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§93.106

research records documenting the ques-
tioned research is evidence of research
misconduct where the institution or
HHS establishes by a preponderance of
the evidence that the respondent inten-
tionally or knowingly destroyed
records after being informed of the re-
search misconduct allegations. A re-
spondent’s failure to provide research
records documenting the questioned re-
search is evidence of research mis-
conduct where the respondent claims
to possess the records but refuses to
provide them upon request.

(2) The respondent has the burden of
going forward with and proving, by a
preponderance of the evidence, all af-
firmative defenses raised. In deter-
mining whether HHS or the institution
has carried the burden of proof imposed
by this part, the finder of fact shall
give due consideration to admissible,
credible evidence of honest error or dif-
ference of opinion presented by the re-
spondent.

(3) The respondent has the burden of
going forward with and proving, by a
preponderance of the evidence, any
mitigating factors relevant to a deci-
sion to impose administrative actions
after a research misconduct pro-
ceeding.

§93.106 Confidentiality.

(a) Disclosure of the identity of re-
spondents, complainants, and witnesses
while conducting the research mis-
conduct proceedings is limited, to the
extent possible, to those who need to
know, as determined by the institu-
tion, consistent with a thorough, com-
petent, objective, and fair research
misconduct proceeding, and as allowed
by law. Those who need to know may
include institutional review boards,
journals, editors, publishers, co-au-
thors, and collaborating institutions.
This limitation on disclosure of the
identity of respondents, complainants,
and witnesses no longer applies once an
institution has made a final determina-
tion of research misconduct findings.
The institution, however, must disclose
the identity of respondents, complain-
ants, or other relevant persons to ORI
pursuant to an ORI review of research
misconduct proceedings under this
part.

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

(b) Except as may otherwise be pre-
scribed by applicable law, confiden-
tiality must be maintained for any
records or evidence from which re-
search subjects might be identified.
Disclosure is limited to those who need
to know to carry out a research mis-
conduct proceeding.

(c) This section does not prohibit in-
stitutions from managing published
data or acknowledging that data may
be unreliable.

§93.107 Coordination with other agen-
cies.

(a) When more than one agency of
the Federal Government has jurisdic-
tion over a research misconduct allega-
tion, HHS will cooperate with the
other agencies in designating a lead
agency to coordinate the response of
the agencies to the allegation. Where
HHS is not the lead agency, it may, in
consultation with the lead agency,
take appropriate action.

(b) In research misconduct pro-
ceedings involving more than one agen-
cy, HHS may refer to the other agen-
cy’s (or agencies’) evidence or reports
if HHS determines that the evidence or
reports will assist in resolving HHS
issues. In appropriate cases, HHS may
seek to resolve allegations jointly with
the other agency or agencies.

Subpart B—Definitions

§93.200 Accepted practices of the rel-
evant research community.

Accepted practices of the relevant re-
search community means those prac-
tices established by 42 CFR part 93 and
by PHS funding components, as well as
commonly accepted professional codes
or norms within the overarching com-
munity of researchers and institutions
that apply for and receive PHS awards.

§93.201 Administrative action.

Administrative action means an HHS
action, consistent with §93.407, taken
in response to a research misconduct
proceeding to protect the health and
safety of the public, to promote the in-
tegrity of PHS-supported biomedical or
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behavioral research, biomedical or be-
havioral research training, or activi-
ties related to that research or re-
search training, or to conserve public
funds.

§93.202 Administrative record.

Administrative record comprises: the
institutional record; any information
provided by the respondent to ORI, in-
cluding but not limited to the tran-
script of any virtual or in-person meet-
ings under §93.403(b) between the re-
spondent and ORI, and correspondence
between the respondent and ORI; any
additional information provided to ORI
while the case is pending before ORI;
and any analysis or additional informa-
tion generated or obtained by ORI. Any
analysis or additional information gen-
erated or obtained by ORI will also be
made available to the respondent.

§93.203 Allegation.

Allegation means a disclosure of pos-
sible research misconduct through any
means of communication and brought
directly to the attention of an institu-
tional or HHS official.

§93.204 Assessment.

Assessment means a consideration of
whether an allegation of research mis-
conduct appears to fall within the defi-
nition of research misconduct; appears
to involve PHS-supported biomedical
or behavioral research, biomedical or
behavioral research training, or activi-
ties related to that research or re-
search training; and is sufficiently
credible and specific so that potential
evidence of research misconduct may
be identified. The assessment only in-
volves the review of readily accessible
information relevant to the allegation.

§93.205 Charge letter.

Charge letter means the written no-
tice, as well as any amendments to the
notice, sent to the respondent stating
the findings of research misconduct
and any proposed HHS administrative
actions.

§938.206 Complainant.

Complainant means an individual
who in good faith makes an allegation
of research misconduct.

§93.213

§93.207 Contract.

Contract means an acquisition in-
strument awarded under the Federal
Acquisition Regulation (FAR), 48 CFR
chapter 1.

§93.208

Day means calendar day unless oth-
erwise specified. If a deadline falls on a
Saturday, Sunday, or Federal holiday,
the deadline will be extended to the
next day that is not a Saturday, Sun-
day, or Federal holiday.

Day.

§93.209 Departmental Appeals Board
or DAB.

Departmental Appeals Board or DAB
means the organization, within the
HHS Office of the Secretary, estab-
lished to conduct hearings and provide
impartial review of disputed decisions
made by HHS operating components.

§93.210 Evidence.

Evidence means anything offered or
obtained during a research misconduct
proceeding that tends to prove or dis-
prove the existence of an alleged fact.
Evidence includes documents, whether
in hard copy or electronic form, infor-
mation, tangible items, and testimony.

§93.211 Fabrication.

Fabrication means making up data
or results and recording or reporting
them.

§93.212

Falsification means manipulating re-
search materials, equipment, or proc-
esses, or changing or omitting data or
results such that the research is not
accurately represented in the research
record.

Falsification.

§93.213 Funding component.

Funding component means any orga-
nizational unit of the PHS authorized
to award grants, contracts, or coopera-
tive agreements for any activity cov-
ered by this part involving research or
research training; funding components
may be agencies, bureaus, centers, in-
stitutes, divisions, offices, or other
awarding units within the PHS.
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