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Other Institutional Responsibilities
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93.407 HHS administrative actions.
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93.506— Authority of the Administrative Law Judge.
93.507 Ex parte communications.

93.508 Filing, fermsformat, and service.

93.509 Computation-oftime:

93-510-Filing motions.

93.510 Conferences.

93.511 Eechensinoconloreness

03522 Fili hearine briefs
93-523The Administrative Law Judge’s ruling.

Authority: 42 U.S.C. 216;241; and 289b

§ 93.25 Organization of this part.

This part is subdivided into five subparts. Each subpart contains information 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 i General information about this part.

B o, Definitions used in this part.

C ot Responsibilities of institutions with PHS support.

D o Responsibilities of the U.S. Department of Health and Human

Services and the Office of Research Integrity.

E o 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

Subpartsubpart B of this part.

§ 93.75 Application of effective date to research misconduct proceedings.
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(a) An institution must follow this part for allegations received by the institution 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 submitted by due date of the annual report covering
the 2025 reporting year, as specified by ORI.

(b) For allegations received by an institution 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 PHSPublic Health Service (PHS) support is contrary to the interests of
the PHS and the Federal gevernment-andGovernment, to the health and safety of the public, to the
integrity of research, and to the conservation of public funds.

(b) The U.S. Department of Health and Human Services (HHS) and institutions that apply for or receive
Publie Health-Serviee- (PHSIPHS support for biomedical or behavioral research, biomedical or behavioral
research 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 institutional members have an affirmative
duty to protect PHS funds from misuse by ensuring the integrity of all PHS--supported work, and primary
responsibility 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, PHS-the Office of Research Integrity (ORI), and institutions in
respending-toaddressing allegations of research misconduct-issaes:;
(b) Define what constitutes research misconduct in PHS--supported research;
€e(c) Establish the requirements for a finding of research misconduct;
(d) Define the general types of administrative actions HHS and-the PHS-may take in response to-researech
rriseonduet—and(d research misconduct;
(e) Require institutions to-develep:
(1) Develop and implement policies and procedures for— reporting and addressing
HReportingand respondingto-allegations of research misconduct covered by this part;
(2) PrevidingProvide HHS with the assurances necessary to permit the-institutions to participate in
PHS--supported research--;
(ef) Protect the health and safety of the public, promote the integrity of PHS--supported
research and the research process, and conserve public funds.

§ 93.102 Applicability.

(a) Eaeh-Every extramural or intramural institution that applies for or receives PHS support for
biomedical or behavioral research, biomedical or behavioral research training, or activities related to that
research or research training must comply with this part.

(b>c+) This part applies to allegations of research misconduct and-research-miseonduetinvolving:

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

research training;-sueh- ation-of tissuc-and-data-banks-and-the-dissemination-o arch

(#2) PHS--supported biomedical or behavioral extramural or intramural research;

(##3) PHS--supported biomedical or behavioral extramural or intramural research training programs;

(#4) PHS--supported extramural or intramural activities that are related to biomedical or

behavioral research or research training, such as, but not limited to, the operation of tissue and data banks

or the dissemination of research information;-and

-Plagiarism-of researeh(5) Research records produced in-the-eeurse-efduring PHS--supported research,

research training, or activities related to that research or research training—; and

2 Fhis-ineludesanyreseareh(0) Research proposed, performed, reviewed, or reported, eras well as any

research record generated from that research, regardless of whether an application or proposal for PHS

funds resulted in aan awarded grant, contract, cooperative agreement, subaward, or other form of PHS

support.

(c) This part does not supersede or establish an alternative to any existing-applicable statutes,

regulations, policies, or procedures for handling fiscal improprieties, the ethical treatment of human or

animal subjects, criminal matters, personnel actions against Federal employees, or actions-takenunder-the
N an 100 1 4 5, N s 3

addressing whistleblowers and/or retaliation.
€d(d) This part does not supersede or establish an alternative to the HHS suspension and debarment
regulations set forth at 2 CFR part 180, as implemented by HHS at 2 CFR part 376: and 48 CFR part 9,
subpart 9.4, as supplemented by HHS at 48 CFR part 309, subpart 309.4. The Suspension and Debarment
Official SDO and ORI may coordinate actions to the extent consistent with the SDO’s and ORI’s
respective authorities. Such coordination includes jointly issuing notices or seeking settlements of actions

and proceedings.

(e) This part does not prohibit or otherwise limit how institutions handle allegations of misconduct that do
not fall within this part'spart’s definition of research misconduct or that do not involve PHS support.

§93-104 Requirements for findings of research misconduct.

A finding of research misconduct made under this part requires that—:

(a) There be a significant departure from accepted practices of the relevant research community; and
(b) The misconduct be committed intentionally, knowingly, or recklessly; and

(c) The allegation be proven by a preponderance of the evidence.
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§ 93.105104 Time limitations.

(a) Six-year limitation.- This part applies only to research misconduct occurring within six years of the
date HHS or an institution receives an allegation of research misconduct.

(b) Exceptions to the six-year limitation. -Paragraph (a) of this section does not apply in the following
instances:

(1) Subsequent use exception.- The respondent continues or renews any incident of alleged research
misconduct that occurred before the six-year limitation through the eitatienuse of, republication of, or
other-use-for-the-potential-benefit-of the respendentcitation to the portion(s) of the research record that
is(e.g., processed data, journal articles, funding proposals, data repositories) alleged to have been
fabricated, falsified, or plagiarized--, for the potential benefit of the respondent.

(1) When the respondent uses, republishes, or cites to the portion(s) of the research record that is alleged
to have been fabricated, falsified, or plagiarized, in submitted or published manuscripts, submitted PHS
grant applications, progress reports submitted to PHS funding components, posters, presentations, or
other research records within six years of when the allegations were received by HHS or an institution,
this exception applies.

(i1) For research misconduct that appears subject to the subsequent use exception, institutions must
document their determination that the subsequent use exception does not apply. Such documentation must
be retained in accordance with § 93.318.

(2) HealthException for the health or safety of the public-exeeption—. If ORI or the institution, following

consultation with ORI, determines that the alleged research misconduct, if it occurred, would possibly
have a substantial adverse effect on the health or safety of the public—, this exception applies.

(a) Standard of proof An 1nst1tut10na1 or HHS ﬁndlng of research m1sconduct must be proved by a
preponderance of the evidence.

(b) Burden of proof. (1) The institution or HHS has the burden of proof for making a finding of research
misconduct. FheA respondent’s destructions;-absenee ofr-orrespondent'sfailure-to-provide research
records-adeguately documenting the questioned research is evidence of research misconduct where the
1nst1tut10n or HHS establishes by a preponderance of the evidence that the respondent 1ntent10nally,

1

resea-reh—eemma-m-t—y— or knowmglv destroyed recor ds aftel bemg 1nf01med of the research mlsconduct
allegations. A respondent’s failure to provide research records documenting the questioned research is
evidence of research misconduct 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 the-burden-efproving, by a preponderance
of the evidence,any-and all affirmative defenses raised. In determining 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 difference of opinion presented by the respondent.

(3) The respondent has the burden of going forward with and proving, by a preponderance of the
evidence, any mitigating factors thatare-relevant to a decision to impose administrative actions
foleowingafter a research misconduct proceeding.
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§93-108106 Confidentiality.
(a) Disclosure of the identity of respondents-and, complainants-ia, and witnesses while conducting the

research misconduct proceedings is limited, to the extent possible, to those who need to know, as
determined by the institution, consistent with a thorough, competent, objective, and fair research
misconduct proceeding, and as allowed by law. Previded-heweverthat—(1)-Theinstitution- Those who
need to know may include institutional review boards, journals, editors, publishers. co-authors, 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 determination of research misconduct
findings. The institution, however, must disclose the identity of respondents-and, complainants, or other

relevant persons to ORI pursuant to an ORI review of research misconduct proceedings under §-93-463-

this part.

(b) Except as may otherwise be prescribed by applicable law, confidentiality must be maintained for any

records or evidence from which research subjects might be identified. 2}y UYnder§93 5+ HHS
Lmini e heati | ] blic.

have-aneed to know to carry out a research misconduct proceeding.
(¢) This section does not prohibit institutions from managing published data or acknowledging that data
may be unreliable.

§ 93.109107 Coordination with other agencies.

(a) When more than one agency of the Federal governmentGovernment has jurisdiction efthe-subjeetover
a research misconduct allegation, 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-te-pretect-the-health-and-safety-ofthe

o 5 PO O

(b) In easesresearch misconduct proceedings involving more than one agency, HHS may refer to the other
agency’s (or agencies’) evidence or reports developed-by-thatageney-if HHS determines that the evidence
or reports will assist in resolving HHS issues. In appropriate cases, HHS willmay seek to resolve
allegations jointly with the other agency or agencies.

Subpart B—Definitions

§ 93.200 Accepted practices of the relevant research community.

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

§ 93.201 Administrative action.
Administrative action means—
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arAn an HHS action-, consistent with § 93.407. taken in response to a research misconduct proceeding
taken-to protect the health and safety of the pubhc to promote the 1ntegr1ty of PHS——supported biomedical
or behavioral research, ¢ : : 3 : : 3 :

behavioral research training, or activities related to that research or research training, or to conserve

public funds.

§ 93.204202 Administrative record.

Administrative record comprises: the institutional record; any information provided by the respondent to
ORI, including but not limited to the transcript of any virtual or in-person meetings under § 93.403(b)
between the respondent 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
information generated or obtained by ORI. Any analysis or additional information generated or obtained
by ORI will also be made available to the respondent.

§ 93.203 Allegation.
Allegatron means a d1sclosure of possible research misconduct through any means of communication—Fhe

and brought directly to the

attention of an 1nst1tut10na1 or HHS ofﬁmal

§ 93.202204 Assessment.

Assessment means a consideration of whether an allegation of research misconduct appears to fall within
the definition of research misconduct; appears to involve PHS-supported biomedical or behavioral
research, biomedical or behavioral research training, or activities related to that research or research
training; and is sufficiently credible and specific so that potential evidence of research misconduct may be
identified. The assessment only involves the review of readily accessible information relevant to the

allegation.

§ 93.205 Charge letter.
Charge letter means the written notice, as well as any amendments to the notice, that-are-sent to the

respondent statrng the findings of research mrsconduct and any proposed HHS adrnlnlstratrve actions.H

§ 93.203206 Complainant.
Complainant means a-persen-an individual who in good faith makes an allegation of research misconduct.

§ 93.204207 Contract.
Contract means an acqu1s1t10n instrument awarded under the HHS-Federal Acquisition Regulation (FAR),

—chapter 1.

48 CFR
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Day means calendar day unless otherwise 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, Sunday, or Federal holiday.

§9%06—Debaﬂ‘-m~g—e£ﬁel-&l—

§93:207209 Departmental Appeals Board or DAB.

Departmental Appeals Board or DAB —means;-dependingen the-context—

{a)TFhe organization, within the HHS Office of the Secretary, established to conduct hearings and provide
impartial review of disputed decisions made by HHS operating components=o+-.

: eministrat I : '

§ 93.208210 Evidence.
Evidence means any-decumenttangible-item;ortestimonyanything offered or obtained during a research

misconduct proceeding that tends to prove or disprove the existence of an alleged fact. Evidence includes
documents, whether in hard copy or electronic form, information, tangible items, and testimony.

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

§ 93.212209 Falsification.
Falsification means manipulating research materials, equipment, or processes, or changing or omitting
data or results such that the research is not accurately represented in the research record.

§ 93.213 Funding component.
Funding component means any organizational unit of the PHS authorized to award grants, contracts, or

cooperative agreements for any activity thatinvelves-the-conduetof-biomedical-orbehavioralcovered by
this part involving research; or research training-er-aetivitiesrelated-to-that research-or research-training;

e-g5; funding components may be agencies, bureaus, centers, institutes, divisions, er-offices-and, or other
awarding units within the PHS.

§ 93.210214 Good faith.

(a) Good faith as applied to a complainant or witness; means having a reasonable belief in the truth of
ene'sone’s allegation or testimony-thatareasonable-personinthe-complainants-orwitness'sposition
cotld-have, based on the information known to the complainant or witness at the time. An allegation or
cooperation with a research misconduct proceeding is not in good faith if made with knewingknowledge
of or reckless disregard for information that would negate the allegation or testimony.

(b) Good faith as applied to aan institutional or committee member means cooperating with the research
misconduct proceeding by impartially carrying out the duties assigned #mpartialy-for the purpose of
helping an institution meet its responsibilities under this part. AAn institutional or committee member
does not act in good faith if histhertheir acts or omissions enduring the eemmitteeresearch misconduct
proceedings are dishonest or influenced by personal, professional, or financial conflicts of interest with
those involved in the research misconduct proceeding.

11
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215893212 Inquiry.
Inquiry means preliminary information-gathering and preliminary fact-finding that meets the criteria and
follows the procedures of §§§ 93.307— through § 93.309.

§ 93.213216 Institution.

Institution means any-individual-er person that applies for or receives PHS support for any activity or
program that involves the conduct of biomedical or behavioral research, biomedical or behavioral
research training, or activities related to that research or training. This includes, but is not limited to,
colleges and universities, PHS intramural biomedical or behavioral research laboratories, research and
development centers, national user facilities, industrial laboratories or other research institutes, smatt
research institutions, and independent researchers.

§ 93.214217 Institutional Certifying Official.

Institutional Certifying Official means the institutional official responsible for assuring on behalf of an
institution that the institution has written policies and procedures for addressing allegations of research
misconduct, in compliance with this part; and complies with its own policies and procedures and the
requirements of this part. The Institutional Certifying Official is responsible for certifying the content of
the institution’s annual report, which contains information specified by ORI on the institution’s
compliance with this part, and ensuring the report is submitted to ORI, as required.

§ 93.218 Institutional Deciding Official.

Institutional Deciding Official means the institutional official who makes final determinations on
allegations of research misconduct and any institutional actions. The same individual cannot serve as the
Institutional Deciding Official and the Research Integrity Officer.

§ 93.219 Institutional member.

Institutional member or members means a-perseran individual (or individuals) who is employed by, is an
agent of, or is affiliated by contract or agreement with an institution. Institutional members may include,
but are not limited to, officials, tenured and untenured faculty, teaching and support staff, researchers,
research coordinators, elnteal-technicians, postdoctoral and other fellows, students, volunteers, subject
matter experts, consultants, or attorneys, or employees or agents;-and of contractors, subcontractors, ane

subawardees;-and-their-employees—or sub-awardees.

§ 93.215220 Institutional record.

The institutional record comprises:

(a) The records that the institution compiled or generated during the research misconduct proceeding,
except records the institution did not consider or rely on. These records include, but are not limited to:
(1) Documentation of the assessment as required by § 93.306(c).

(2) If an inquiry is conducted, the inquiry report and all records (other than drafts of the report)
considered or relied on during the inquiry, including, but not limited to, research records and the
transcripts of any transcribed interviews conducted during the inquiry, information the respondent
provided to the institution, and the documentation of any decision not to investigate as required by §

93.309(c).

12
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(3) If an investigation is conducted, the investigation report and all records (other than drafts of the report)
considered or relied on during the investigation, including, but not limited to, research records, the
transcripts of each interview conducted pursuant to § 93.310(g), and information the respondent provided
to the institution.

(4) Decision(s) by the Institutional Deciding Official, such as the written decision from the Institutional
Deciding Official under § 93.314.

(5) The complete record of any institutional appeal consistent with § 93.315.

(b) A single index listing all the research records and evidence that the institution compiled during the
research misconduct proceeding, except records the institution did not consider or rely on.

(c) A general description of the records that were sequestered but not considered or relied on.

§ 93.221 Intentionally.
To act intentionally means to act with the aim of carrying out the act.

§ 93.222 Investigation.
Investigation —means the formal development of a factual record and the examination of that record

.310 through 93.317.

§ 93.246223 Knowingly.

To act knowingly means to act with awareness of the act.

§ 93.224 Notice.

Notice means a written or electronic communication served in persons; or sent by mail or its
equivalent to the last known street address, facsimile number, or e-mailemail address of the addressee.

§ 93.217225 Office of Research Integrity or ORI.

Office of Research Integrity or ORI —means the office established by Public Health Service

Act section 493 (42 U.S.C. 289b) and to which the HHS Secretary has delegated responsibility for
addressing research integrity and misconduct issues related to PHS--supported activities.

§ 93.218226 Person.
Person means any individual, corporation, partnership, institution, association, unit of government, or
other legal entity, however organized.

§ 93.219227 Plagiarism.

Plagiarism means the appropriation of another person’s ideas, processes, results, or words, without giving
appropriate credit.

(a) Plagiarism includes the unattributed verbatim or nearly verbatim copying of sentences and paragraphs
from another’s work that materially misleads the reader regarding the contributions of the author. It does
not include the limited use of identical or nearly identical phrases that describe a commonly used
methodology.

(b) Plagiarism does not include self-plagiarism or authorship or credit disputes, including disputes among
former collaborators who participated jointly in the development or conduct of a research project. Self-
plagiarism and authorship disputes do not meet the definition of research misconduct.

13
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§ 93.228 Preponderance of the evidence.
Preponderance of the evidence means proof by infermatiencvidence that, compared with thatevidence
opposing it, leads to the conclusion that the fact at issue is more prebabhylikely true than not.

§ 93.220229 Public Health Service or PHS.

Public Health Service or PHS meansconsists of the saitfollowing components within the-Department-of
Health-and Human-Services-that-inelades-the-HHS: the Office of Publie Health-and-Seiencethe Assistant
Secretary for Health, the Office of Global Affairs, the Administration for Strategic Preparedness and the
following Operating Pivistons:Response, the Advanced Research Projects Agency for Health, the Agency
for Healthcare Research and Quality, the Agency for Toxic Substances and Disease Registry, the Centers
for Disease Control and Prevention, the Food and Drug Administration, the Health Resources and
Services Administration, the Indian Health Service, the National Institutes of Health, and-the Substance

Abuse and Mental Health Services Administration, and the-etfices-ofthe Regional Health- Administrators:

any other components of HHS designated or established as components of the Public Health Service.

§ 93.221230 PHS support.

PHS support means PHS funding, or applications or proposals thereforfor PHS funding, for biomedical or
behavioral research, biomedical or behavioral research training, or activities related to that research or
training, that may be provided through: Fundingfunding for PHS intramural research; PHS grants,
cooperative agreements, or contracts-ersubgrants; subawards, contracts, or subcontracts under those PHS
funding instruments; or salary or other payments under PHS grants, cooperative agreements. or contracts.

§ 93.222231 Recklessly.
To act recklessly means to propose, perform, or review research, or report research results, with

indifference to a known risk of fabrication, falsification, or plagiarism.

§ 93.232 Research.

Research means a systematic experiment, study, evaluation, demonstration, or survey designed to develop
or contribute to general knowledge (basic research) or specific knowledge (applied research) relating
broadhy-to-publie-health-by establishing, discovering, developing, elucidating, or confirming information
abeut-or the-underlying mechanismrelatinemechanisms related to; biological causes, functions, or
effects;; diseases;; treatments;; or related matters to be studied.

§ 93.233 Research Integrity Officer or RIO.

Research Integrity Officer or RIO refers to the institutional official responsible for administering the
institution’s written policies and procedures for addressing allegations of research misconduct in
compliance with this part.

§ 93.234 Research misconduct.
Research misconduct means fabrication, falsification, or plagiarism in proposing, performing, or
reviewing research, or in reporting research results. Research misconduct does not include honest error or

differences of opinion.§-93-223

§ 93.235 Research misconduct proceeding.
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Research misconduct proceeding means any actions related to alleged research misconduct taken under
this part, including but-nethmited-to;-allegation assessments, inquiries, investigations, ORI oversight

reviews, hearingsand-administrativeand appeals— under subpart E of this part.

§ 93.224236 Research record.

Research record means the record of data or results that embody the facts resulting from scientific inquiry;
inelading. Data or results may be in physical or electronic form. Examples of items, materials, or
information that may be considered part of the research record include, but are not limited to, research
proposals, raw data, processed data. clinical research records, laboratory records, beth-physical-and
eleetrentestudy records, laboratory notebooks, progress reports, manuscripts, abstracts, theses, records of

oral presentatlons m%ema%onlme content lab meeting reports and journal artlcles—&nd—aﬂy—dee&meﬂ%s

§ 93.225237 Respondent.
Respondent means the perserindividual against whom an allegation of research misconduct is directed or
who is the subject of a research misconduct proceeding.

§ 93.226238 Retaliation.
Retaliation-for-the-purpese-efthis-part means an adverse action taken against a complainant, witness, or
committee member by an institution or one of its members in response to—: (a) A good faith allegation

of research misconduct; or fa)A-geed-faith-allegation-ef research-misconduet-or

(b) Good faith cooperation with a research misconduct proceeding.

§ 93.227239 Secretary or HHS.
Secretary or HHS means the Secretary of HHS or any other effieerofficial or employee of the-HHS to

whom the Secretary delegates authority.

§ 93.240 Small institution.
Small institution means an institution that may be too small to conduct an inquiry or investigation into an
allegation of research misconduct as required by this part without actual or apparent conflicts of interest.

§ 93.241 Suspension and Debarment Official or SDO.

Suspension and Debarment Official (SDO) means the HHS official authorized to impose suspension and
debarment, which are the actions that Federal agencies take to disqualify persons deemed not presently
responsible from doing business with the Federal Government.

Subpart C—Responsibilities of Institutions
Compliance and Assurances

§ 93.300 General responsibilities for compliance.

Institutions vaderthis-partmust—:

(a) Have written policies and procedures for addressing allegations of research misconduct that meet the

requirements of this part;
(b) Respond to each allegation of research misconduct for which the institution is responsible under this
part in a thorough, competent, objective, and fair manner, including taking precautions to ensure that
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individuals responsible for carrying out any part of the research misconduct proceeding do not have
unresolved personal, professional, or financial conflicts of interest with the complainant, respondent. or
witnesses;

(c) Foster a research environment that promotes research integrity and the responsible conduct of
research;research-training -and-activities related-to-that research-oerreseareh-training, discourages research
misconduct, and deals promptly with allegations or evidence of possible research misconduct;

(d) Take all reasonable and practical steps to protect the positions and reputations of good faith
complainants, witnesses. and committee members and to protect themthese individuals from retaliation by
respondents and/or other institutional members;

(e) Provide confidentiality te-the-extentrequired-byconsistent with § 93.40€106 to all respondents,
complainants, and witnesses in a research misconduct proceeding, and to research subjects identifiable
from research records or other evidence;

(f) Take all reasonable and practical steps to ensure the cooperation of respondents and other institutional
members with research misconduct proceedings, including, but not limited to, their providing
information, research records, and other evidence;

(g) Cooperate with HHS during any research misconduct proceeding or compliance reviews, including
addressing deficiencies or additional allegations in the institutional record if directed by ORI:

(h) Assist in administering and enforcing any HHS administrative actions imposed on its institutional
members; and

(1) Have an active research integrity assurance-efeomphianee—.

§ 93.301 Institutienal-Research integrity assurances.

(a) General policy. (1) An institution withthat applies for or receives PHS suppertedsupport for
biomedical or behavioral research, biomedical or behavioral research training, or activities related to that
research or research training, must provide PHSHHS with an assurance of compliance with this part;
satisfactory-to-the-Seeretary— by establishing and then maintaining an active research integrity assurance.
(2) PHS funding components may only authorize release of funds for extramural biomedical and
behavioral research, biomedical and behavioral research training, or activities related to that research or

research training-enly, to institutions thathave-approvedassurances-andrequiredrenewals-with an active

research integrity assurance on file with ORI.

(b) Institational Assuranee—Research integrity assurance. The respensible-institational-effieialnstitutional
Certifying Official must assure on behalf of the institution, initially and then annually thereafter, that the
institution—:

(1) Has written policies and procedures in-ecomphanece-with-this-part for-inquiringinto-and
wrvestigatingfor addressing allegations of research misconduct:-and-, in compliance with this part.

(2) Complies with its ew#-policies and procedures and-therequirementsfor addressing allegations of
research misconduct.

(3) Complies with all provisions of this part.

§ 93.302 Institutional-complianee-withMaintaining active research integrity assurances.
(a) Compliance with assuranee-this part. ORI considers an institution in compliance with its-assuraneeif

the-nstitation—this part when it:
(1) EstablishesHas policies and procedures for addressing allegations of research misconduct according to
this part, keeps themthose policies in compliance with this part, and upon request, provides them to ORI;

and other HHS persennel,components.
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(2) Complies with its policies and members-ofthe-publierprocedures for addressing allegations of
research misconduct.

€2(3) Complies with all provisions of this part.

(4) Takes all reasonable and practical specific steps to foster research integrity consistent with § 93.300,
including— but not limited to:

(1) }erﬂcnslnformmg the rﬁsﬁt-uﬁeﬁ—s—researehmstrtutron s members p&rﬁerpaﬁ-ng—m—er—e%hem&s&m—vel—veé

about its pohcles and procedures for respendmg—te ddressrng allegatrons of research mlsconduct and the

institation'sinstitution’s commitment to compliance with the policies and procedures; and

(1) ComphieswithMaking its policies and procedures and-each-speetfie-provistonfor addressing
allegations of this-part—research misconduct publicly available.

(b) Annual report. -An institution must file an annual report with ORI, which contains information

specified by ORI, on the nstitutien'sinstitution’s compliance with this part. The [nstitutional Certifying

Official is responsible for certifying the content of this report and for ensuring the report is submitted as

required.

(c) Additional information. -Along with its assuranee-er-annual report, an institution must send ORI such

other aggregated-information as ORI may request on the institutien'sinstitution’s research misconduct

proceedings covered by this part and the institation'sinstitution’s compliance with the requirements of this

part.

§ 93.303 AssmneesResearch 1ntegr1tv assurances for small mstltutlons
(a) i ss—+#Small institutions may file a

“Small Qrg&m-zaﬁeﬂlnstrtutron Staternent Wrth ORI in place of the JEerrnaﬂl-lns‘ututlonal policies and

procedures required by §§ 93.300(a), 93.301, and 93.304--, upon approval by ORI.
(b) The Small Institution Statement does not relieve the institution from complying with any other

provision of this part.

(c) By submitting a Small Osganizatiennstitution Statement, the institution agrees to report all allegations
of research misconduct to ORI. ORI or another appropriate HHS office will work with the institution to
develop and-implement/or advise on a process for handling allegations of research misconduct consistent

with this part.

(d) If a small institution has or believes it has a conflict of interest during any phase of a research
misconduct proceeding, the small institution may contact ORI for guidance.

§ 93.304 Institutional policies and procedures.
Institutions seeking an approved research integrity assurance must have written policies and procedures

for addressmg researeh—mrseendaet—tha{—me}&d%ﬂ&%feﬁewr&g—

policies and procedures must:

ey Neotice-to-therespendent—(a) Address and be consistent with and-within-the-time limits-of this-part:
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da-Adresponsibilities included in this part;

(b) Include and be consistent with applicable definitions in this part; and

(c) Provide for all reasonable and practical efforts, if requested and as appropriate, to protect or restore the
reputation of persons alleged to have engaged in research misconduct but against whom no finding of
research misconduct is made;-.

§ 93.305 Responsibility for maintenanee-and-eustoedyGeneral conduct of research misconduct

proceedings.
(a) Sequestration of research records and other evidence.

evrdence whrch may 1nclude copies of the data or other evidence-en-sueh-nstraments; so long as those
coples are substantrally equlvalent to-thein eV1dentlary Value—ef—th%ms%r&meﬁts—

a o NOEOD hao racmnanAdan on a A a h]e ne ad
al pora o o1, O OTao CRAS S, v C—

, heeded to conduct

the research misconduct proceedrng, inventory the research records:

ey Undertakeall reasonable and practical-effortsto-takeeustodyofadditionalother evidence; and
sequester them in a secure manner. Where the research records or ewdeﬂee—t-hat—rs—éseevered—diﬁmg—t-he

: : other evidence are
located on or encompass sc1ent1ﬁc 1nstruments shared by a—ﬁumber—e%multlpl users, eustodyinstitutions
may be-limited-teobtain copies of the data or other evidence enfrom such instruments, so long as those
copies are substantially equivalent te-thein evidentiary value efto the instruments:-aned-.

18



EPSTEIN

BECKER Redline of Final Revisions to the PHS Policies on Research Misconduct (September 12, 2024)
GREEN Against Current PHS Policies on Research Misconduct (May 17, 2005)

- Maintain Whenever possible, the institution must obtain the research records or other evidence:

(1) Before or at the time the institution notifies the respondent of the allegation(s); and

(2) Whenever additional items become known or relevant to the inquiry or investigation.

(b) Access to research records. Where appropriate, an institution must give the respondent copies of, or
reasonable supervised access to, the research records that are sequestered in accordance with paragraph
(a) of this section.

(c) Maintenance of sequestered research records and other evidence. An institution must maintain the
sequestered research records and other evidence as required by § 93.34+7-318.

§93-306(d) Multiple respondents. If an institution identifies additional respondents during an inquiry or
investigation, the institution is not required to conduct a separate inquiry for each new respondent.
However, each additional respondent must be provided notice of and an opportunity to respond to the
allegations, consistent with this subpart.

(e) Multiple institutions. When allegations involve research conducted at multiple institutions, one
institution must be designated as the lead institution if a joint research misconduct proceeding is
conducted. In a joint research misconduct proceeding, the lead institution should obtain research records
and other evidence pertinent to the proceeding, including witness testimony, from the other relevant
institutions. By mutual agreement, the joint research misconduct proceeding may include committee
members from the institutions involved. The determination of whether further inquiry and/or investigation
is warranted, whether research misconduct occurred, and the institutional actions to be taken may be
made by the institutions jointly or tasked to the lead institution.

(f) Using a commiittee, consortium, or other person for research misconduct proceedings.

b)rA-consortivm-may-be-a-group-ofnstitutions(1) An institution must address any potential, percelved or
actual personal, professional-erganizations, or financial conflicts of interest between members of the

committee or consortium, or mixed-groups-which-willeenduetother person, and the complainant,

respondent, or witnesses.
(2) An institution must ensure that a committee, consortium, or person acting on its behalf conducts

research rmsconduct proceedlngs fer—ether—msﬁmﬁeﬂs—

: i win compliance with the
requlrements of thls panﬁeeﬁd&etmg—reseafeh—nﬁseeﬁdﬂet—pmeeedﬁlgs—
(2) Notifying ORI of special circumstances. At any time during a research misconduct proceeding, as
defined in § 93.235, an institution must notify ORI immediately if it has reason to believe that any of the
following conditions exist:
(1) Health or safety of the public is at risk, including an immediate need to protect human or animal
subjects.
(2) HHS resources or interests are threatened.
(3) Research activities should be suspended.
(4) There is reasonable indication of possible violations of civil or criminal law.
(5) Federal action is required to protect the interests of those involved in the research misconduct
proceeding.
(6) HHS may need to take appropriate steps to safeguard evidence and protect the rights of those
involved.
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The Institutional Assessment

§ 93.306 Institutional assessment.

(a) Purpose. An assessment’s purpose is to determine whether an allegation warrants an inquiry.

(b) Conducting the institutional assessment. Upon receiving an allegation of research misconduct, the
RIO or another designated institutional official must promptly assess the allegation to determine whether
the allegation:

(1) Falls within the definition of research misconduct under this part:

(2) Is within the applicability criteria of § 93.102: and

(3) Is sufficiently credible and specific so that potential evidence of research misconduct

may be identified.

(c) Assessment results. (1) An inquiry must be conducted if the allegation meets the three assessment
criteria in paragraph (b) of this section.

(2) If the RIO or another designated institutional official determines that requirements for an inquiry are
met, they must:

(1) Document the assessment; and

(11) Promptly sequester all research records and other evidence, consistent with § 93.305(a), and promptly
initiate the inquiry.

(3) If the RIO or another designated institutional official determines that requirements for an inquiry are
not met, they must keep sufficiently detailed documentation of the assessment to permit a later review by
ORI of the reasons why the institution did not conduct an inquiry. Such documentation must be retained
in accordance with § 93.318.

The Institutional Inquiry

§ 93.307 Institutional inquiry.

(a) Criteria warranting an inquiry. -An inquiry is warranted if the allegation— meets the following three
criteria:

(1) Falls within the definition of research misconduct under this part;

(2) Is within the applicability criteria of § 93.102; and

(3) Is sufficiently credible and specific so that potential evidence of research misconduct may be
identified.

by Netice-to-respondent-and-custody-of researehreeords—(b) Purpose. An inquiry’s purpose is to conduct
an initial review of the evidence to determine whether an allegation warrants an investigation. An inquiry
does not require a full review of the evidence related to the allegation.

(c) Notice to the respondent. At the time of or before beginning an inquiry, an institution must make a
good faith effort to notify in writing the presumed respondent, if any. If the inquiry subsequently

identifies addltlonal respondents the institution must notlfy them. M&@ﬁerﬁ—rt—h&s—net—ake&dy—den&se

%he—ewdenﬁmwa%&e—eﬁhe—ms%mmen@s—Only allegatlons spec1f1c to a partlcular respondent are to be

included in the notification to that respondent. If additional allegations are raised, the respondent(s) must
be notified in writing of the additional allegations raised against them.
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ey Review(d) Sequestration of records. An institution must obtain all research records and other evidence:
Fhepurpese-ofaninquiryis needed to conduct aninitialreview-ofthe evideneercsearch misconduct
proceeding, consistent with § 93.305(a).

(e) Conducting the inquiry--(1) Multiple institutions. A joint research misconduct proceeding must be
conducted consistent with § 93.305(e).

(2) Person conducting the inquiry. Institutions may convene committees of experts to conduct reviews at
the inquiry stage to determine whether to-eonduet-an investigation—Fherefore,an-inquiry-does-notrequire
a—full is warranted. The inquiry review may be done by a RIO or another designated institutional official
in lieu of a committee, with the caveat that if needed, these individuals may utilize one or more subject
matter experts to assist them in the inquiry.

(3) Interviews. Institutions may interview witnesses or respondents that would provide additional

information for the institution’s review-ef-all-the-evidencerelated-to-the-allegation—.
(éf) Inquiry results--(1) Criteria warranting an investigation. -An-inquirys-purpese-is-to-deeideifan

allegation-warrants-aninvestigation—An investigation is warranted if-thereis—:
H-A(i) There is a reasonable basis for concluding that the allegation falls within the definition of

research misconduct under this part and involves PHS--supported biomedical or behavioral research,
biomedical or behavioral research training, or activities related to that research or research training, as
provided in § 93.102; and

(2i1) Preliminary information-gathering and preliminary-fact-finding from the inquiry indicates that the
allegation may have substance.

€e(2) Findings of research misconduct. Findings of research misconduct, including the determination of
whether the alleged misconduct is intentional, knowing, or reckless, cannot be made at the inquiry stage.
(g) Inquiry report. (1) The institution must prepare a written report that meets the requirements of this
section and § 93.309.

H-Oppertunity-to-comment—(2) If there is potential evidence of honest error or difference of opinion, the
institution must note this in the inquiry report.

(3) The institution must provide the respondent an opportunity to review and comment on the inquiry
report and attach any comments received to the report.

(gh) Time for completion. (1) The institution must complete the inquiry within 66-ealendar90 days of its
initiation unless circumstances elearly-warrant a longer period.

(2) If the inquiry takes longer than 6890 days to complete, the inquiry reeerdreport must inekade
decumentation-efdocument the reasons for exceeding the 6690-day period.

§ 93.308 Notice of the results of the inquiry.

(a) Notice to respondent.- The institution must notify the respondent whether the inquiry found that an
investigation is warranted. The notice must include a copy of the inquiry report and include a copy of or
refer to this part and the institutien'sinstitution’s policies and procedures adopted under its research
integrity assurance.

(b) Notice to eemplainants—complainant. The institution may-is not required to notify thea complainant
who-made-the-allegation-whether the inquiry found that an investigation is warranted. The institution may,
but is not required to, provide relevant portions of the report to thea complainant for comment. If an
institution provides notice to one complainant in a case, it must provide notice, to the extent possible, to
all complainants in the case.

§ 93.309 Reporting to ORI on the decision to initiate an investigation.
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(a) Within 30 days of findingdetermining that an investigation is warranted, the institution must provide
ORI with the-writtenfinding by-the respensible-institutional-offieial-and-a copy of the inquiry report,
which includes the following information—:

(1) The name-andpesttonnames, professional aliases, and positions of the respondent:- and complainant;
(2) A description of the aHegatiensallegation(s) of research misconduct;

(3) The PHS support, including, for example, grant numbers, grant applications, contracts, and
publications listing PHS support;

(4) The composition of the inquiry committee, if used, including name(s), position(s), and subject matter
expertise;

(5) Inventory of sequestered research records and other evidence and description of how sequestration
was conducted;

(6) Transcripts of any transcribed interviews:

(7) Timeline and procedural history;

(8) Any scientific or forensic analyses conducted:

(9) The basis for recommending that the alleged-aetiens-allegation(s) warrant an investigation;-ase
5)-(10) The basis on which any allegation(s) do not merit an investigation:;

(11) Any comments on the inquiry report by the respondent or the complainant-—; and

(12) Any institutional actions implemented, including communications with journals or funding agencies.
(b) The institution must provide the following information to ORI en+eguest—whenever requested:

(1) The institutional policies and procedures under which the inquiry was conducted; and

(2) The research records and other evidence reviewed, transeripts-errecordings-ofany-interviewsand-and
copies of all relevant documents:and-.

(c) Decumentation-of decisitonnot-to-rvestigate—Institutions must keep-sutficiently detailed

documentation of inquiries to permit a later assessment by ORI of the reasons why the institution decided

otherauthorized HHSpersonnel-investigate. Such documentation must be retained in accordance with §

93.318.

(d) Netifieation-of speeial-eireumstanees—In accordance with § 93.348;305(g). institutions must notify
ORI and-other PHS-ageneies;asrelevant-of any special circumstances that may exist.

The Institutional Investigation

§ 93.310 Institutional investigation.

Institutions conducting research misconduct investigations must:

(a) Time. -Begin the investigation within 30 days after determiningthatdeciding an investigation is
warranted.

(b) Notice to ORI. -Notify the-ORI-Bireeter of the decision to begin an investigation on or before the date
the investigation begins and provide an inquiry report that meets the requirements of §§§ 93.307 and §
93.309.

(c) Notice to the respondent. -Notify the respondent in writing of the allegatiensallegation(s) within a
reasonable amount of tlme after determlmng that an 1nvest1gat10n is warranted but before the
1nvest1gat10n begins.
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(1) The institution must give the respondent written notice of any allegation(s) of research misconduct not
addressed during the inquiry or in the initial notice of investigation within a reasonable amount of time of
deciding to pursue such allegation(s).

(2) If the institution identifies additional respondents during the investigation, the institution may but is
not required to conduct a separate inquiry for each new respondent. If any additional respondent(s) are
identified during the investigation, the institution must notify them of the allegation(s) and provide them
an opportunity to respond consistent with this subpart.

(3) While an investigation into multiple respondents can convene with the same investigation committee
members, separate investigation reports and research misconduct determinations are required for each
respondent.

(d) Sequestration of records. Obtain all research records and other evidence needed to conduct the
investigation, consistent with § 93.305(a).

(e) Documentation.- Use diligent efforts to ensure that the investigation is thorough and sufficiently
documented and includes examination of all research records and other evidence relevant to reaching a
decision on the merits of the altegatiens—allegation(s).

(f) Ensuring a fair investigation.- Take reasonable steps to ensure an impartial and unbiased investigation
to the maximum extent practicable, including participation of persons with appropriate scientific expertise
who do not have unresolved personal, professional, or financial conflicts of interest with-these-invelved
with-the-inquiry-er-vestigation—relevant to the investigation. An institution may use the same committee
members from the inquiry in their subsequent investigation.

(g) Interviews. datervieswDuring the investigation, an institution must interview each respondent,
complainant, and any other available person who has been reasonably identified as having information
regarding any relevant aspects of the investigation, including witnesses identified by the respondent;-and

hPursueteads—(1) Interviews during the investigation must be recorded and transcribed.
(2) Any exhibits shown to the interviewee during the interview must be numbered and referred to by that

number in the interview.

(3) The transcript of the interview must be made available to the relevant interviewee for correction.

(4) The transcript(s) with any corrections and numbered exhibits must be included in the institutional
record of the investigation.

(5) The respondent must not be present during the witnesses’ interviews but must be provided a transcript
of the interview.

(h) Multiple respondents. Consider, consistent with § 93.305(d), the prospect of additional researchers
being responsible for the alleged research misconduct.

(1) Multiple institutions. A research misconduct proceeding involving multiple institutions must be
conducted consistent with § 93.305(e).
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(1) Pursue leads. Pursue diligently all significant issues and leads discovered that are determined relevant
to the investigation, including any evidence of additional instances of possible research misconduct, and
continue the investigation to completion. If additional allegations are raised, the respondent(s) must be
notified in writing of the additional allegations raised against them.

§ 93.311 Investigation time limits.

(a) Time limit for completing an investigation. -An institution must complete all aspects of an
investigation within 420180 days of beginning it, including conducting the investigation, preparing the
draft investigation report effindingsfor each respondent, providing the draft report to each respondent for
comment in accordance with § 93.312, and sendingtransmitting the institutional record including the final
repertinvestigation report and decision by the Institutional Deciding Official to ORI underin accordance
with § 93.345-316.

(b) Extension of time limit. -If unable to complete the investigation in 420180 days, the institution must
ask ORI for an extension in writing= that includes the circumstances or issues warranting additional time.
(c) Progress reports. -If ORI grants an extension, it may direct the institution to file periodic progress
reports.

(d) Investigation report. If the investigation takes longer than 180 days to complete, the investigation
report must include the reasons for exceeding the 180-day period.

§ 93.312 Opportunity to comment on the draft investigation report.

(a) The institution must give the respondent a copy of the draft investigation report and, concurrently, a
copy of, or supervised access to, the research records and other evidence en—whichthat the repertis
based-investigation committee considered or relied on. The eemments-ofthe-respondent must submit any
comments on the draft report;-ifanyrustbe-submitted to the institution within 30 days of the-date-en
which-therespendentreeeivedreceiving the draft investigation report.

(b) The institution may provide the complainant a copy of the draft investigation report or relevant
portions of that report. The comments of the complainant, if any, must be submitted within 30 days of the
date on which the complainant received the draft investigation report or relevant portions of it.

§ 93.313 Institutional-investigationInvestigation report.
TFheA final institational-investigation report for each respondent must be in writing and include:

(a) AHegations—DeseribeDescription of the nature of the alegationsallegation(s) of research misconduct-
, including any additional allegation(s) addressed during the research misconduct proceeding.

(b) PHS-suppert—DeseribeDescription and deewmentdocumentation of the PHS support, including, for
example, any grant numbers, grant applications, contracts, and publications listing PHS support.

(c) Institutional-eharse—Deseribe-Description of the specific allegationsallegation(s) of research
misconduct for consideration in the investigation— of the respondent.

(d) PetieiesComposition of investigation committee, including name(s), position(s), and precedures:
subject matter expertise.

(e) Inventory of sequestered research records and other evidence, except records the institution did not
consider or rely on: and a description of how any sequestration was conducted during the investigation.
This inventory must include manuscripts and funding proposals that were considered or relied on during
the investigation.

(f) Transcripts of all interviews conducted, as described in § 93.310(g).

(2) Identification of the specific published papers, manuscripts submitted but not accepted for publication
(including online publication), PHS funding applications, progress reports, presentations, posters, or other
research records that allegedly contained the falsified, fabricated, or plagiarized material.
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(h) Any scientific or forensic analyses conducted.

(1) If not already provided to ORI-with-the-inquiry-repertinehade, the institutional policies and procedures
under which the investigation was conducted.

Lidentif ” keni el ; .
H-Statement-of findings—For-(]) Any comments made by the respondent and complainant on the draft
investigation report and the investigation committee’s consideration of those comments.
(k) A statement for each separate allegation of whether the investigation committee recommends a finding

of research misconduct-den no the investigation ~ : Ae-as-to-w

Hdentifir(1) If the investigation committee recommends a finding of research misconduct for an
allegation, the investigation report must, for that allegation:

(1) Identify the individual(s) who committed the research misconduct.

(ii) Indicate whether the research misconduct was falsification, fabrication, and/or plagiarism;-and-it
€2(ii1) Indicate whether the research misconduct was committed intentionally, knowingly, or recklessly.
(1v) State whether the other requirements for a finding of research misconduct, as described in § 93.103,
have been met.

(v) Summarize the facts and the analysis which support the conclusion and consider the merits of any
reasonable-explanation by the respondent:-.

(3vi) Identify the specific PHS support:-.

(4vii) Identify whether any publications need correction or retractions-.

(5-1dentify2) If the persen{s)responsibleforthe-investigation committee does not recommend a finding
of research misconduct:-and

¢6for an allegation, the investigation report must provide a detailed rationale.

(3) List of any current support or known applications or proposals for support that the-respendent-has
o) Comments—neladerespondent has pending with PHS and eensiderany-commentsmadenon-PHS

Federal agencies.

§ 93.314 Decision by the respondent-and-complainant-enlnstitutional Deciding Official.

The Institutional Deciding Official is responsible for making a final determination of research misconduct
findings. This determination must be provided in a written decision that includes:

(a) Whether the draftinvestigationrepert—institution found research misconduct and, if so, who

committed the misconduct; and

(b) A description of relevant institutional actions taken or to be taken.

o " J=Va' ed-h nart 1 tho ottt anlc e diirac mray71do £ar an anmonl Iy tho roacnandon
O Co Oy pate;

§ 93.314315 Institutional appeals.
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(a) If a respondent appeals an institution’s finding(s) of research misconduct or institutional actions, the
institution must promptly notify ORI.

(b) If unable-to-complete-any-appeals-within120-daysthe institution has not transmitted its institutional

record to ORI in accordance with § 93.316 prior to the appeal, the institution must ask-ORI-foran

§93315 Netieewait until the appeal is concluded to ORFeflransmit its institutional findings-and-aections:
record. The institution must give-ORIHhe-foHewing:-ensure that the complete record of the appeal is
mcluded in the mstltutlonal record consistent with § 93.220(a)(5).

eemm—rtted—t—he—mwrseeﬂd&et—
(e Findings—State-whetherhas transmitted its institutional record to ORI in accordance with § 93.316

prior to the appeal, the institution aceepts-the-investigation's-findings—must provide ORI a complete

record of the appeal once the appeal 1s concluded

§ 93.316 Transmittal of the institutional record to ORI.

After the Institutional Deciding Official has made a final determination of research misconduct findings
in accordance with § 93.314, the institution must transmit the institutional record to ORI. The institutional
record must be consistent with § 93.220 and logically organized.

§ 93.317 Completing the research misconduct process.

(a) ORI expects institutions to carry inquiries and investigations through to completion and to pursue
diligently all significant issues—An-nstitution and credible allegations of research misconduct. Institutions
must notify ORI in advance if the institution plans to close a easeresearch misconduct proceeding at the
assessment, inquiry, investigation, or appeal stage on the basis that the respondent has admitted guilto
committing research m1sconduct ora settlement with the respondent has been reached—er—fer—&ny—ethef

b(b) A respondent’s admission of research misconduct must be made in writing and signed by the

respondent. An admission must specify the falsification, fabrication, and/or plagiarism that occurred and
which research records were affected. The admission statement must meet all elements required for a
research misconduct finding under § 93.103 and must be provided to ORI before the institution closes its
research misconduct proceeding. The institution must also provide a statement to ORI describing how it
determined that the scope of the misconduct was fully addressed by the admission and confirmed the
respondent’s culpability.

(c) After consulting with the institution on its basis for closing a case under paragraph (a) of this section,
ORI may conduct an oversight review of the institatien'sinstitution’s handling of the case and take
appropriate action including:

(1) Approving or conditionally approving closure of the case;

(2) Directing the institution to complete its process;

3(3) Directing the institution to address deficiencies in the institutional record:;

(4) Referring the matter for further investigation by HHS; or;
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(45) Taking a compliance action.

Other Institutional Responsibilities

§ 93 3—1—7318 Retention and custody of the Fese&Feh—miseenduet—preeeedmg—mstltutlonal record—

aninstitutional record and all sequestered evidence. An institution must maintain recerds-ofresearch
rrisconduetproceedingsthe institutional record and all sequestered evidence including physical objects
(regardless of whether the evidence is part of the institutional record) in a secure manner for Zseven years
after completion of the proceeding or the completion of any PHSHHS proceeding involving the research
misconduct allegation under subparts D and E of this part, whichever is later—, unless custody has been
transferred to HHS under paragraph (b) of this section or ORI advises otherwise in writing.

(eb) Provision for HHS custody. -On request, institutions must transfer custody-ef, or provide copies, to
HHS; of anythe institutional record relevantto-aresearch-misconduct-allegation-covered-by-thispart;
mel-ud-mg—t—he—rese&reh—reeerdsor any component of the institutional record and any sequestered eV1dence—

a a a " - o noodad a ond a)
V v a

or (regardless of whether the evrdence 1S 1nc1uded in the institutional record) for ORI to conduct 1ts
oversight review-erte-, develop the administrative record, or present evidenee-the administrative record in
any proceeding under subparts D and E of this part.
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§ 93.319 Institutional standards_of conduct.
€ Institutions may have 1-n£ema—1—standards of conduct different from the H—HS—standards for research

misconduct under this part.

e%a—rﬂﬂ&e—&e&erﬂees—net—meet—%s—paﬁ—s—ée%ﬁeﬂom ﬁndmg of research mlsconduct—

brAn or HHS findingersettlement-deessettlements of research misconduct proceedings, or the absence
thereof, do not affect institutional findings or administrative-actions taken based on an nstitation's

mternalinstitution’s 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.

(a) ORI review. -ORI may respond directly to any allegation of research misconduct at any time before,
during, or after an institatien'sinstitution’s response to the matter. The ORI response may include; but is
not limited to—:

(1) Conducting allegation assessments;

(2) Determining independently #fwhether jurisdiction exists under this part-ia-any-matter—;

(3) Forwarding allegations of research misconduct to the appropriate institution or HHS component for
inquiry or 1nvest1gat10n

(4) Requesting clarification or additional information, documentatron research records, or other evidence
as necessary from an institution or its members or other persons or sources to carry out ORI’s review;
(5) Notifying or requesting assistance and information from PHS funding components-et, other affected
Federal and state offices and agencies. or institutions;

\ Review stitution's fnd ! ;
(6) Reviewing the institutional record and directing the institution to address deficiencies or additional
allegations in the institutional record;
(7) Making a finding of research misconduct; and
(8) Taking actions as necessary to protect the health and safety of the public, to promote the integrity of
PHS-supported biomedical or behavioral research, biomedical or behavioral research training, or
activities related to that research or research training, or to conserve public funds.

£&)-(b) ORI assistance to institutions. At-any-time;- ORI may-provide:
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(1) Provide information, technical assistance, and procedural advice to institutional officials as needed
regarding an institatien's-partietpationtninstitution’s research misconduct proceedings— and the
sufficiency of the institutional record: and

(e2) Issue guidance and provide information to support institutional implementation of and/or compliance
with the requirements of this part.

(c) Review of institutional research integrity assurances. -ORI maywill review institutional research
integrity assurances and policies and procedures for compliance with this part.

(#d) Institutional compliance. -ORI may make findings and impose HHS-administrative ORI compliance
actions related to an institutien'sinstitution’s compliance with this part and with its policies and
procedures, including an #astitution'sinstitution’s participation in research misconduct proceedings.

§ 93.401 Interaction with other efficesentities and interim actions.

(a) ORI may notify and consult with other effieesentities, including government funding agencies,
institutions, journals, publishers, and editors, at any time if #thasreasen-te-believe-thatthose entities have
a need to know about or have information relevant to a research misconduct proceeding-may-inveolbve-that
offtee:

(b) If ORI believes that a criminal or civil fraud violation may have occurred, it shall promptly refer the
matter to the Department of Justice (DOJ), the HHS Office of Inspector General (OIG), or other
appropriate investigative body.

(c) ORI may provide expertise and assistance to the DOJ, OIG, PHS offices, other Federal offices, and
state or local offices involved in investigating or otherwise pursuing research misconduct allegations or
related matters.

(bd) ORI may notify affected PHS offices and fundlng components at any time to pefnntenable them to
fnaketake appropriate interim re ol f t 0

(ee) The information provided will not be disclosed as part of the peer review and adv1sory committee
review processes; but may be used by the Secretary in making decisions about the award or continuation
of funding.

() ORI may refer a research misconduct matter to the SDO at any time for consideration under the HHS
suspension and debarment regulations. ORI may provide technical assistance and share other information
that the SDO needs to know to consider the referred matter.

Research Misconduct Issues

§ 93.402 ORI allegation assessments.

(a) When ORI receives an allegation-e

anpa%ent—mst&neeof—#eseateh—mﬁeond&et it may conduct an mmal—assessment or refer the matter to the

relevant institution for an assessment, 1nqu1ry, or other appropriate actlons
(b) If ORI conducts an assessment;- 3 : -

e HORIdeetdesthatdetermines an inquiry is warranted, it forwards the matter to the appropriate
institution or HHS component.
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(dc) If ORI deeides-thatconducts an assessment and determines an inquiry is not warranted, it will close
the case and forward the allegation in accordance with paragraph (e}-efd) in this section.

(ed) ORI may ferwardrefer allegations that do not fall within the jurisdiction of this part to the appropriate
HHS component, Federal or Statestate agency, institution, organization, journal, or other appropriate
entity.

§ 93.403 ORI review of research misconduct proceedings.

ORI-may-econduetreviews(a) In conducting its review of research misconduct proceedings—tneondueting

itsreview, ORI may—will:
(al) Determme whether %here—ts—H—H—SjﬂﬂsdJ:eHeﬁ—uﬂder—thls part— applies;

fe(2) Con51der the institutional record and determme whether the institutional record is sufficient, provide
instructions to the institution(s) if ORI determines that revisions are needed or additional allegations of
research misconduct should be addressed, and require institutions to provide the respondent with an
opportunity to respond to information or allegations added to the institutional record;

(3) Determine #whether the institution conducted the proceedings in a timely and fair manner in
accordance with this part with sufficient thoroughness, objectivity, and competence to support the
conclusions; and

(d4) After reviewing in accordance with paragraphs (a)(1) through (3) of this section, determine whether
to close the case without further action or proceed with the case.

(b) If ORI determines to proceed with the case, ORI will:

(1) Obtain additional information or materials from the institution, the respondent,

complainants, or other persens-er-sources:, as needed:

(e2) Conduct additional analyses—a&d—develep—ex&d% as needed;

¢h(3) Provide the respondent the opportunity to access the institutional record, any additional information
provided to ORI while the case is pending before ORI, and any analysis or additional information
generated or obtained by ORI;

(4) Provide the respondent the opportunity to submit information to ORI;

(5) Allow the respondent and the respondent’s attorney, if represented, to meet virtually or in person with
ORI to discuss the information that the respondent has provided to ORI;

(6) Have ORI’s virtual or in-person meeting(s) with the respondent transcribed and provide a copy of the
transcript to the respondent for review and suggested correction:

(7) Close the administrative record following paragraphs (b)(3) through (6) of this section;

(8) Provide the respondent the opportunity to access the complete administrative record; and

(9) Take any other actions necessary to complete HHS'ORI’s review= of the research misconduct

proceedings.

§ 93.404 Findings of research misconduct and proposed HHS administrative actions.

(a) After completing its review of the administrative record, ORI eitherelesesmay:

(1) Close the case without a separate ORI finding of research misconduct-er—;

() Meakes2) Make findings of research misconduct and prepesespropose and ebtainstake HHS appreval
efadministrative actions based on the administrative record-ef-the-research-misconduetproceedings-and
srsth st rme e s bidinsn b Do L din e e pesslesr o

by Recommends-that HHS-seek(3) Seek to settle the case.

30



EPSTEIN

BECKER Redline of Final Revisions to the PHS Policies on Research Misconduct (September 12, 2024)
GREEN Against Current PHS Policies on Research Misconduct (May 17, 2005)

(b) The lack of an ORI finding of research misconduct does not overturn an institution’s determination
that the conduct constituted professional or research misconduct warranting remediation under the

institution’s policy.

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

(a) When the-ORI makes a finding of research misconduct or seeks-te-impese-er-enforeeproposes HHS
adrmnlstratlve actlons—e%her—ﬂﬁr&n—éebaﬂﬁen{—er—saspensreﬁ it notlﬁes the respondent ina charge letter. 1

debarmeﬂt—er—s&speﬂs*eiﬁeﬁﬁeﬁaeﬁéeﬁt—as—p&rt—e#ﬂ&e—The charge letter—"lihe—eharge—le&er—melﬂdes—t-he
OBl

(1) Includes ORI’s findings of research misconduct-and, including the basis for themsuch findings in the
administrative record, and any proposed HHS administrative actions;

(2) Advises the respondent how to access the administrative record; and-any-HHS-administrative-actions:
Theletter-also-advises

(3) Informs the respondent of the opportunity to contest the findings and proposed HHS administrative

actions under Subpartsubpart E of this part.
(b)-Fhe ORI sends the charge letter by certified mail-er=, private delivery service, or electronic mail or
other electronic means to the last known address of the respondent or the last known principal place of

business of the respendent'srespondent’s attorney-, if represented.

§ 93.406 Final HHS actions.
Unless the respondent contests the findings and/or the proposed HHS administrative actions contained in

the charge letter within the 30-day period prescribed in § 93.5015(a). the ORI finding-ofresearch
m—rseeﬂduc—t—rs—trhefmdmgs and HHS admlmstratlve actions are ﬁnal—H—HS—aeHen—eﬁ—trh&researeh

§ 93.407 HHS administrative actions.
eHnresponse-to-(a-research-misconduet proeeeding) Based on the administrative record, HHS may

impose HHS-administrative actions that include but are not limited to:

(1) Clarification, correction, or retraction of the research record.

(2) EettersLetter(s) of reprimand.

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

(4) Suspension of award activities under, 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
agreement.

(6) Special review of all the respondent’s requests for PHS funding.

(7) Imposition of supervision requirements on a PHS grant, contract, or cooperative

agreement.

(8) Certification of attribution or authenticity in all requests for support and reports to-the

PHS.

(9) Ne-partietpationProhibition of the respondent in participating in any advisory capacity tewith the
PHS.
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(10) AdwerseRecommending that the relevant agency take adverse personnel action(s), if the respondent is

a Federal employee in compliance with relevant Federal personnel p011c1es and laws.

(b) In connection with ﬁ-ﬂdmgs—ef—research mlsconduct findings, HHS also may seek to recover PHS
funds spent in-sappert-efthesupporting activities thatinvelvedinvolving research misconduct.

(c) Any authorized HHS component may impose, administer, or enforce HHS administrative actions
separately or in coordination with other HHS components, including, but not limited to ORI, the-Office-of
Inspeetor-General,O1G, and the PHS funding component;-and-the-debarringofficial—.

(d) HHS administrative actions under this part do not include suspension or debarment. Regardless of
whether HHS administrative actions are imposed under this part, HHS may pursue suspension and
debarment under the HHS suspension and debarment regulations.

§ 93.408 Mitigating and aggravating factors in HHS administrative actions.

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 integrity of the PHS--supported research and research process, and conserve public
funds. HHSORI considers the following aggravating and mitigating factors in determining appropriate
HHS administrative actions and their terms. HHS-may-econsiderotherfactorsas-appropriate-in-eachease:
The existence or nonexistence of any factor is not determinative:.

(a) Knowing, intentional, or reckless. -Were the respendent'srespondent’s actions knowing or intentional
or swaswere the eenduetactions reckless?

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

(c) Impact.- Did the misconduct have significant impact on the proposed or reported research record,
research subjects, 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 seriousness of the research misconduct;
and

(4) Taking steps to correct or prevent the recurrence of the research misconduct-?

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

(f) Retaliation. -Did the respondent retaliate against complainants, witnesses, committee members, or
other persensZindividuals?

(g) Presentresponsibiity—IsContinued risk to PHS funding. Does the respondent presenthydemonstrate

responsible to-conduet PHSsupperted-stewardship of research?- resources?
(h) Other factors. -OtherAre other factors apprepriaterclevant to the circumstances of a particular case-?

§ 93.409 Settlement of research misconduct proceedings.

(a) HHS may settle a research misconduct proceeding at any time it eeneludesdetermines that settlement
is in the best interests of the Federal gevernmentGovernment and the public health or welfare.

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

(c) A settlement agreement precludes the respondent from contesting any ORI findings of research
misconduct, HHS administrative actions, or ORI’s jurisdiction in handling the research misconduct

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

When the final HHS action does not result in a settlement or finding of research misconduct, ORI may=
a)yPrevide provide written notice to the respondent, the relevant institution, the complainant, and HHS
officials.

by Tl hor et horized by lave

§ 93.411 Final HHS action with_a settlement or finding of research misconduct.

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

€a(a) Provide final notification of any research misconduct findings and HHS administrative actions to the
respondent, the relevant institution, and appropriate HHS officials.

(b) Provide final notification of any research misconduct findings and HHS administrative actions to the

A . : 3 —complainant(s).

(—b)—ldentffy( c) Send a notice to the relevant 10urnal pubh@her data repository, or other similar entity
identifying publications shiehor research records that require correction or retraction-ane-prepare-and
sepdpetee oo relemndomma

(ed) Publish notice of the research misconduct findings.

(de) Notify the respendent'srespondent’s current employer— if the emplover is an institution subject to this
part.

Institutional Compliance Issues

§ 93.412 Making decisions on institutional noncompliance.

Qa}—ORI may dee}é%thatdctermmc an institution is not comphant w1th this part 1f the institution shews-a
disregard-for-or-inabiityerunwilingnesstedoes not implement and follow the requirements of this part
and its own research integrity assurance. In making this decision, ORI may consider, but is not limited to
the following factors—:

(+2) Failure to establish and comply with policies and procedures under this part;

(2b) Failure to respond appropriately when allegations of research misconduct arise;

(3¢) Failure to report to ORI all investigations and findings of research misconduct under this part;

(4d) Failure to cooperate with ORFsORI’s review of research misconduct proceedings; or

(5¢) Other actions or omissions that have a material, adverse effect on reporting and responding to
allegations of research misconduct.

§ 93.413 HHSORI compliance actions.
(a) An-institation'sfature-to-eomphylf ORI determines an institution is not compliant with #s-assuranee

and-the requirements-of this part, it may resultin-entoereementtake a compliance action against the
institution.
(b) OF

some ORI may take any or all of the followmg cornphance actions:
(1) Require the institution to accept and/or implement technical assistance provided by ORI
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(2) Issue a letter of reprimand.

€2(3) Require the institution to take corrective actions.

(4) Place the institution on special review status. For a designated period, ORI will closely monitor the
institution’s activities for compliance with this part. Monitoring may consist of, but is not limited to,

compliance reviews and/or audits.

(5) Direct that research misconduct proceedings be handled by HHS.

£8(6) Any other action appropriate to the circumstances.

(¢) If an institution fails to comply with the requirements of this part, ORI may refer the institution to the
SDO for consideration under the HHS suspension and debarment regulations.

(d) If the nstitutien'sinstitution’s actions constitute a substantial or recurrent failure to comply with this
part, ORI may alse-revoke the nstitution'sinstitution’s research integrity assurance under §§§ 93.301 or §
93.303.

(e) ORI may make public any findings of institutional noncompliance and HHSORI compliance actions.

Disclosure of Information

§ 93.414 Notice.

(a) ORI may disclose information to other persons for the purpose of providing or obtaining information
about research misconduct as permitted under the Privacy Act, 5 U.S.C. 552a— and ORI’s system of
records notice for research misconduct proceedings.

(b) ORI may disclose or publish a notice effinal-ageneyregarding settlements, ORI findings of research
misconduct, settlements;-and HHS administrative actions, and release andor withhold information as
permitted by the Privacy Act and the Freedom of Information Act, 5 U.S.C. 552.

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

General Information

§ 93.500 General policy.
(a) This subpart provides a respondent an opportunity to contest ORI findings of research misconduct

and/or proposed HHS admlmstratlve act10ns—meLudmg—deb&%me&Eer—s&spens+ea—a&smg+mde&42—U—S—G
289b included in eonn 3

er—aeﬁ%es—rela%ed—te—th&t—resea*eh—e%reseafelmammg— chalge letter

(b) A respondent has-an-eppertanity-tomay contest ORIORI’s research misconduct findings and proposed
HHS administrative actions under-this-partinclading-debarment-or-suspension;-by requestingan
administrative-hearing before-filing a notice of appeal with an Administrative Law Judge (ALJ) affiliated
with-at the HHS-DAB;-when—.

(D-OR}Hhas-made-afindingefc) Based on the administrative record, the ALJ shall rule on whether ORI’s
research misconduct against-arespondent:and

2)Therespondenthas-beennotified-ofthese-findings and any proposed HHS administrative actions;
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é(%—"Ph%ArL—J—s are reasonable and not based on a material error of law or fact The ALJ s mhng eﬂ—the

&-(d) A respondent must exhaust all available administrative remedies under this subpart before seeking
judicial review of ORI’s findings and/or HHS administrative actions. The contested findings and/or
administrative actions shall be inoperative while the respondent is pursuing administrative remedies under

this subpart.

Process for Contesting Research Misconduct Findings and/or Proposed HHS Administrative
Actions

§ 93.501 OppeortunityNotice of appeal.
(a) Time to file. A respondent may contest ORI’s findings of research misconduct and-administrative

proposed HHS adrmmstratlve actions;inehs :
filing a hearirgnotice of appeal within 30 days of recelpt of the charge letter er—e%her—wr—}tteﬁ—ne&ee
provided under §-§ 93.405.

(b) Form of a request-forhearing—notice of appeal. The respendent'srequestfora-hearingrespondent’s
notice of appeal must be—:

(1) In writing;

(2) Signed by the respondent or by the respendent'srespondent’s attorney; and

(3) Sent-Submitted to the DAB Chair through the DAB electronic filing system, with a copy sent to ORI
by certified mail, electronic mail, or other equivalent (i.e., with a verified method of delivery);to-the
DAB Chair and ORL

(c) Contents of a requestforhearing—notice of appeal. The requestforahearingnotice of appeal must—:
(1) Admit or deny each ORI finding of research misconduct and each factual assertion

made in support of theeach finding;

(2) Accept or challenge each proposed HHS administrative action;

(3) Provide detailed, substantive reasons for each denial or challenge= with references to the
administrative record;

(4) Identify any legal issues or defenses that the respondent intends to raise during the proceeding:and-,
with references to the administrative record; and

(5) Identlfy any mltlgatmg factors thatin the fespeﬂéen{—l-nféends—te—prev%admlmstratlve record.

35



EPSTEIN

BECKER Redline of Final Revisions to the PHS Policies on Research Misconduct (September 12, 2024)
GREEN Against Current PHS Policies on Research Misconduct (May 17, 2005)

§93.502 Appointment of the Administrative Law Judge-and-seientific-expert.
(a) Within 30 days of receiving a request-for-ahearingnotice of appeal, the DAB Chair, in consultation

with the Chief Ael-rm-ms&&ﬁ%aw—}adg%,ALJ . must demgnate an Admm&aﬂ%l%ba%#udg%éALJ) to
determine whether the hea e notlce of appeal is

Abn-evaluating seientific-or-technieal issuesrelated-to-the findings-oftimely filed and within the ALJ’s

jurisdiction under this subpart. If the appeal is determined to be timely and within the ALJ’s jurisdiction,
the ALJ shall decide the reasonableness of the ORI research misconduct-

H-Onthe Al seraparty'smotionto-appeint findings and proposed HHS administrative actions in

accordance with thls subpart The ALJ shall dlsmlss an e*peft—t-heq%L—J—must—gwe—t-he—pames—aﬁ

él)—T—he—e*peft— appeal if any-wheit is ag

untlmely or not within the ALJ’s jurisdiction under thls subpart.

te)>-(b) No ALJ-erpersen-hired-orappointed-to-assist-the Ald; may serve in any proceeding under this
subpart if he-ershe-hasthey have any realactual or apparent conflict of interest, bias, or prejudice that

might reasonably impair his-er-hertheir objectivity in the proceeding.

(dc) Any party to the proceeding may request the ALJ erseientifie-expert-to withdraw from the
proceeding because of a-realan actual or apparent conflict of interest, bias, or prejudice under paragraph
(eb) of this section. The motion to disqualify must be timely and state with particularity the grounds for
disqualification. The ALJ may rule upon the motion or certify it to the Chief ALJ for decision. If the ALJ
rules upon the motion, either party may appeal the decision to the Chief ALJ.

te(d) An ALJ must withdraw from any proceeding for any reason found by the ALJ or Chief ALJ to be
disqualifying.

2o 93,503 Sronndstferorantinea-hearineregnen
@M}St—g?&ﬁ&ﬁespeﬂdeﬁ&s—h&%mﬁeqaesﬁﬂﬂlmg of the AH—de%efmﬂ&es—ﬂaest—a—gen’cuﬂe
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&-(a) For appeals that are not dismissed under § 93.502(a), ORI will file the administrative record for the
appeal.

(b) The ALJ’s review will be based on the administrative record.

(c) The parties have no right to supplement the administrative record.

§ 93.504 Groundsfor-dismissal-of a-hearing requestStandard of review.
(a) The ALJ must-dismiss-a-hearingrequestifshall review the respendent—
HPeesnoetfile-administrative record to determine whether the request-within30-days-atter recetvingthe

eha-rge—}e&er—,

Does-notraise-a-genuine-dispute-ove 0 ial-to-the-findings-of ORI research
misconduct ﬁndmgs and a-nyproposed HHS adm1n1strat1ve actlons—meludmg—debafmeﬁt—aﬂd—suspeﬁﬂeﬁ
aetions; reflected in the hearing e A 4 : 3

(b) The ALJ may disms 2 :
formpermit the parties to ﬁle brlefs makmg legal and ma-n-ner—ntequ—n—red—bﬁ@%é@-l—factual arguments

based on the administrative record.

§-§ 93.505 Rights of the parties.

(a) The parties to the hearingappeal are the respondent and ORI. The investigating institution is not a
party to the case; unless it is a respondent.

(b) Except as otherwise limited by this subpart, the parties may—:

(1) Be accompanied, represented, and advised by an attorney;

(2) Participate in any case-related conference held by the ALJ; and

é}—(_LFﬂe motions or briefs in wr1t1ng before the ALJ—

(G-reseniedidenec el oo s n e Densipe
Ehleeseniand epons s e colbnen s
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WfPh—kH—P&ﬂSGﬁ&b-lé—&H&é—fP&H&éS—ﬂg—Fééd—&pGﬂ—b%ﬂ%é !Th partles er—eﬁsabhﬁhed—by ave no rlghtt
dlscovery before the ALJ—as—p%ewded—m—%—%é—H—aﬁd—

§93.506 Authority of the Administrative Law Judge.

(a) The ALJ assigned to the case must conduct a fair and impartial hearingproceeding, avoid unnecessary
delay, maintain order, and assure that a complete and accurate record of the proceeding is properly made.
The ALJ is bound by, and may not refuse to follow or find invalid, all Federal statutes and regulations,

Secretarial delegations of authority, and applicable HHS policies-and-may-neotrefuse-to-follow-themor
find-them-invalid, as provided in paragraph (c)(45) of this section.-Fhe Al -has-the-authoritiesset-forth-in

thbsask

(b) Subj ect to review as pr0V1ded elsewhere in this subpart the ALJ may—

(1) Hold conferences with the partles to identify or simplify the issues, or to consider other matters that
may aid in the prompt disposition of the proceeding;

€6(2) Rule on motions and other procedural matters;

HRequire(3) Except for the respondent s notice of appeal modlfy the pfeel-aeﬁeﬂ—ef—deeamen%s—aﬁé
¥egu-La4eet1me for the seope-s d

iesfiling of any

ewdeﬁeedocument requlred or pemeﬂ—eﬁewéa&ee—fer—wheheeﬁﬁdeﬂ%m%&yhﬁeqwﬁedauthonzed under

al:-the rules in this

£15(4) Upon motion of a party, decide cases, in whole or in part, by summary judgment where there is no
disputed issue of material fact;

&4(5) Regulate the course of the appeal and the conduct of representatives and parties; and

(6) Take action against any party for failing to follow an order or procedure or for disruptive conduct.
(c) The ALJ does not have the authority to—:

(1) Enter an order in the nature of a directed verdict;

(2) Compel settlement negotiations;

(3) Enjoin any act of the Secretary;

(4) Review suspension or proposed debarment;
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(45) Find invalid or refuse to follow Federal statutes or regulations, Secretarial delegations of authority, or
HHS policies—;

&-(6) Authorize the parties to engage in discovery; and

(7) Modify the time for filing the respondent’s notice of appeal.

(d) The Federal Rules of Evidence and the Federal Rules of Civil Procedure do not govern

the proceedings under this subpart.

§ 93.507 Ex parte communications.

(a) No party, attorney, or other party representative may communicate ex parte with the ALJ on any
matter at issue in a case, unless both parties have notice and an opportumty to partlclpate in the
communication.-Heweve e epresen # SRR

(b) If an ex parte communication occurs, the ALJ will disclose it to the other party and make-itpartofthe
reeordatteroffer the other party has-an opportunity to comment.

(c) The provisions of this section do not apply to communications between an employee or

contractor of the DAB and the ALJ.

§-§ 93.508 Filing, fermsformat, and service.

(a) Filing.

(1) Unless the ALJ provides otherwise, all submissions required or authorized to be filed in the
proceeding must be filed with the ALJ.

(2) Submissions are considered filed when they are placed-nfiled with the mat+transmitted DAB

. to aprivate-deliveryservieetor-the purpese-otf-delivering the temto-the Ald—orsubmittedn
another manner-autherized-by-the ALJ-DAB’s filing guidance.
(b) Eorms:
Format. (1)-Hs 3 : he eedinem A
eﬁgma-l—aﬁd—twe»eep*es— The ALJ may demgnate the format for copies of nondocumentary materlals such
as videotapes, computer disks, or physical evidence. This provision does not apply to the charge letter or
other written notice provided under §-§ 93.405.
(2) Every submission filed in the proceeding must include the title of the case, the docket number, and a

designation of the nature of the submission;sueh-as-a—Metionto-Compel-the Production-ef Documents”
or—Respondent'sProposed-Exhibits™

(3) Every submission filed in the proceeding must be signed by and contain the address and telephone
number of the party on whose behalf the document or paper was filed, or the attorney of record for the
party.

(c) Service. —A—pa%ty—ﬁ-lmg—Scrwcc of a submlss1on mﬂq—ﬂq%g—m&st—at—ﬂ%ﬁm%ef—mmg—sew&&eepy
on th%other Bl v 3 N

S5y Eaesimile-er-otherfiling the submission with the ALJ through the DAB electronic meanspermitted

by—th%AH— 111ng systcm
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§-93-510 Filing motions.

(a) Parties must file all motions and requests for an order or ruling with the ALJ, serve them on the other
party, state the nature of the relief requested, provide the legal authority relied upon, and state the facts
alleged-- in support of the motion or request.

(b) All motions must be in writing-e hose-made 37 eheartng erentee he-h

(c) Within 10 days after being served with a motion, or other t1me as set by the ALJ, a party may ﬁle a
response to the motion. The moving party may not file a reply to the respensive-pleadingresponse unless
allowed by the ALJ.

(d) The ALJ may not grant a motion before the time for filing a response has expired, except with the
partiestparties’ consent-eraftera-hearing-on-the-moetion.. However, the ALJ may overrule or deny any
motion without awaiting a response.

(e) The ALJ must make a reasonable effort to dispose of all motions promptly;-and;-wheneverpessible;

i ol ” sons before-the hearine...

§-§ 93.5H Prehearing-eonferenees510 Conferences.

(a) The ALJ must schedule an initial prehearinrg-conference with the parties within 30 days of the DAB
Chair'sChair’s assignment of the case.

(b) The ALJ may use the initial prekearing-conference to discuss—:

(1) Identification and simplification of the issues, specification of genuine disputes of fact and their
materlahty to the ORI ﬁndlngs of research misconduct, and any proposed HHS administrative actions;

40



EPSTEIN

BECKER Redline of Final Revisions to the PHS Policies on Research Misconduct (September 12, 2024)
GREEN Against Current PHS Policies on Research Misconduct (May 17, 2005)

£9(4) Other matters that may encourage the fair, just, and prompt disposition of the proceedings.

(c) The ALJ may schedule additional prehearing-conferences as appropriate, upon reasonable notice to or
request of the parties.

(d) All prehearing-conferences will be aundie-tapedrecorded with copies provided to the parties upon

request.
(e) Whenever possible, the ALJ mustshall memorialize in writing any oral rulings within 10 days after the

prehearinga conference-
M R davs before th
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§93.511 The Administrative Law Judge'sJudge’s ruling.
(a) FheBased on the administrative record, the ALJ shall issue a ruling in writing settingforth-prepesed

Fadimereterandan conelion ot seeithin 60

days after the last submission by the parties in the case—H, setting forth whether ORI’s research
misconduct findings and proposed HHS administrative actions reflected in the charge letter are reasonable
and not based on a material error of law or fact. If the ALJ is unable to meet the 60-day deadline, the ALJ

must set a new deadline and promptly notify the parties;-the-Assistant-Seeretary-for Health-and-the
debarring-officialif debarment-orsuspension-is-underreviews. The ALJ shall serve a copy of the ruling

upon the parties and the Assistant-Seeretary-for Health- ASH.
(b) The ruling of the ALJ constitutes a recommended decision to the Assistant-Seeretary-for Health-ASH.

The Asswfa-ﬁt—SeeFe{-&Fy—fer—Hea-}bhA SH may review the A:L—J—SALJ s recommended dec151on and @p_ti
modify, or reject it H#-w : ;
&ﬂéeapﬂae%—e%eleaf}y—eﬁeﬂeem%eﬁs&mﬂeseﬁemﬁ—fe%eﬂﬂ&(m Whole or in part) as needed to
ensure that the decision is reasonable and not based on a material error of law or fact. Within 30 days after
service of the ALJ’s recommended decision, the ASH shall notify the parties of an-intentionthe ASH’s
intent to review the- AlF srecommended-deeision-within30-days-afterserviee-ofor not to review the ALJ’s
recommended decision. If thatnetifieationisthe ASH does not previdedprovide notice of intent within the
30-day period;-the AlF's or notifies the parties that the ASH does not intend to review the ALJ’s
recommended decision, the ALJ’s recommended decision shall become final. An AEFALJ's recommended

dec1s1on that becomes final in that manner or athe ASH’s ASH’S decision by—bheAssmEaat—Seemt—a%y—fe%Heak—h

isafter review constltutes the

decision:
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eeﬁsmu%e on both ORI s ﬁndmgs of £&eHe+he—debameg—e£ﬁeral—H+&eeefdaﬁee4ﬂﬂ+4§—GF-R—?6—84§{®—

alresearch misconduct and any

HHS deers*eﬂ—eﬁ—t-hese—admmmtratlve actions.

skskoskock
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