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(d) Obtain additional information or
materials from the institution, the re-
spondent, complainants, or other per-
SOns Or sources;

(e) Conduct additional analyses and
develop evidence;

(f) Decide whether research mis-
conduct occurred, and if so who com-
mitted it;

(g) Make appropriate research mis-
conduct findings and propose HHS ad-
ministrative actions; and

(h) Take any other actions necessary
to complete HHS’ review.

§93.404 Findings of research mis-
conduct and proposed administra-
tive actions.

After completing its review, ORI ei-
ther closes the case without a finding
of research misconduct or—

(a) Makes findings of research mis-
conduct and proposes and obtains HHS
approval of administrative actions
based on the record of the research
misconduct proceedings and any other
information obtained by ORI during its
review; or

(b) Recommends that HHS seek to
settle the case.

§93.405 Notifying the respondent of
findings of research misconduct
and HHS administrative actions.

(a) When the ORI makes a finding of
research misconduct or seeks to impose
or enforce HHS administrative actions,
other than debarment or suspension, it
notifies the respondent in a charge let-
ter. In cases involving a debarment or
suspension action, the HHS debarring
official issues a notice of proposed de-
barment or suspension to the respond-
ent as part of the charge letter. The
charge letter includes the ORI findings
of research misconduct and the basis
for them and any HHS administrative
actions. The letter also advises the re-
spondent of the opportunity to contest
the findings and administrative actions
under Subpart E of this part.

(b) The ORI sends the charge letter
by certified mail or a private delivery
service to the last known address of
the respondent or the last known prin-
cipal place of business of the respond-
ent’s attorney.

§93.407

§93.406 Final HHS actions.

Unless the respondent contests the
charge letter within the 30-day period
prescribed in §93.501, the ORI finding of
research misconduct is the final HHS
action on the research misconduct
issues and the HHS administrative ac-
tions become final and will be imple-
mented, except that the debarring offi-
cial’s decision is the final HHS action
on any debarment or suspension ac-
tions.

§93.407

(a) In response to a research mis-
conduct proceeding, HHS may impose
HHS administrative actions that in-
clude but are not limited to:

(1) Clarification, correction, or re-
traction of the research record.

(2) Letters of reprimand.

(3) Imposition of special certification
or assurance requirements to ensure
compliance with applicable regulations
or terms of PHS grants, contracts, or
cooperative agreements.

(4) Suspension or termination of a
PHS grant, contract, or cooperative
agreement.

(5) Restriction on specific activities
or expenditures under an active PHS
grant, contract, or cooperative agree-
ment.

(6) Special review of all requests for
PHS funding.

(7) Imposition of supervision require-
ments on a PHS grant, contract, or co-
operative agreement.

(8) Certification of attribution or au-
thenticity in all requests for support
and reports to the PHS.

(9) No participation in any advisory
capacity to the PHS.

(10) Adverse personnel action if the
respondent is a Federal employee, in
compliance with relevant Federal per-
sonnel policies and laws.

(11) Suspension or debarment under
45 CFR Part 76, 48 CFR Subparts 9.4
and 309.4, or both.

(b) In connection with findings of re-
search misconduct, HHS also may seek
to recover PHS funds spent in support
of the activities that involved research
misconduct.

(¢c) Any authorized HHS component
may impose, administer, or enforce
HHS administrative actions separately
or in coordination with other HHS

HHS administrative actions.
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§93.408

components, including, but not limited
to ORI, the Office of Inspector General,
the PHS funding component, and the
debarring official.

§93.408 Mitigating and aggravating
factors in HHS administrative ac-
tions.

The purpose of HHS administrative
actions is remedial. The appropriate
administrative action is commensurate
with the seriousness of the misconduct,
and the need to protect the health and
safety of the public, promote the integ-
rity of the PHS supported research and
research process, and conserve public
funds. HHS considers aggravating and
mitigating factors in determining ap-
propriate HHS administrative actions
and their terms. HHS may consider
other factors as appropriate in each
case. The existence or nonexistence of
any factor is not determinative:

(a) Knowing, intentional, or reckless.
Were the respondent’s actions knowing
or intentional or was the conduct reck-
less?

(b) Pattern. Was the research mis-
conduct an isolated event or part of a
continuing or prior pattern of dis-
honest conduct?

(¢c) Impact. Did the misconduct have
significant impact on the proposed or
reported research record, research sub-
jects, other researchers, institutions,
or the public health or welfare?

(d) Acceptance of responsibility. Has
the respondent accepted responsibility
for the misconduct by—

(1) Admitting the conduct;

(2) Cooperating with the research
misconduct proceedings;

(3) Demonstrating remorse and
awareness of the significance and seri-
ousness of the research misconduct;
and

(4) Taking steps to correct or prevent
the recurrence of the research mis-
conduct.

(e) Failure to accept responsibility.
Does the respondent blame others rath-
er than accepting responsibility for the
actions?

(f) Retaliation. Did the respondent re-
taliate against complainants, wit-
nesses, committee members, or other
persons?
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(g) Present responsibility. Is the re-
spondent presently responsible to con-
duct PHS supported research?

(h) Other factors. Other factors appro-
priate to the circumstances of a par-
ticular case.

§93.409 Settlement of research mis-
conduct proceedings.

(a) HHS may settle a research mis-
conduct proceeding at any time it con-
cludes that settlement is in the best in-
terests of the Federal government and
the public health or welfare.

(b) Settlement agreements are pub-
licly available, regardless of whether
the ORI made a finding of research
misconduct.

§93.410 Final HHS action with no set-
tlement or finding of research mis-
conduct.

When the final HHS action does not
result in a settlement or finding of re-
search misconduct, ORI may:

(a) Provide written notice to the re-
spondent, the relevant institution, the
complainant, and HHS officials.

(b) Take any other actions author-
ized by law.

§93.411 Final HHS action with settle-
ment or finding of research mis-
conduct.

When a final HHS action results in a
settlement or research misconduct
finding, ORI may:

(a) Provide final notification of any
research misconduct findings and HHS
administrative actions to the respond-
ent, the relevant institution, the com-
plainant, and HHS officials. The debar-
ring official may provide a separate no-
tice of final HHS action on any debar-
ment or suspension actions.

(b) Identify publications which re-
quire correction or retraction and pre-
pare and send a notice to the relevant
journal.

(c) Publish notice of the research
misconduct findings.

(d) Notify the respondent’s current
employer.

(e) Take any other actions authorized
by law.
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