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93.241 Suspension and Debarment Official or
SDO.

Subpart C—Responsibilities of Institutions

COMPLIANCE AND ASSURANCES

93.300 General responsibilities for compli-
ance.

93.301 Research integrity assurances.

93.302 Maintaining active research integrity
assurances.

93.303 Research integrity assurances for
small institutions.

93.304 Institutional policies and procedures.

93.306 General conduct of research mis-
conduct proceedings.

THE INSTITUTIONAL ASSESSMENT
93.306 Institutional assessment.

THE INSTITUTIONAL INQUIRY

93.307 Institutional inquiry.

93.308 Notice of the results of the inquiry.

93.309 Reporting to ORI on the decision to
initiate an investigation.

THE INSTITUTIONAL INVESTIGATION

93.310 Institutional investigation.

93.311 Investigation time limits.

93.312 Opportunity to comment on the draft
investigation report.

93.313 Investigation report.

93.314 Decision by the Institutional Decid-
ing Official.

93.315 Institutional appeals.

93.316 Transmittal of the institutional
record to ORI.

93.317 Completing the research misconduct
process.

OTHER INSTITUTIONAL RESPONSIBILITIES

93.318 Retention and custody of the institu-
tional record and all sequestered evi-
dence.

93.319 Institutional standards of conduct.

Subpart D—Responsibilities of the U.S.
Department of Health and Human Services

GENERAL INFORMATION

93.400 General statement of ORI authority.
93.401 Interaction with other entities and
interim actions.

RESEARCH MISCONDUCT ISSUES

93.402 ORI allegation assessments.
93.403 ORI review of research misconduct
proceedings.
93.404 Findings of research misconduct and
proposed HHS administrative actions.
93.405 Notifying the respondent of findings
of research misconduct and proposed
HHS administrative actions.

93.406 Final HHS actions.

93.407 HHS administrative actions.
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93.408 Mitigating and aggravating factors in
HHS administrative actions.

93.409 Settlement of research misconduct
proceedings.

93.410 Final HHS action with no settlement
or finding of research misconduct.

93.411 Final HHS action with a settlement
or finding of misconduct.

INSTITUTIONAL COMPLIANCE ISSUES

93.412 Making decisions on institutional
noncompliance.
93.413 ORI compliance actions.

DISCLOSURE OF INFORMATION
93.414 Notice.

Subpart E—Opportunity to Contest ORI
Findings of Research Misconduct and
Proposed HHS Administrative Actions

GENERAL INFORMATION
93.500 General policy.

PROCESS FOR CONTESTING RESEARCH MIS-
CONDUCT FINDINGS AND/OR PROPOSED HHS
ADMINISTRATIVE ACTIONS

93.501 Notice of appeal.

93.502 Appointment of the Administrative
Law Judge.

93.503 Filing of the administrative record.

93.504 Standard of review.

93.505 Rights of the parties.

93.506 Authority of the Administrative Law
Judge.

93.507 Ex parte communications.

93.508 Filing, format, and service.

93.509 Filing motions.

93.510 Conferences.

93.5611 The Administrative Law Judge’s rul-
ing.

AUTHORITY: 42 U.S.C. 216 and 289b

SOURCE: 89 FR 76295, Sept. 17, 2024, unless
otherwise noted.
§93.25 Organization of this part.

This part is subdivided into five sub-
parts. Each subpart contains informa-
tion related to a broad topic or specific
audience with special responsibilities
as shown in the following table.

TABLE 1 TO §93.25

In subpart . . . | You will find sections related to . . .

A . General information about this part.

B . Definitions used in this part.

C .. Responsibilities of institutions with PHS sup-
port.

D o Responsibilities of the U.S. Department of

Health and Human Services and the Of-
fice of Research Integrity.
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§93.50

TABLE 1 TO §93.25—Continued

In subpart . . . | You will find sections related to . . .

E Information on how to contest ORI research
misconduct findings and proposed HHS
administrative actions.

§93.50 Special terms.

This part uses terms throughout the
text that have special meaning. Those
terms are defined in subpart B of this
part.

§93.75 Application of effective date to
research misconduct proceedings.

(a) An institution must follow this
part for allegations received by the in-
stitution on or after January 1, 2026,
except for the policies and procedures
required under §§93.300(a) and 93.302(b),
which must be implemented and sub-
mitted by due date of the annual report
covering the 2025 reporting year, as
specified by ORI.

(b) For allegations received by an in-
stitution before January 1, 2026, unless
the institution and the respondent
both elect in writing to follow this
part, an institution must follow this
part as published in the 2005 edition of
the Code of Federal Regulations.

Subpart A—General

§93.100 General policy.

(a) Research misconduct involving
Public Health Service (PHS) support is
contrary to the interests of the PHS
and the Federal Government, to the
health and safety of the public, to the
integrity of research, and to the con-
servation of public funds.

(b) The U.S. Department of Health
and Human Services (HHS) and institu-
tions that apply for or receive PHS
support for biomedical or behavioral
research, biomedical or behavioral re-
search training, or activities related to
that research or research training
share responsibility for the integrity of
the research process. HHS has ultimate
oversight authority for PHS-supported
research, and for taking other actions
as appropriate or necessary, including
the right to assess allegations and to
perform inquiries or investigations at
any time. Institutions and institu-
tional members have an affirmative
duty to protect PHS funds from misuse

42 CFR Ch. I (10-1-25 Edition)

by ensuring the integrity of all PHS-
supported work, and primary responsi-
bility for responding to and reporting
allegations of research misconduct, as
provided in this part.

§93.101 Purpose.

The purpose of this part is to—

(a) Establish the responsibilities of
HHS, the Office of Research Integrity
(ORI), and institutions in addressing
allegations of research misconduct;

(b) Define what constitutes research
misconduct in PHS-supported research;

(c) Establish the requirements for a
finding of research misconduct;

(d) Define the general types of ad-
ministrative actions HHS may take in
response to research misconduct;

(e) Require institutions to:

(1) Develop and implement policies
and procedures for reporting and ad-
dressing allegations of research mis-
conduct covered by this part;

(2) Provide HHS with the assurances
necessary to permit institutions to
participate in PHS-supported research;

(f) Protect the health and safety of
the public, promote the integrity of
PHS-supported research and the re-
search process, and conserve public
funds.

§93.102 Applicability.

(a) Every extramural or intramural
institution that applies for or receives
PHS support for biomedical or behav-
ioral research, biomedical or behav-
ioral research training, or activities re-
lated to that research or research
training must comply with this part.

(b) This part applies to allegations of
research misconduct involving:

(1) Applications or proposals for PHS
support for biomedical or behavioral
extramural or intramural research,
biomedical or behavioral research
training, or activities related to that
research or research training;

(2) PHS-supported biomedical or be-
havioral extramural or intramural re-
search;

(3) PHS-supported biomedical or be-
havioral extramural or intramural re-
search training programs;

(4) PHS-supported extramural or in-
tramural activities that are related to
biomedical or behavioral research or
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