enough to be capable of under-
standing appropriately presented data about the
study and the procedures required if he/she
enrolls in it. These children should be given the
right to say no, even when an adult acting on their
behalf has given consent. Minors 13 years of age
or older may be enrolled in a study only after they
have been appropriately informed and have given
their consent.

Frequent review of the progress of the activi-
ties of the ingtitutional review committee and of
the implementation of approved proposals is
required for the protection and welfare of chil-
dren enrolled in studies. Similar review is
required when drug investigation studies are
carried out in children in the absence of ingtitu-
tional supervision. Continuing review provides a
mechanism to maintain the highest ethical stan-
dards.

These guidelines are designed to provide a
format alowing for maximal protection of child
subjects of drug research. The guidelines also
acknowledge both the "need to know" and the
"unethical" nature of the situation in which
pediatric therapeutics finds itself today. It is
hoped that these guidelines will pave the way for
an increase in the number of drug investigations
carried out in children, and thereby improve
health care for al children in the future.
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