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§512.10 Purpose and scope.

General provisions for the protection
of human subjects during the conduct
of research are contained in 28 CFR
part 46. The provisions of this subpart
B specify additional requirements for
prospective researchers (both employ-
ees and non-employees) to obtain ap-
proval to conduct research within the
Bureau of Prisons (Bureau) and respon-
sibilities of Bureau staff in processing
proposals and monitoring research
projects. Although some research may
be exempt from 28 CFR part 46 under
§46.101(b)(b), as determined by the Of-
fice of Research and Evaluation (ORE)
of the Bureau, no research is exempt
from 28 CFR part 512. For the purpose
of this subpart, implementation of Bu-
reau programmatic or operational ini-
tiatives made through pilot projects is
not considered to be research.

[69 FR 13860, Mar. 23, 1994, as amended at 62
FR 6661, Feb. 12, 1997]

§512.11

§512.11 Requirements for research

projects and researchers.

(a) Except as provided for in para-
graph (b) of this section, the Bureau re-
quires the following:

(1) In all research projects the rights,
health, and human dignity of individ-
uals involved must be respected.

(2) The project must have an ade-
quate research design and contribute
to the advancement of knowledge
about corrections.

(3) The project must not involve med-
ical experimentation, cosmetic re-
search, or pharmaceutical testing.

(4) The project must minimize risk to
subjects; risks to subjects must be rea-
sonable in relation to anticipated bene-
fits. The selection of subjects within
any one institution must be equitable.
When applicable, informed consent
must be sought and documented (see
§§512.15 and 512.16).

(5) Incentives may not be offered to
help persuade inmate subjects to par-
ticipate. However, soft drinks and
snacks to be consumed at the test set-
ting may be offered. Reasonable ac-
commodations such as nominal mone-
tary recompense for time and effort
may be offered to non-confined re-
search subjects who are both:

(i) No longer in Bureau of Prisons
custody, and

(ii) Participating in authorized re-
search being conducted by Bureau em-
ployees or contractors.

(6) The researcher must have aca-
demic preparation or experience in the
area of study of the proposed research.

(7) The researcher must assume re-
sponsibility for actions of any person
engaged to participate in the research
project as an associate, assistant, or
subcontractor to the researcher.

(8) Except as noted in the informed
consent statement to the subject, the
researcher must not provide research
information which identifies a subject
to any person without that subject’s
prior written consent to release the in-
formation. For example, research in-
formation identifiable to a particular
individual cannot be admitted as evi-
dence or used for any purpose in any
action, suit or other judicial, adminis-
trative, or legislative proceeding with-
out the written consent of the indi-
vidual to whom the data pertains.
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§512.12

(9) The researcher must adhere to ap-
plicable provisions of the Privacy Act
of 1974 and regulations pursuant to this
Act.

(10) The research design must be
compatible with both the operation of
prison facilities and protection of
human subjects. The researcher must
observe the rules of the institution or
office in which the research is con-
ducted.

(11) Any researcher who is a non-em-
ployee of the Bureau must sign a state-
ment in which the researcher agrees to
adhere to the provisions of this sub-
part.

(12) Except for computerized data
records maintained at an official De-
partment of Justice site, records which
contain nondisclosable information di-
rectly traceable to a specific person
may not be stored in, or introduced
into, an electronic retrieval system.

(13) If the researcher is conducting a
study of special interest to the Office
of Research and Evaluation (ORE), but
the study is not a joint project involv-
ing ORE, the researcher may be asked
to provide ORE with the computerized
research data, not identifiable to indi-
vidual subjects, accompanied by de-
tailed documentation. These arrange-
ments must be negotiated prior to the
beginning of the data collection phase
of the project.

(14) The researcher must submit
planned methodological changes in a
research project to the IRB for ap-
proval, and may be required to revise
study procedures in accordance with
the new methodology.

(b) Requests from Federal agencies,
the Congress, the Federal judiciary, or
State or local governments to collect
information about areas for which they
are responsible and requests by private
organizations for organizational rather
than personal information from Bureau
staff shall be reviewed by ORE to de-
termine which provisions of this sub-
part may be waived without jeopard-
izing the safety of human subjects.
ORE shall document in writing the
waiver of any specific provision along
with the justification.

[62 FR 6661, Feb. 12, 1997]

28 CFR Ch. V (7-1-01 Edition)

§512.12 Content of research proposal.

When submitting a research proposal,
the applicant shall provide the fol-
lowing information:

(a) A summary statement which in-
cludes:

(1) Name(s) and current affiliation(s)
of the researcher(s);

(2) Title of the study;

(3) Purpose of the project;

(4) Location of the project;

(5) Methods to be employed;

(6) Anticipated results;

(7) Duration of the study;

(8) Number of subjects (staff/inmates)
required and amount of time required
from each; and

(9) Indication of risk or discomfort
involved as a result of participation.

(b) A comprehensive statement which
includes:

(1) Review of related literature;

(2) Detailed description of the re-
search method;

(3) Significance of anticipated results
and their contribution to the advance-
ment of knowledge;

(4) Specific resources required from
the Bureau;

(5) Description of all possible risks,
discomforts, and benefits to individual
subjects or a class of subjects, and a
discussion of the likelihood that the
risks and discomforts will actually
occur;

(6) Description of steps taken to min-
imize any risks described in (b)(5) of
this section.

(7) Description of physical and/or ad-
ministrative procedures to be followed
to:

(i) Ensure the security of any individ-
ually identifiable data that are being
collected for the project, and

(ii) Destroy research records or re-
move individual identifiers from those
records when the research has been
completed.

(8) Description of any anticipated ef-
fects of the research project on institu-
tional programs and operations; and

(9) Relevant research materials such
as vitae, endorsements, sample in-
formed consent statements, question-
naires, and interview schedules.

(c) A statement regarding assurances
and certification required by 28 CFR
part 46, if applicable.
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