§46.306

§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 8§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
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-
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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?

(a) 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
as may be appropriate from an admin-
istrative standpoint.

(2) 1t 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
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