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Policies and Procedures for Responding to
Allegations of Research Misconduct

A. INTRODUCTION

Public trust in science and medicine depends on the integrity of the research enterprise. The Research
Foundation for Mental Hygiene, Inc. (RFMH) is committed to the highest ethical standards in the design,
review, conduct and reporting of research.

RFMH takes seriously all allegations of misconduct, and believes that the procedures for the inquiry,
investigation and adjudication of any misconduct should be clear for all parties involved. RFMH is also
cognizant of the need for protections and fair treatment for the complainant, the respondent and all
witnesses involved in any misconduct proceeding. This Policy is designed to address both of these issues.

Definitions of certain key terms used in this Policy are provided in Section B below.

This statement of policy and procedures is intended to carry out RFMH’s responsibilities under the Public
Health Service (PHS) Policies on Research Misconduct, 42 CFR Part 93 and the Federal Policy on
Research Misconduct of the Office of Science and Technology.

This Policy applies to all research proposed (including applications for funding), performed, reviewed or
reported, or any research record generated from that research when:

1. The Respondent(s) is an individual(s ) who, at the time of the alleged research misconduct, was
acting in his/her capacity as an employee or agent of RFMH, or affiliated by contract or
agreement with RFMH; and/or

2. The research is funded through RFMH, whether or not federally funded.

The provisions of this Policy and Procedures do not apply to authorship or collaboration disputes and
apply only to allegations of research misconduct that occurred within six years of the date that RFMH or
HHS received the allegation, except: (1) when the Respondent continues or renews any incident of
alleged Research Misconduct that occurred before the six-year limitation through the citation,
republication or other use for the potential benefit of the Respondent of the research record that is alleged
to have been fabricated, falsified, or plagiarized; or (2) If the federal Office of Research Integrity (ORI) or
RFMH (following consultation with ORI when related to Department of Health and Human Services
(DHHS) funding) determine that the alleged misconduct, if it occurred, would possibly have a substantial
adverse effect on the health or safety of the public. The six-year limitation in this Policy is not intended
to limit any other RFMH Policies and Procedures.

Persons conducting an inquiry or investigation should be aware that the Respondent may be employed by
the State of New York, an Academic Affiliate or other employer. These employees, particularly those
represented by a union, may enjoy certain due process protections during the course of an inquiry or
investigation that may lead to disciplinary action. Consideration should be given to the need to consult
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with the administrative or human resources director of the facility or other entity employing the
Respondent either before an inquiry is conducted or when an investigation is commenced depending
upon the specific circumstances.

Inquiries and Investigations can be stressful for all concerned, and Respondents, Complainants, or others
may wish to seek outside counseling and/or the support of a trusted advisor.

B. DEFINITIONS

“Complainant”: means a person who in good faith makes an allegation of Research Misconduct.
“Fabrication”: means making up data or results and recording or reporting them.

“Falsification”: means the manipulation of Research materials, equipment or processes, or changing or
omitting data or results such that the Research is not accurately represented in the Research Record.

“Good faith”: as applied to a Complainant, Respondent or Witness, means having a belief in the truth of
one’s allegation or testimony that a reasonable person in the Complainant’s, Respondent’s or Witness’s
position could have, based on the information known to the Complainant, Respondent or Witness at the
time. An Allegation or cooperation with a Research Misconduct proceeding is not in good faith if made
with knowing or reckless disregard for information that would negate the Allegation or testimony. Good
faith as applied to a member of the Inquiry or Investigation Committee or a Research Integrity Committee
member includes cooperating with the Research Misconduct proceeding by carrying out the duties
assigned impartially for the purpose of helping RFMH meet its responsibilities under this Policy. A
member of the Inquiry, Investigation, or Research Integrity Committee does not act in good faith if
his/her acts or omissions are dishonest or influenced by personal, professional or financial conflicts of
interest with those involved in the Research Misconduct proceeding.

“Inquiry Committee”: means an Inquiry Committee of three or more persons appointed by a Research
Integrity Committee for the purpose of conducting an initial inquiry into an allegation of Research
Misconduct.

“Investigation Committee”: means an Investigation Committee of three or more persons appointed by a
Research Integrity Committee for the purpose of conducting an Investigation into an allegation of
Research Misconduct.

“Person”: means any individual, corporation, partnership, institution, association, unit of government, or
legal entity, however organized.

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

“Preponderance of the Evidence”: means proof by information that, compared with that opposing it, leads
to the conclusion that the fact at issue is more probably true than not.
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“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 broadly to public health by establishing, discovering, developing, elucidating, or confirming
information about, or the underlying mechanism relating to, biological causes, functions or effects,
diseases, treatments, or related matters to be studied.

“Research Integrity Committee (RIC)”: means a standing committee comprised of three or more
appropriately qualified members that is responsible for the implementation of the policies and procedures
under this Policy. The Directors of NYSPI, NKI and IBR will each appoint a Research Integrity
Committee to be responsible for allegations relating to research conducted at their Institute. The
Managing Director of RFMH will appoint a Research Integrity Committee to be responsible for
allegations relating to all other RFMH locations. The RIC shall consult with appropriate experts,
including legal counsel, as necessary to carry out its functions.

“Research Misconduct” means any Fabrication, Falsification or Plagiarism in proposing, performing or
reviewing research or reporting Research results. Research Misconduct does not include honest error or
differences of opinion. In addition, this Policy does not cover authorship or collaboration disputes unless
they involve Plagiarism and applies only to allegations of research misconduct that occurred within six
years of the date RFMH or DHHS received the allegation, subject to the subsequent use, health or safety
of the public and the grandfather exceptions in 42 CFR § 93.105(b).

“Research Record”: means the record of data or results that embody the facts resulting from scientific
inquiry, including, but not limited to, research proposals, laboratory records, reports and conclusions, both
physical and electronic, progress reports, abstracts, theses, oral presentations, internal reports, journal
articles and any documents provided to HHS or an institutional official by a respondent in the course of
the misconduct proceeding.

“Respondent”: means the person against whom an allegation of research misconduct is directed or who is
the subject of research misconduct proceeding.

“Witness”: means any individual who testifies or provides information with regard to an Allegation or
whose Research Record is used as evidence during the course of a Research Misconduct proceeding.

C. COMPLIANCE WITH LAWS, REGULATIONS AND POLICIES

The administrative procedures to be followed by RFMH pursuant to this Policy are, in all cases, subject to
the requirements of law. RFMH will comply with all applicable federal and state laws, regulations and
policies with respect to Research Misconduct.

D. AGENCY SPECIFIC REQUIREMENTS

To the extent that any research that is subject to allegations of Research Misconduct was supported by, or
is proposed to be supported by any federal agency whose policies are inconsistent with the terms of this
Policy the terms of the applicable agency Policy shall apply to the administrative polices described herein.
Additional agency requirements may be included as Annexes to this Policy, as amended from time to
time.
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E.

1.

F.

1.

MAKING AN ALLEGATION

Any individual who has questions with respect to possible Research Misconduct or who is
considering making an allegation of Research Misconduct may privately meet with the Chair of
the applicable Research Integrity Committee or, if that person is not available, with another
member of the Research Integrity Committee for advice or to discuss such questions.

RFMH encourages reasonable efforts to be made to resolve issues of alleged Research
Misconduct prior to the commencement of formal administrative procedures pursuant to this
Policy. If an individual believes that there are grounds for making an allegation of Research
Misconduct, such individual may initially notify the Chair of the applicable Research Integrity
Committee who will use his or her good faith efforts to resolve such individual’s concerns
informally. The administrative procedures described in this Policy (other than the safeguards
described in Sections K.1, K.2, K.3, K.4 and K.5 below) shall not be applicable to any such
informal process.

In the event that the concerns of any individual are not resolved informally to the satisfaction of
such individual, such individual may make a formal allegation of Research Misconduct (an
“Allegation”). Any Allegation shall be made in writing and delivered to the Chair of the
applicable Research Integrity Committee.

An allegation of Research Misconduct may have profound implications for the Complainant, the
Respondent and any Witness in a Research Misconduct proceeding and any individual making an
allegation of Research Misconduct should take great care in documenting the basis of any charge.

Determination that a Research Misconduct Process is Warranted: Promptly (generally within one
week) after receipt of an allegation of research misconduct the Research Integrity Committee
(“RIC”) shall determine whether the allegation, (i) meets the definition of Research Misconduct,
(ii) the allegation is sufficiently credible and specific so that the potential evidence of research
misconduct may be identified, and (iii) the allegation falls within the scope of this Policy (see
Applicability on page one).

When an allegation involves more than one RFMH component the involved Institute Directors
and Managing Director may assign responsibility to a single RIC, establish a joint RIC or take
similar actions to provide for a single review process. Similarly, if a potential conflict of interest
makes it inappropriate for a particular RIC to oversee a Research Misconduct process the Institute
Director, Managing Director or Governance Committee of the Board of Directors, as appropriate,
may appoint an ad hoc RIC to oversee the process.

RESPONSE TO AN ALLEGATION OF RESEARCH MISCONDUCT,;
PREREQUISITES FOR FINDING OF RESEARCH MISCONDUCT

A response to an Allegation shall consist of three phases:

a. Inquiry: the gathering of preliminary information and fact-finding to assess whether
such Allegation has substance and if so, whether an Investigation is warranted (an

“Inquiry”);




Policies and Procedures for Responding to Allegations of Research Misconduct September 24, 2010

G.

b. Investigation: the formal development of a factual record with respect to such
Allegation and the examination and evaluation of such record leading to a decision not to
make a finding of Research Misconduct or to a recommendation for a finding of
Research Misconduct which may include a recommendation for other appropriate
actions, including administrative actions (an “Investigation”); and

c. Adjudication: the formal procedure for reviewing and evaluating the evidentiary record
and report of an Investigation and for determining whether to agree with the
recommended findings and to impose appropriate corrective actions (an “Adjudication”).

2. A finding of Research Misconduct requires the satisfaction of all of the following

prerequisites:

a. there has been a significant departure from accepted practices in the relevant
research community;

b. the Research Misconduct has been committed intentionally, knowingly or
recklessly; and

c. the Allegation is proven by a Preponderance of the Evidence.

3. It is expected that the Complainant, the Respondent and any other person involved in the

administrative procedures described in this Policy will act in good faith in participating in
such procedures.

THE INQUIRY PHASE

1. Upon receipt of an Allegation the Research Integrity Committee shall notify (i) the Complainant,

(ii) the Respondent, (iii) Managing Director of RFMH, and (iv) the Director of Institute/Facility
of the filing of the Allegation. The Research Integrity Committee shall select three or more
persons (the “Inquiry Committee”), to assess the Allegation. In selecting the Inquiry Committee
the Research Integrity Committee should consider appointing a person who holds a similar
level/type of position as the Complainant and/or the Respondent. For example, if the Respondent
is a technician, consideration should be given to including as a member a person who is also a
technician. No member of the Research Integrity Committee shall be appointed to the Inquiry
Committee. If the Inquiry subsequently identifies additional Respondents, the Research Integrity
Committee shall so notify them.

On or before the date on which a Respondent is notified of the filing of an Allegation against
him/her and at any other time during the Research Misconduct proceeding when additional
records or evidence are discovered, the Research Integrity Committee shall promptly take all
reasonable and practical steps to obtain custody of all of the Research Record and evidence
needed to conduct the Research Misconduct proceeding, inventory the Research Record and
evidence, and sequester them in a secure manner, except that where the Research Record or
evidence encompasses scientific instruments shared by a number of users, custody may be limited
to copies of the data or evidence on such instruments, so long as those copies are substantially
equivalent to the evidentiary value of the instruments.
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The Research Integrity Committee shall prepare a written charge for the Inquiry Committee
which shall contain the elements included in the attached template. One or more members of the
Research Integrity Committee shall meet with the Inquiry Committee at its first meeting to review
the charge, discuss the allegations and any related issues that were identified during the initial
assessment of the Allegation, appropriate procedures for conducting the Inquiry, assist the Inquiry
Committee with organizing plans for the Inquiry and address any questions raised by the Inquiry
Committee. The Research Integrity Committee shall be available throughout the Inquiry to
advise the Inquiry Committee as needed.

The Inquiry Committee shall review such evidence and interview such persons as may be
necessary to make an assessment of whether the Allegation has substance and whether an
Investigation is warranted.

The safeguards described in Section K below shall be provided to the Complainant, the
Respondent, any Witness and any Inquiry Committee member, as applicable, during the Inquiry.

Upon completion of the Inquiry, the Inquiry Committee shall provide the Respondent with a draft
written report (the “Inquiry Report”) of their findings and recommendation as to whether or not
there is sufficient evidence to undertake an Investigation. The Inquiry Committee shall also
provide the Complainant with copies of those portions of the Inquiry Report relevant to the
Complainant. The Respondent and the Complainant may comment in writing on the draft Inquiry
Report.

Following the review by the Inquiry Committee of any written comments on the draft Inquiry
Report provided by the Respondent or the Complainant, the Inquiry Committee shall provide the
Research Integrity Committee with a final Inquiry Report.

The Research Integrity Committee may accept or reject the recommendation of the Inquiry
Committee and shall promptly provide the Complainant, the Respondent and the Director of the
Facility and Managing Director of RFMH with written notification of its decision, indicating in
such notification the principal reasons for such decision and a copy of the final Inquiry Report.

In general, an Inquiry should be completed within 60 days of its initiation, provided that the
Research Integrity Committee may approve one or more reasonable extensions to the extent
deemed necessary or appropriate.

H. THE INVESTIGATION PHASE

1.

If, at the conclusion of an Inquiry, the Research Integrity Committee determines that an
Investigation is warranted, the Research Integrity Committee shall so notify, in addition to the
persons listed in Section G.6 above, the applicable funding agency or agencies, including the
prime grantee when applicable, (collectively, the “Funding Agency”) if the Allegation involves
federally funded research (or an application for federal funding).

The Research Integrity Committee shall appoint an Investigation Committee (the “Investigation
Committee™) to conduct the Investigation. The Investigation Committee shall consist of at least
three members, none of whom is a member of the Research Integrity Committee or served as a
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member of the Inquiry Committee with respect to the Allegation relating to such Investigation
and at least one of whom is an expert in the area of research that is the subject of such
Investigation. Membership of the Investigation Committee shall include persons who have
expertise pertinent to the matter and who will carry out the Investigation thoroughly, fairly and
promptly. The Research Integrity Committee should consider appointing a person who holds a
similar level/type of position as the Complainant and/or the Respondent. For example, if the
Respondent is a technician, consideration should be given to including as a member a person who
is also a technician. The Research Integrity Committee may appoint a person who is not
affiliated with RFMH to the Investigation Committee if such person has the requisite expertise.
The Research Integrity Committee shall select one of the members of the Investigation
Committee to be the Chair of the Investigation Committee.

3. The Research Integrity Committee shall prepare a written charge for the Investigation Committee
which shall contain the elements included in the attached template. One or more members of the
Research Integrity Committee shall meet with the Investigation Committee at its first meeting to
review the charge, discuss the allegations, appropriate procedures for conducting the
Investigation, assist the Investigation Committee with organizing plans for the Investigation and
address any questions raised by the Investigation Committee. The Research Integrity Committee
shall be available throughout the Investigation to advise the Investigation Committee as needed.

4. The Investigation Committee shall:

a. use diligent efforts to ensure that the Investigation is thorough and sufficiently
documented and includes the examination of all Research records and evidence relevant
to reaching a decision on the merits of the Allegation;

b. take reasonable steps to ensure an impartial and unbiased Investigation to the maximum
extent practicable;

c. interview the Complainant, the Respondent and any other available person who has been
reasonably identified as having information regarding any relevant aspects of the
Investigation; and

d. pursue diligently all significant issues and leads discovered that are relevant to the
Investigation.

5. The safeguards described in Section K below shall be provided to the Complainant, the
Respondent, any Witness and any member of the Investigation Committee, as applicable, during
an Investigation.

6. Upon completion of the Investigation, the Investigation Committee shall provide the Respondent
with (a) a draft written report (the “Investigation Report”) of its findings and recommendations as
to whether or not a finding of Research Misconduct should be made and, may include
recommendations for corrective actions that would be appropriate under the circumstances and
(b) a copy of, or supervised access to, the evidence on which the Investigation Report is based.
The Investigation Committee shall also provide the Complainant with copies of those portions of
the draft Investigation Report that are relevant to the Complainant. The Respondent and the
Complainant may comment on the draft Investigation Report, provided that any such comments
must be given to the Investigation Committee in writing within 30 days of receiving such draft.
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7.

1.

Following the review by the Investigation Committee of any written comments on the draft
Investigation Report provided by the Respondent or the Complainant, the Investigation
Committee shall provide the Research Integrity Committee with a final Investigation Report.

The Research Integrity Committee may accept, reject or modify the recommendations of the
Investigation Committee and shall add such corrective actions as it deems appropriate. The
Research Integrity Committee shall promptly provide the Complainant, the Respondent, and the
Funding Agency, with written notification of its decision, indicating in such notification the
principal reasons for such decision.

In general, an Investigation should be completed within 120 days of its initiation, provided that
the Research Integrity Committee may approve one or more reasonable extensions to the extent
deemed necessary or appropriate.

THE ADJUDICATION PHASE

If the Research Integrity Committee accepts the Investigation Committee’s recommendation that
a finding of Research Misconduct should be made, the Institute Director or Managing Director as
applicable shall review the reports of the Investigation Committee and the Research Integrity
Committee. After such review and consultation, the Institute Director or Managing Director as
applicable may accept, reject or modify the recommendations of the Research Integrity
Committee and shall promptly provide the Complainant, the Respondent, and the Funding
Agency (prime grantee when applicable) with written notification of his/her decision, indicating
in such notification the principal reasons for such decision. However, in all cases where the
Institute Director or Managing Director rejects or modifies the recommendations of the Research
Integrity Committee the decision of the Institute Director or Managing Director, together with the
report of the Investigation Committee and the recommendations of the Research Integrity
Committee shall first be promptly submitted to the RFMH Governance Committee. The
Governance Committee shall promptly review the materials and may accept the Institute Director
or Managing Director’s determinations, return the determinations to the Research Integrity
Committee for reconsideration, or recommend to the President of the Board of Directors that the
determinations of the Institute Director or Managing Director be overturned in whole or in part.
The President may consult with members of the Board of Directors and/or expert consultants as
necessary before issuing a final decision. When a determination is returned to the Research
Integrity Committee by the Governance Committee for reconsideration, the result of the Research
Integrity Committee’s reconsideration shall be provided to the Institute Director or Managing
Director. If the subsequent recommendations of the Research Integrity Committee and
determinations of the Institute Director or Managing Director again differ, the final determination
shall be made by the Governance Committee and notification of the decision shall be provided to
the Research Integrity Committee which shall then provide written notification to the
Complainant, Respondent, and the Funding Agency

The safeguards described in Section K below shall be provided to the Complainant, the
Respondent, any Witness and any member of the Investigation Committee, as applicable, during
an Adjudication.
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3. In general, an Adjudication should be completed within 60 days of its initiation, provided that the
Institute Director or Managing Director as applicable may approve one or more reasonable
extensions to the extent deemed necessary or appropriate.

J. APPEAL

1. A Respondent shall have the right, within 30 days after his/her receipt of the notification that the
Adjudication Phase has been completed and is closed to file a written appeal with the RFMH
Board of Directors with regard to the finding of Research Misconduct and/or the corrective
actions imposed. Following the decision of the Institute Director or Managing Director the record
upon which the appeal will be considered is closed and the Respondent does not have the right to
submit additional information or materials. Except in cases where the final determination was
made by the Governance Committee in accordance with section | 1 above, the Governance
Committee will review the appeal on behalf of the Board of Directors and may affirm the
decision of the Institute Director or Managing Director or recommend to the Board of Directors
that the decision be overturned or modified. The decision of the Governance Committee or Board
of Directors shall be final in all respects with respect to RFMH and the Respondent shall have no
further right of appeal. In cases where the final determination was made by the Governance
Committee the appeal shall be heard by a Committee of at least three persons appointed by the
President, a majority of whom shall be members of the Board of Directors, and may include
independent experts. Committee members shall be appropriately qualified to promote a fair and
competent review of the appeal. The decision of this Committee shall be final in all respects with
respect to RFMH and the Respondent shall have no further right of appeal.

2. The Governance Committee of the Board of Directors, or the special Committee described in J 1
above, shall promptly provide the Complainant, the Respondent, the Institute Director or
Managing Director and the Funding Agency with written notification of its decision, indicating in
such notification the principal reasons for such decision.

3. In general, an appeal should be completed within 30 days of its filing with the Board of Directors,
provided that the Governance Committee or President of the Board of Directors may approve one
or more reasonable extensions to the extent deemed necessary or appropriate.

K. SAFEGUARDS

1. Confidentiality: To the extent possible consistent with a fair and thorough investigation and as
allowed by law, knowledge about the identity of a Complainant, a Respondent and any Witnesses
shall be limited to those persons identified in this Policy and others who need to know and all
written materials and information with respect to any proceedings shall be kept confidential. To
the extent allowed by law, any information obtained during the scientific misconduct proceeding
that might identify the subjects of research shall be maintained securely and confidentially and
shall not be disclosed, except to those who need to know in order to carry out the research
misconduct proceeding.

2. Conflicts of Interest: The Research Integrity Committee shall take reasonable steps to ensure
that all individuals responsible for carrying out any part of the administrative procedures
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described in this Policy do not have unresolved personal, professional or financial conflicts of
interest with the Complainant, Respondent or any Witness.

3. Safeguards for a Complainant: In addition to any other safeguards provided for in this Policy,
the following safeguards shall be provided to a Complainant:

a. Ifan Allegation has been made by a Complainant in good faith, RFMH shall
ensure that:

() the Complainant is treated fairly and reasonably;

(i) all reasonable and practical efforts are made to protect the Complainant from
potential or actual retaliation;

(ili)  the procedures described in this Policy are fair and objective; and

(iv) diligent efforts are made to protect or restore the position and reputation of the
Complainant.

However, in the event that the Research Integrity Committee determines that a
Complainant has made an Allegation for malicious reasons, or was otherwise not acting
in good faith in making such Allegation, the Committee shall recommend that
appropriate actions up to and including dismissal if the person is an RFMH employee, or
exclusion from conducting research funded through RFMH, be taken against such
Complainant.

b. During an Inquiry, the Complainant shall have the right to meet with the Inquiry
Committee.

c. During an Investigation, the Complainant shall have the right to:

Q) identify persons who have information regarding any relevant aspects
of the Investigation to be interviewed by the Investigation Committee;

(i) reasonable notice of the timing of the meeting with the Investigation Committee;

(iii) be accompanied by counsel or a non-lawyer personal advisor (at Complainant’s
expense) for advisory purposes only, when appearing before the Investigation
Committee (the counsel or advisor is not permitted to directly address the
Committee); and

(iv) obtain a copy of a transcript of his/her own testimony, if any, and to correct
such transcript, if necessary.

4. Safeguards for a Respondent: In addition to any other safeguards provided for in this Policy,
the following safeguards shall be provided to a Respondent:

a. A Respondent is assumed not to have committed Research Misconduct unless and until a
finding of such has been made in accordance with this Policy and should be protected
from penalty and public knowledge of any accusation until judged culpable. The
Respondent in turn shall cooperate with the administrative procedures described in this
Policy, including by providing information, research records and evidence to RFMH
representatives referred to herein when so requested.

b. RFMH shall not impede the ability of a Respondent to continue to do his/her work, and
shall ensure that other disciplinary or adverse action not be taken, during the period of
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any Inquiry or Investigation unless the Institute Director or Managing Director
determines that there are compelling reasons to suspend the Respondent’s work or take
such action during all or a portion of such period.

c. During an Inquiry, the Respondent shall have the right to:

(1)

(i)
(iii)
(iv)

meet with the Inquiry Committee;

have reasonable access to the data and other evidence supporting the Allegation;
respond to the Allegation orally and in writing; and

provide written comments on the Inquiry report as described further in section G 6
above.

d. During an Investigation, the Respondent shall have the right to:

()
(i)
(iii)

(iv)
(v)

appear before the Investigation Committee to present testimony on his/her behalf;
reasonable notice of the meeting;

identify persons who have any information regarding any relevant aspects of the
Investigation to be interviewed by the Investigation Committee; be accompanied
by counsel or non-lawyer personal advisor (at Respondent’s expense) for advisory
purposes only when appearing before the Investigation Committee (the counsel or
advisor is not permitted to directly address the Committee);

obtain a copy of a transcript of his/her own testimony, if any, and to correct such
transcript, if necessary, and

provide written comments on the investigation report as described further in
section H 6 above.

e. During an appeal, the Respondent shall have the right to review the final Investigation
Report.

f. RFMH shall take all reasonable and practical efforts, if requested and as appropriate, to
protect or restore the reputation of any Respondent against whom no finding of Research
Misconduct is made.

5. Safeguards for Witnesses.

If a Witness has cooperated with a Research Misconduct proceeding in good faith, RFMH shall

ensure that:

a. all reasonable and practical efforts are made to protect such Witness from potential or
actual retaliation; and

b. diligent efforts are made to protect or restore the position and reputation of such Witness.

6. Safeguards for Research Integrity Committee, Inquiry Committee and Investigation
Committee Members.

RFMH shall ensure that:

a. all reasonable and practical efforts are made to protect members of the Research
Integrity Committee, Inquiry Committee and Investigation Committee from
potential or actual retaliation; and
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b. diligent efforts are made to protect or restore the position and reputation of such
members.

7. Corrective Actions and Penalties.

The purpose of the procedures described in this Policy is remedial. The corrective actions with
respect to any finding of Research Misconduct shall be commensurate with the seriousness of the
Research Misconduct, including, without limitation, the degree to which the Research
Misconduct was knowing, intentional or reckless; was an isolated event or part of a pattern; or
had significant impact on the Research Record, research subjects, other researchers, RFMH, other
institutions or the public. Corrective actions and penalties: may include limitations on or
exclusion from the ability to seek funding for research through RFMH, may affect RFMH
employment up to and including termination, may involve withdrawal or correction of pending or
published abstracts and papers emanating from the research where Research Misconduct was
found, may involve removal from a research project, training requirements, increased
supervision, monitoring of future work, and any other actions and penalties deemed appropriate
by RFMH.

L. NOTIFICATION TO FUNDING AGENCY AND OTHERS

In addition to the notices to any Funding Agency provided for in Sections H, | and J above, the Research
Integrity Committee shall, during the course of any phase of the administrative procedures provided for in
this Policy with respect to an Allegation, ensure that the Funding Agency is notified if any of the
following events shall occur with respect to Research funded by such Funding Agency:

a. if public health or safety is at risk;

b. if the resources or interests of such Funding Agency are threatened,;

c. ifresearch activities should be suspended;

d. if there is reasonable indication of possible violations of civil or criminal law;

e. if federal action is requested to protect the interests of those involved in the
investigation;

f. if the Research Integrity Committee believes that the administrative processes
may be made public prematurely, so that appropriate steps may be taken to
safeguard evidence and protect the rights of those involved; or

g. if the research community or the public should be informed.

Upon the completion of the administrative procedures provided for in this Policy, if there has been a
finding of Research Misconduct, notification of such will be given to journals and societies to which
erroneous, inaccurate or fraudulent papers or abstracts have been submitted, and to past and present
collaborating investigators and other institutions and research agencies with which the Respondent is or
was previously affiliated to the extent deemed appropriate by the Research Integrity Committee.
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ANNEX A

Terms Applicable to Research Funded by the Public Health Service
of the U.S. Department of Health and Human Services

This Annex sets forth additional provisions from the Public Health Service (“PHS”) Policies on Research
Misconduct (the “PHS Policies”) of the Department of Health and Human Services applicable to
Allegations of Research Misconduct involving PHS Research.

A. DEFINITIONS

For purposes of this Annex, the following terms have the meanings set forth below:

“PHS Research”: (i) Applications or proposals for PHS support for biomedical or behavioral extramural
or intramural research, research training or activities related to that research or research training, such as
the operation of tissue and data banks and the dissemination of research information; (ii) PHS supported
biomedical or behavioral extramural or intramural research; (iii) PHS supported biomedical or
behavioral extramural or intramural research training programs; (iv) PHS supported extramural or
intramural activities that are related to biomedical or behavioral research or research training, such as the
operation of tissue and data banks or the dissemination of research information; and (v) Plagiarism of
research records produced in the course of PHS supported research, research training or activities related
to that research or research training.

B. THE INQUIRY PHASE

The Inquiry Report must include the following information:
1. the name and position of the Respondent;
2. adescription of the Allegation;

3. the PHS support, including grant numbers, grant applications, contracts and
publications listing PHS support;

4. the basis for recommending that the alleged actions warrant an Investigation; and

5. any written comments on the Inquiry Report by the Respondent or the Complainant.

C. THE INVESTIGATION PHASE

An Investigation must be initiated within 30 days after the Research Integrity Committee’s determination
that an Investigation is warranted. On or before the date on which the investigation begins Research
Integrity Committee shall provide ORI with the written finding that an investigation is warranted and a
copy of the Inquiry Report.
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The final Investigation Report must include the following information:
1. adescription of the nature of the Allegations;

2. adescription of the PHS support, including, for example, any grant numbers, grant application,
contracts and publications listing PHS support;

3. a description of the specific Allegations of Research Misconduct for consideration in the
Investigation;

4. if not already provided with the Inquiry Report, copies of this Policy;

5. identification and summary of the research records and evidence reviewed, identification of any
evidence taken into custody but not reviewed, and a description of any relevant records and
evidence not taken into custody with an explanation of why they were not taken into custody;
and

6. for each separate Allegation identified during the Investigation, a finding as to whether
Research Misconduct did or did not occur and if so:

0] a statement whether the Research Misconduct was Falsification, Fabrication or
Plagiarism, and if it was intentional, knowing, or in reckless disregard;

(i) a summary of the facts and the analysis which support the conclusion and the
merits of any reasonable explanation by the Respondent;

(iii)  adescription of the specific PHS support;

(iv) an indication of whether any publications need correction or retraction;

(v) identification of the person(s) responsible for the Research Misconduct;

(vi) a description of any current support or known applications or proposals for support
that the Respondent has pending with non-PHS federal agencies; and

(vii)  any written comments made by the Respondent or the Complainant on the draft
Investigation Report.

At the conclusion of the investigation RFMH will provide ORI with (a) a copy of the Final Investigation
Report, including any appeals, (b) a statement of whether RFMH accepts the findings in the report and (c)
a description of any pending or completed administrative actions against the Respondent(s).

The Investigation must be completed within 120 days, including conducting the investigation, repairing
the report of findings, providing the draft report for comment and sending the final report to ORI.
However, if RFMH determines that the investigation will not be completed within this 120 day period,
he/she will submit a written request for an extension to ORI setting forth the reasons for the delay.

D. RECORD RETENTION

All records of the research misconduct proceeding will be maintained for 7 years following completion of
the proceeding or any ORI or HHS proceeding under Subparts D and E of 42 CFR Part 93, whichever is
later, unless RFMH has transferred custody of the records and evidence to HHS, or ORI has advised
RFMH that the records no longer need to be retained.
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E. INTERIM PROTECTIVE ACTIONS

At any time during a research misconduct proceeding, RFMH shall take appropriate interim actions to
protect public health, federal funds and equipment, and the integrity of the PHS supported research
process. The necessary actions will vary according to the circumstances of each case, but examples of
actions that may be necessary include delaying the publication of research results, providing for closer
supervision of one or more researchers, requiring approvals for actions relating to the research that did not
previously require approval, auditing pertinent records, or taking steps to contact other institutions that
may be affected by an allegation of research misconduct.

At any time during a research misconduct proceeding, RFMH shall notify ORI immediately if there is
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 a reasonable indication of violations of civil or criminal law.

5. Federal action is required to protect the interests of those involved in the research
misconduct proceeding.

6. RFMH determines that the research misconduct proceeding may be made public
prematurely, so that HHS may take appropriate steps to safeguard evidence and protect
the rights of those involved.

7. RFMH believes the research community or public should be informed.
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ANNEX B

Terms Applicable to Research Funded by the
National Science Foundation (NSF)

Allegations of Research Misconduct involving NSF funded research or applications for NSF funding shall
also comply with the requirements of 45 CFR 689, including its reporting requirements.
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Template for Charge to the Inquiry Committee
(Content areas must be included in actual Charge)

To: Members of the Inquiry Committee (NAMES)
From: Research Integrity Committee (NAMES)
Subject: Allegation of Possible Research Misconduct
Date:

CONFIDENTIAL

Attached is a copy of the allegation of Research Misconduct and a copy of the RFMH
Institutional Policy on Misconduct in Research.

Name of Complainant:
Name of Respondent:
Study Title(s) with IRB number and grant number if applicable:

In response to this allegation and any related issues identified during the initial assessment of the
allegation the Research Integrity Committee is appointing an Inquiry Committee, comprised of
NAMES OF INQUIRY COMMITTEE MEMBERS to review documentation, and to conduct
such interviews as it deems necessary (at a minimum, the Respondent, but typically also the
Complainant and key witnesses) in order to make recommendations and determinations and
provide a report to the Research Integrity Committee on its findings.

1. The Inquiry shall be completed within 45 days unless the Research Integrity Committee
approves and documents the reasons behind its decision to grant an extension of time.
Note: the process of conducting an Inquiry, preparing the final report and reaching a
decision on whether an Investigation is warranted should be completed within 60 days
unless the Research Integrity Committee determines and documents the reasons for
granting an extension.

2. In addition to the issues raised by the Complainant the Inquiry Committee should address
the following related issues that were identified during the initial assessment of the
allegation: SPECIFY

3. The purpose of the Inquiry is to conduct an initial review of the evidence, including the
testimony of the Respondent, Complainant and key witnesses, to determine whether an
Investigation is warranted, not to determine whether Research Misconduct definitely
occurred or who was responsible.
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4. An Investigation will be warranted if: (a) there is a reasonable basis for concluding that
the allegation falls within the definition of Research Misconduct, and (b) the allegation
may have substance, based upon the Inquiry Committee’s review during the Inquiry.

5. You are responsible for preparing a written report of your findings and providing that
report to the Research Integrity Committee. The report shall include the following:

a.
b.
C.

The name and position of the Respondent.

A description of the allegations of Research Misconduct.

A summary of the inquiry process used, including identification of records
reviewed, summaries of persons interviewed.

A listing of all research projects known to be involved including grant numbers,
grant applications, contracts, publications and, when applicable, the associated
IRB numbers.

The basis for recommending or not recommending that the allegations warrant an
Investigation.

Recommendations for other actions that might be appropriate if an Investigation
IS not recommended.

Any comments on the draft report by the Complainant or the Respondent. The
Respondent must be provided with a copy of your draft report and be provided a
reasonable opportunity to review and provide written comments.

6. You must: (a) limit disclosure of the identity of respondents and complainants to those
who need to know in order to carry out a thorough, competent, objective and fair research
misconduct proceeding; and (b) except as otherwise prescribed by law, limit the
disclosure of any records or evidence from which research subjects might be identified to
those who need to know in order to carry out a research misconduct proceeding.

The Research Integrity Committee is available to you to offer guidance and arrange
consultation with legal counsel if required.

cc: Institute/Facility Director
Managing Director
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Template for Charge to the Investigation Committee
(Content areas must be included in actual Charge)

To: Members of the Investigation Committee (NAMES)
From: Research Integrity Committee (NAMES)

Subject: Allegation of Possible Research Misconduct

Date:

CONFIDENTIAL

Based upon the findings of an Inquiry Committee a determination has been made that an
Investigation of possible Research Misconduct is necessary. You are being appointed to carry out
an investigation into the following allegations and related issues identified during the Inquiry and
any related issues that arise during the course of your Investigation: DESCRIBE

A copy of the Inquiry Report and a copy of the RFMH Institutional Policy on Misconduct in
Research are attached.

The Investigation Committee shall evaluate the evidence and testimony to determine whether,
based on a preponderance of the evidence, Research Misconduct occurred and, if so, the type and
extent of Research Misconduct and who was responsible.

In order to determine that Research Misconduct was committed you must find that a
preponderance of the evidence establishes that:
a. Research Misconduct occurred (the Respondent has the burden of proving by a
preponderance of the evidence any affirmative defenses raised);
b. The Research Misconduct is a significant departure from accepted practices of the
relevant research community; and
c. The Respondent committed the Research Misconduct intentionally, knowingly or
recklessly.

The Investigation Committee shall:

1. use diligent efforts to ensure that the Investigation is thorough and sufficiently
documented and includes the examination of all Research records and evidence relevant
to reaching a decision on the merits of the Allegation;

2. take reasonable steps to ensure an impartial and unbiased Investigation to the maximum
extent practicable;

3. interview the Complainant, the Respondent 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 record or transcribe
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each interview, provide the recording or transcript to the interviewee for correction, and
include the recording or transcript in the record of the investigation;

4. pursue diligently all significant issues and leads discovered that are relevant to the
Investigation;

5. limit disclosure of the identity of respondents and complainants to those who need to
know in order to carry out a thorough, competent, objective and fair research misconduct
proceeding; and

6. except as otherwise prescribed by law, limit the disclosure of any records or evidence
from which research subjects might be identified to those who need to know in order to
carry out a research misconduct proceeding.

Preparation and Submission of Investigation Report:

Upon completion of the Investigation, the Investigation Committee shall provide the Respondent
with (a) a draft written report (the “Investigation Report”) of your findings and recommendations
as to whether or not a finding of Research Misconduct should be made and, may include
recommendations for corrective actions that would be appropriate under the circumstances and
(b) a copy of, or supervised access to, the evidence on which the Investigation Report is based.
The Investigation Committee shall also provide the Complainant with copies of those portions of
the draft Investigation Report that are relevant to the Complainant. The Respondent and the
Complainant may comment on the draft Investigation Report, provided that any such comments
must be given to the Investigation Committee in writing within 30 days of receiving such draft.

Following the review by the Investigation Committee of any comments on the draft Investigation
Report provided by the Respondent or the Complainant the Investigation Committee shall
provide the Research Integrity Committee with a final Investigation Report.

The Investigation Report shall include the following:

1. A description of the nature of the allegation of Research Misconduct, including
identification of the Respondent.

2. A listing of all research projects known to be involved including grant numbers,
grant applications, contracts, publications and, when applicable, the associated IRB
numbers.

3. Identifies and summarizes the research records and evidence reviewed and
identifies any evidence taken into custody but not reviewed.

4. Includes a statement of findings for each allegation of Research.

For each finding of Research Misconduct identified during the Investigation the Investigation
Report must:

1. Identify whether the Research Misconduct was falsification, fabrication, or
plagiarism and whether it was committed intentionally, knowingly, or recklessly;

2. Summarize the facts and the analysis that support the conclusion and consider the
merits of any reasonable explanation by the respondent, including any effort by
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the Respondent to establish by a preponderance of the evidence that he or she did
not engage in Research Misconduct because of honest error or a difference of
opinion;

Identify the specific research support, including any PHS funding;

Identify whether any publications need correction or retraction;

Identify the person(s) responsible for the misconduct; and

List any current grant or contract support or known applications pending for
support.

o oA W

Your Investigation, including submission of your report to the Research Integrity Committee
should be completed within 120 days of its initiation, except that the Research Integrity
Committee may approve one or more reasonable extensions to the extent deemed necessary or
appropriate.

The Research Integrity Committee is available to you to offer guidance and arrange consultation
with legal counsel if required. Assistance can also be provided in arranging outside experts to
consult with the Investigation Committee.

cc: Institute/Facility Director
Managing Director
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Flow Chart
Response to an Allegation of Research Misconduct

(Four standing Research Integrity Committees (“RIC”) will be established — one for each of the Research Institutes
NYSPI, NKI and IBR, and one for all other locations. Each Committee consists of three or more members appointed
by the Director of the Institute or by the Managing Director for the “all other locations” Committee.)

Complainant meets with a member of the relevant RIC
Issue not resolved Issue resolved—— No further RI action
Written allegation by Complainant
RIC determination — within definition, within RFMH scope, credible, sufficient

Yes o — No further RI action

RIC custody of Research
Records and Evidence

RIC Appoints Inquiry Committee (3 or more persons)
INQUIRY

Report to RIC

RIC review and determination

Investigation warranted Investigation not warranted—»No.further RI
action

RIC appoints Investigation Committee
INVESTIGATION
Report to RIC

RIC review and recommendaiion to Institute Director/Managing Director

DECISION by Institute Director/Managing Director

If Institute Director/Managing Director does not accept RIC recommendations
refer to Governance Committee, BOD can overturn decision.

At request of Respondent, wrilten Appeal to Board of Directors
(Appeal heard by the Governance Committee)

!

FINAL DECISION
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