STATEMENT OF POLICY ON MISCONDUCT IN RESEARCH AND SERVICE
ADDENDUM A

42 C.F.R. Part 93
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Number of Responses per
Respondent—1.

Annual Average Burden per
Response—1 hour.

Total Annual Burden—16 hours.

Section 93.313
See Sec. 93.315 for burden statement.
Section 93.314(b)

If unable to complete any institutional

appeals process relating to the
institutional finding of misconduct

within 120 days from the appeal’s filing,

covered institutions must request an
extension in writing and provide an
explanation.

Number of Respondents—5.

Number of Responses per
Respondent—1.

Annual Average Burden per
Response—.5 hour.

Total Annual Burden—2.5 hours.

Section 93.315

At the conclusion of the institutional
investigation process, covered
institutions must submit four items to
ORI: the investigation report (with
attachments and appeals), final
institutional actions, the institutional
finding. and any institutional
administrative actions.

Number of Respondents—20.

Number of Responses per
Respondent—1.

Annual Average Burden per
Response—80 hours.

Total Annual Burden—1600 hours.

Section 93.316(a)

Covered institutions that plan to end
an inquiry or investigation before
completion for any reason must contact
ORI before closing the case and
submitting its final report.

Number of Respondents—10.

Number of Responses per
Respondent—1.

Annual Average Burden per
Response—2 hours.

Total Annual Burden—20 hours.

Other Institutional Responsibilities

Section 93.317(a) and (b)

See Sec. 93.305(a), (¢}, and (d), for
burden statement. It is expected that not
all of the 53 respondents that learn of
misconduct will have to retain the
records of their research misconduct
proceedings for seven years. If ORI
determines that a thorough, complete
investigation has been conducted and
finds that there was no research
misconduct, or settles the case, it will
notify the institution that it does not

have to retain the records of the research

misconduct proceeding, unless ORIl is
aware of an action by federal or state

government to which the records
pertain.

Section 93.318

Covered institutions must notify ORI
immediately in the event of any of an
enumerated list of exigent
circumstances.

Number of Respondents—32.

Number of Responses per
Respondent—1.

Annual Average Burden per
Response—1 hour,

Total Annual Burden—2 hours.

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

Section 83.413(c)(6)

ORI may require noncompliant
institutions to adopt institutional
integrity agreements.

Number of Respondents—1.

Number of Responses per
Respondent—1.

Annual Average Burden per
Response—20 hours.

Total Annual Burden—20 hours.

The Department has submitted a copy
of this final rule to OMB for its review
of these information collection
requirements under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501~
3520). Prior to the effective date of this
final rule, HHS will publish a notice in
the Federal Register announcing OMB's
decision to approve, modify, or
disapprove the information collection
provisions in this final rule. An agency
may not conduct or sponsor, and a
person is not required to respond to, a
collection of information unless it
displays a currently valid OMB control
number.

List of Subjects
42 CFR Fart 50

Administrative practice and
procedure, Science and technology,
Reporting and recordkeeping
requirements, Research, Government
contracts, Grant programs.

42 CFR Part 93

Administrative practice and
procedure, Science and technology,
Reporting and recordkeeping
requirements, Research, Government
contracts, Grant programs.

Dated: January 14, 2005,
Cristina V, Beato,
Acting Assistant Secretary for Health.
Dated: May 3, 2005.
Michael O. Leavitt,
Secretary of Health and Human Services.
m Accordingly, under the authority of 42

U.S.C. 289b, HHS is amending 42 CFR
parts 50 and 93 as follows:

PART 50--POLICIES OF GENERAL
APPLICABILITY

m 1. The authority citation for 42 CFR
part 50 continues to as follows:

Authority: Sec. 215, Public Health Service
Act, 58 Stat. 690 (42 U.5.C. 216); Sec. 1006,
Public Health Service Act, 84 Stat. 1507 (42
U.S.C. 300a-4), unless otherwise noted.

Subpart A [Removed]

m 2. Part 50, Subpart A {(§§50.101~
50.105) is removed and reserved.

W 3. Anew Part 93, with subparts A, B,
C, D and E is added to read as follows:

PART 93—PUBLIC HEALTH SERVICE
POLICIES ON RESEARCH
MISCONDUCT

Sec.
93.25 Organization of this part.
93.50 Special terms.

Subpart A—General

93.100
93.101
93.102

General policy.

Purpose.

Applicability.

93.103 Research misconduct.

93.104 Requirements for findings of
research misconduct.

93.105 Time limitations.

93.106 Evidentiary standards.

93.107 Rule of interpretation.

93.108 Confidentiality.

93.109 Coordination with other agencies.

Subpart B—Definitions

93.200
93.201
93.202
93.203
93.204
93.205

Administrative action.

Allegation.

Charge letter.

Complainant.

Contract.

Debarment or suspension.

93.206 Debarring official.

93.207 Departmental Appeals Board or
DAB.

93.208 Evidence.

93.209 Funding component.

93.210 Good faith.

93.211 Hearing.

93.212 Inquiry.

93.213 Institution.

93.214 Institutional member

93.215 Investigation.

93.216 Notice.

93.217 Office of Research Integrity or ORI.

93.218 Person.

93.219 Preponderance of the evidence.

93.220 Public Health Service or PHS.

93.221 PHS support.

93.222 Research.

93.223 Research misconduct proceeding.
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Research record.
Respondent.
Retaliation.
Secretary or HHS.

93.224
93.225
93.226
93.227

Subpart C—Responsibilities of Institutions

Compliance and Assurances

93.300 General responsibilities for
compliance.

93.301 Institutional assurances.

93.302 Institutional compliance with
assurances.

93.303 Assurances for small institutions.

93.304 Institutional policies and
procedures.

93.305 Responsibility for maintenance and
custody of research records and
evidence.

93.306 Using a consortium or person for
research misconduct proceedings.

The Institutional Inquiry

93.307 Institutional inquiry.

93.308 Notice of the results of the inquiry.

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

The Institutional Investigation

93.310 Institutional investigation.

93.311 Investigation time limits.

93.312 Opportunity to comment on the
investigation report.

93.313 Institutional investigation report.

93.314 Institutional appeals.

93.315 Notice to ORI of institutional
findings and actions.

93.316 Completing the research misconduct
process.

Other Institutional Responsibilities

93.317 Retention and custody of the
research misconduct proceeding record.

93.318 Notifying ORI of special
circumstances.

93.319 Institutional standards.

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

General Information

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

Research Misconduct Issues

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

93.406  Final HHS actions.

93.407 HHS administrative actions.

93,408 Mitigating and aggravating factors in
HHS administrative actions.

93.409 Settlement of research misconduct
proceedings.

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

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

Institutional Compliance Issues

93.412 Making decisions on institutional
noncompliance.

93.413 HHS compliance actions.

Disclosure of Information
93.414 Notice.

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

General Information

93.500 General policy.

93.501 Opportunity to contest {indings of
research misconduct and administrative
actions.

Hearing Process

93.502  Appointment of the Administrative
Law Judge and scientific expert.

93.503 Grounds for granting a hearing
request.

93.504 Grounds for dismissal of a hearing
request.

93.505 Rights of the parties.

93.506 Authority of the Administrative Law
Judge.

93.507 Ex parte communications.

93.508 Filing, forms, and service.

93.509 Computation of time.

93.510 Filing motions.

93.511 Prehearing conferences.

93.512 Discovery.

93.513  Submission of witness lists, witness
statements, and exhibits.

93.514 Amendment to the charge letter.

93.515 Actions for violating an order or for
disruptive conduct.

93.516 Standard and burden of proof.

93.517 The hearing.

93.518 Witnesses.

93.519 Admissibility of evidence.

93.520 The record.

93.521 Correction of the transcript.

93.522 Filing post-hearing briefs.

93.523 The Administrative Law Judge's
ruling.

Authority: 42 U.5.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.

In subpart | You will find provisions related

to

General information about this
rule.

Definitions of terms used in this
part.

Responsibilities  of
with PHS support.

Responsibilities of the U.S. De-
partment of Health and
Human Services and the Of-
fice of Research Integrity.

Information on how to contest
ORI research misconduct find-
ings and HHS administrative
actions.

institutions

§93.50 Special terms.

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

Subpart A—General

§93.100 General policy.

{a) Research misconduct involving
PHS support is contrary to the interests
of the PHS and the Federal government
and to the health and safety of the
publie, 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 Public Health
Service (PHS) 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 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 tg—

(a) Establish the responsibilities of
HHS. PHS, the Office of Research
Integrity (ORI}, and institutions in
responding to research misconduct
issues;

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

(c) Define the general types of
administrative actions HHS and the PHS
may take in response to research
misconduct; and

(d) Require institutions to develop
and implement policies and procedures
for—

(1) Reporting and responding to
allegations of research misconduct
covered by this part;

(2) Providing HHS with the
assurances necessary to permit the
institutions to participate in PHS
supported research.

{e) 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) Each institution that applies for or
receives PHS support for biomedical or






