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§46.304 Composition of Institutional
Review Boards where prisoners are
involved.

In addition to satisfying the require-
ments in §46.107 of this part, an Insti-
tutional Review Board, carrying out
responsibilities under this part with re-
spect to research covered by this sub-
part, shall also meet the following spe-
cific requirements:

(a) A majority of the Board (exclu-
sive of prisoner members) shall have no
association with the prison(s) involved,
apart from their membership on the
Board.

(b) At least one member of the Board
shall be a prisoner, or a prisoner rep-
resentative with appropriate back-
ground and experience to serve in that
capacity, except that where a par-
ticular research project is reviewed by
more than one Board only one Board
need satisfy this requirement.

[43 FR 53655, Nov. 16, 1978, as amended at 46
FR 8386, Jan. 26, 1981]

§46.305 Additional duties of the Insti-
tutional Review Boards where pris-
oners are involved.

(@) In addition to all other respon-
sibilities prescribed for Institutional
Review Boards under this part, the
Board shall review research covered by
this subpart and approve such research
only if it finds that:

(1) The research under review rep-
resents one of the categories of re-
search permissible under §46.306(a)(2);

(2) Any possible advantages accruing
to the prisoner through his or her par-
ticipation in the research, when com-
pared to the general living conditions,
medical care, quality of food, amen-
ities and opportunity for earnings in
the prison, are not of such a magnitude
that his or her ability to weigh the
risks of the research against the value
of such advantages in the Ilimited
choice environment of the prison is im-
paired;

(3) The risks involved in the research
are commensurate with risks that
would be accepted by nonprisoner vol-
unteers;

(4) Procedures for the selection of
subjects within the prison are fair to
all prisoners and immune from arbi-
trary intervention by prison authori-
ties or prisoners. Unless the principal
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investigator provides to the Board jus-
tification in writing for following some
other procedures, control subjects
must be selected randomly from the
group of available prisoners who meet
the characteristics needed for that par-
ticular research project;

(5) The information is presented in
language which is understandable to
the subject population;

(6) Adequate assurance exists that
parole boards will not take into ac-
count a prisoner’s participation in the
research in making decisions regarding
parole, and each prisoner is clearly in-
formed in advance that participation in
the research will have no effect on his
or her parole; and

(7) Where the Board finds there may
be a need for follow-up examination or
care of participants after the end of
their participation, adequate provision
has been made for such examination or
care, taking into account the varying
lengths of individual prisoners’ sen-
tences, and for informing participants
of this fact.

(b) The Board shall carry out such
other duties as may be assigned by the
Secretary.

(c) The institution shall certify to
the Secretary, in such form and man-
ner as the Secretary may require, that
the duties of the Board under this sec-
tion have been fulfilled.

§46.306 Permitted research involving
prisoners.

(a) Biomedical or behavioral research
conducted or supported by DHHS may
involve prisoners as subjects only if:

(1) The institution responsible for the
conduct of the research has certified to
the Secretary that the Institutional
Review Board has approved the re-
search under §46.305 of this subpart;
and

(2) In the judgment of the Secretary
the proposed research involves solely
the following:

(i) Study of the possible causes, ef-
fects, and processes of incarceration,
and of criminal behavior, provided that
the study presents no more than mini-
mal risk and no more than inconven-
ience to the subjects;

(ii) Study of prisons as institutional
structures or of prisoners as incarcer-
ated persons, provided that the study

130



Departiment of Health and Human Services

presents no more than minimal risk
and no more than inconvenience to the
subjects;

(iii) Research on conditions particu-
larly affecting prisoners as a class (for
example, vaccine trials and other re-
search on hepatitis which is much
more prevalent in prisons than else-
where; and research on social and psy-
chological problems such as alco-
holism, drug addiction and sexual as-
saults) provided that the study may
proceed only after the Secretary has
consulted with appropriate experts in-
cluding experts in penology medicine
and ethics, and published notice, in the
FEDERAL REGISTER, of his intent to ap-
prove such research; or

(iv) Research on practices, both inno-
vative and accepted, which have the in-
tent and reasonable probability of im-
proving the health or well-being of the
subject. In cases in which those studies
require the assignment of prisoners in
a manner consistent with protocols ap-
proved by the IRB to control groups
which may not benefit from the re-
search, the study may proceed only
after the Secretary has consulted with
appropriate experts, including experts
in penology medicine and ethics, and
published notice, in the FEDERAL REG-
ISTER, of his intent to approve such re-
search.

(b) Except as provided in paragraph
(a) of this section, biomedical or behav-
ioral research conducted or supported
by DHHS shall not involve prisoners as
subjects.

Subpart D—Additional Protections
for Children Involved as Sub-
jects in Research

SOURCE: 48 FR 9818, Mar. 8, 1983, unless oth-
erwise noted.

§46.401 To what do these regulations
apply?

(@) This subpart applies to all re-
search involving children as subjects,
conducted or supported by the Depart-
ment of Health and Human Services.

(1) This includes research conducted
by Department employees, except that
each head of an Operating Division of
the Department may adopt such non-
substantive, procedural modifications

§46.402

as may be appropriate from an admin-
istrative standpoint.

(2) It also includes research con-
ducted or supported by the Department
of Health and Human Services outside
the United States, but in appropriate
circumstances, the Secretary may,
under paragraph (e) of §46.101 of Sub-
part A, waive the applicability of some
or all of the requirements of these reg-
ulations for research of this type.

(b) Exemptions at §46.101(b)(1) and
(b)(3) through (b)(6) are applicable to
this subpart. The exemption at
§46.101(b)(2) regarding educational tests
is also applicable to this subpart. How-
ever, the exemption at §46.101(b)(2) for
research involving survey or interview
procedures or observations of public be-
havior does not apply to research cov-
ered by this subpart, except for re-
search involving observation of public
behavior when the investigator(s) do
not participate in the activities being
observed.

(c) The exceptions, additions, and
provisions for waiver as they appear in
paragraphs (c) through (i) of §46.101 of
Subpart A are applicable to this sub-
part.

[48 FR 9818, Mar. 8, 1983; 56 FR 28032, June 18,
1991; 56 FR 29757, June 28, 1991]

§46.402 Definitions.

The definitions in §46.102 of Subpart
A shall be applicable to this subpart as
well. In addition, as used in this sub-
part:

(a) Children are persons who have not
attained the legal age for consent to
treatments or procedures involved in
the research, under the applicable law
of the jurisdiction in which the re-
search will be conducted.

(b) Assent means a child’s affirmative
agreement to participate in research.
Mere failure to object should not, ab-
sent affirmative agreement, be con-
strued as assent.

(c) Permission means the agreement of
parent(s) or guardian to the participa-
tion of their child or ward in research.

(d) Parent means a child’s biological
or adoptive parent.

(e) Guardian means an individual who
is authorized under applicable State or
local law to consent on behalf of a
child to general medical care.
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