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Purpose/Population:

A.

B.

Purpose: To provide directives and guidance for responding to allegations of research
misconduct.
Population: All Employees.

Definitions:

A.

B.

X

zz

Allegation: Any written or oral statement or other communication of possible Research
Misconduct made to an institutional official.

Assessment: A consideration of whether an allegation of Research Misconduct appears to fall
within the definition of Research Misconduct 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.

Complainant: Person who in good faith makes an allegation of Research Misconduct.
Deciding Official: Institutional official who makes final determinations on allegations of
Research Misconduct and any responsive institutional actions. The Deciding Official will not
be the same individual as the Research Integrity Officer and should have no direct previous
involvement in the institution’s Inquiry, Investigation, or Allegation assessment. The Deciding
Official at Banner is the Chief Research Officer.

Fabrication: Making up data or results and recording or reporting them.

Falsification: 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.

. Good Faith:

1. As applied to a complainant or witness: Having a reasonable belief in the truth of one's
allegation or testimony based on the information known to the complainant or witness at
the time. An allegation is not in good faith if it is made with knowledge of or reckless
disregard for information that would negate the allegation.

2. As applied to an institutional or committee member: Cooperating with the research
misconduct proceeding by impatrtially carrying out the duties assigned for the purpose of
helping an institution meet its responsibilities under this policy and 42 CFR 93. An
institutional or committee member does not act in good faith if their acts or omissions
during the research misconduct proceedings are dishonest or influenced by personal,
professional, or financial conflicts of interest with those involved in the research
misconduct proceeding.

Inquiry: Initial fact-finding to determine whether an Allegation or apparent instance of

Research Misconduct warrants an Investigation.

Institutional Certifying Official: The 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 42 CFR 93; and institution complies with its Research

Misconduct policy(ies) and the requirements of 42 CFR 93. The Institutional Certifying Official

is responsible for certifying the content of the institution's annual report, and ensuring the

report is submitted to the Office of Research Integrity, as required.

Institutional Record: The records that the institution compiled or generated during the

research misconduct proceeding, except records the institution did not consider or rely on.

Intentionally: To act with the aim of carrying out the act.

Investigation: Formal examination and evaluation of all relevant facts to determine if

misconduct has occurred and, if so, to determine the responsible person and the seriousness

of the misconduct.

. Knowingly: To act with awareness of the act.

Plagiarism: Appropriation of another person’s ideas, processes, results or words, without
giving appropriate credit. Plagiarism also includes the unattributed verbatim or nearly
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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. 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.

O. Preponderance of the Evidence: Proof by evidence that, compared with evidence opposing it,
leads to the conclusion that the fact at issue is more likely true than not.

P. 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.

Q. 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) by establishing, discovering, developing, elucidating, or
confirming information or underlying mechanisms related to biological causes, functions, or
effects; diseases; treatments; or related matters to be studied.

R. Research Integrity Officer (RIO): The institutional official responsible for administering the
institution's written policies and procedures for addressing allegations of Research
Misconduct and determining when such Allegations warrant inquiries and for overseeing
Inquiries and Investigations. The RIO is both: (i) the Human Research Protections Program
Director, and (2) the Institutional Certifying Official.

S. Research Misconduct: Fabrication, Falsification, or Plagiarism in proposing, performing,
reviewing or reporting Research results, not including honest error or differences of opinion,
and which is proven by a Preponderance of the Evidence. The actions must represent a
significant departure from accepted practices and have been committed Intentionally,
Knowingly, or Recklessly.

T. Research Record: The record of data or results that embody the facts resulting from scientific
inquiry. 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,
study records, laboratory notebooks, progress reports, manuscripts, abstracts, theses, oral
presentations, online content, lab meeting reports,, journal articles.

U. Research supported by the Public Health Services (PHS): Biomedical or behavioral research
proposed, performed, reviewed, or reported, or any research training or activities related to
that research, for which Banner applied for or received PHS funding, regardless of whether an
application or proposal for PHS funds resulted in a grant, contract, cooperative agreement, or
other form of PHS support.

V. Respondent: Person against whom an allegation of research misconduct is directed or the
person whose actions are the subject of the Inquiry or Investigation. There can be one or
more than one Respondent in any Inquiry or Investigation.

W. Retaliation: Any action taken by an institution or one of its team members that adversely
affects the employment or other institutional status of an individual in response to the
individual’s Good Faith Allegation of Research Misconduct.

Policy:
A. General:

1. The research community and Banner share responsibility for promoting research integrity
and preventing Research Misconduct. Together, they must create an atmosphere that
discourages Research Misconduct and deals forthrightly with possible Research
Misconduct. Banner will Investigate and resolve fairly all instances of alleged Research
Misconduct. For Research supported by the Public Health Service (PHS), Banner Health
will adhere to and follow all requirements outlined in 42 CFR 93.
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2. Excluding Research conducted pursuant to Article 6 of the Academic Affiliation Agreement
(AAA) between Banner Health and The Arizona Board of Regents on behalf of The
University of Arizona (UA), where Alleged Research Misconduct is governed by the UA’s
Research Misconduct policy(ies): (i)this policy applies to all Research activities at Banner
regardless of funding source, except as specified in this policy; (ii)this policy applies to all
personnel involved in research at Banner, including but not limited to any Investigator or
employee (full or part time, or non-salaried), staff, student, fellow, trainee, independent
contractor, their agent or an administrator who, within the scope of their position within
Banner health (BH), or subject to BH'’s designated Institutional Review Board (IRB),
conducts, reports, oversees, or publishes Research. (hereinafter, “Researcher”).

3. Except as set forth in Article I1I.A.2 of this policy, all Researchers are required to report
Research Misconduct to the RIO. Such reports may be made in person, in writing, or
electronically through the Banner compliance hotline (ComplyLine by telephone at 888-
747-7989 or online at bannerhealthcomplyline.ethicspoint.com) or via email at
BHResearchCompliance @bannerhealth.com. The person reporting may do so
anonymously, but complainants are encouraged to identify themselves so that further
communication is possible. Banner will take steps to protect all complainants presenting
Good Faith Allegations from Retaliation. Complainant communications will be held
confidential to the greatest extent possible.

4. The Respondent will be afforded an opportunity to address Allegations. Banner will hold
Allegations confidential to the extent possible to minimize damage to the Respondent
should the Allegations prove unfounded.

5. Banner will disclose the identity of Respondents and Complainants, to the extent possible,
to those who need to know to carry out a thorough, competent, objective and fair
Research Misconduct Investigation. Banner may disclose the identity of Respondents and
Complainants to Office of Research Integrity (ORI) pursuant to an ORI review of the
Research Misconduct proceedings under 42 CFR §93.403. Except as may otherwise be
prescribed by applicable law, Banner will maintain confidentiality for any records or
evidence from which research subjects might be identified.

6. All Allegations of Research Misconduct will be evaluated promptly and pursued until the
Allegation is either dismissed as unfounded or an Investigation and corrective action have
been completed.

7. Allegations, conclusions of Inquiries and Investigations, and actions taken regarding
Research Misconduct will be reported to Banner leadership, applicable research funding
agencies and others as required by law or regulations.

B. Rights and Responsibilities:

1. Research Integrity Officer. The Chief Clinical Officer will appoint the RIO who will have
primary responsibility for implementing and conducting the procedures set forth in this
policy. The RIO will be provided the necessary resources to conduct an Inquiry and/or
Investigation.

2. Complainant. The institution is not required to notify a complainant whether the inquiry
found that an investigation is warranted. The institution may, but is not required to, provide
relevant portions of the report to a complainant for comment. Banner will take measures
to protect the Complainant from Retaliation. The Complainant is responsible for making
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Allegations only in Good Faith and for maintaining confidentiality and cooperating with an
Inquiry or Investigation.

Respondent. The Respondent will be informed of the Allegations when an Inquiry is
opened and notified in writing of the final determinations and resulting actions. The
Respondent will have the opportunity to be interviewed by and present evidence to the
Inquiry and Investigation committees, as applicable. He or she will have the opportunity to
review the draft Inquiry and Investigation reports. The Respondent has the right to have
the advice of counsel (at Respondent’s expense), though counsel may be excluded from
interviews of the Respondent or meetings of the Inquiry or Investigation committees at the
discretion of the interviewer or chair of the committee. The Respondent is responsible for
maintaining confidentiality and cooperating with the conduct of an Inquiry or Investigation.
If the Respondent is found not to have committed research misconduct, Banner shall
provide reasonable assistance in restoring his or her reputation.

Deciding Official. The Deciding Official will receive the Inquiry or Investigation reports and
any written comments made by the Respondent or Complainant on the draft report. The
Deciding Official will consult with the RIO or other appropriate officials and will determine
whether to conduct an Investigation, whether Research Misconduct occurred, whether to
impose sanctions or whether to take other appropriate administrative actions.

IV. Procedurel/lnterventions:
A. Inquiry:

1.

As soon as possible after receiving a report of Research Misconduct, the RIO will
complete an Assessment of the report. If the Allegation is sufficiently credible and specific
so that potential evidence may be identified, the RIO will initiate an Inquiry. If the
requirements for an Inquiry are met the RIO will document the Assessment. If the
allegations involve noncompliance other than Research Misconduct, the RIO may report
the noncompliance to the IRB with oversight of the applicable research or other applicable
Banner Health departments.

The RIO will make a Good Faith effort to notify the Respondent before or at the time the
Inquiry is started. The RIO will provide this policy and a copy of 42 CFR Part 93 to the
Respondent. If multiple Respondents are identified during the Inquiry or Investigation each
additional Respondent will be provided with notice of and an opportunity to respond to the
Allegations.

The RIO will promptly take all reasonable and practical steps to obtain custody of the
Research record and other evidence needed to conduct the Inquiry. The RIO will
inventory the Research record and other evidence and sequester them in a secure
manner at or before notifying the Respondent. If the Research record or evidence
encompasses scientific instruments shared by several 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.

The RIO may form a confidential inquiry committee (INQC) to assist in the process. An
inquiry committee shall be comprised of individuals who do not have any actual or
potential conflict of interest.

The RIO will do an initial review of the Research record and other evidence to determine if
there is a reasonable basis for concluding that there was Research Misconduct. The
purpose of an Inquiry is to determine whether an Investigation is to be conducted, not to
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B.

10.

11.

reach a final conclusion about whether Research Misconduct occurred or who was

responsible.

a. The RIO and/or the INQC will interview the Complainant, the Respondent and any key
witnesses. Interviews should be recorded or transcribed. Transcripts will be provided
to the interviewed party for correction prior to inclusion in the inquiry file.

b. The RIO and/or the INQC will examine the Research record and any other materials
relevant to the Inquiry.

c. The RIO and INQC will keep the information about the Allegation and all
documentation reviewed confidential.

d. To the extent possible, the privacy of the Complainant will be protected.

The RIO will notify Banner Legal counsel immediately if there is an indication of criminal
violation.

The RIO will draft an Inquiry report, which will include the following information:

a. The name, professional aliases and position of the Respondent and Complainant;

b. A description of the Allegation(s) of Research Misconduct;

c. As applicable, the PHS support, including, for example, grant numbers, grant
applications, contracts, and publications listing PHS support;

d. The basis for recommending that the Alleged actions warrant or do not warrant an
Investigation;

e. The composition of the Inquiry committee, if applicable, including name(s), position(s),
and subject matter expertise;
Transcripts or recordings of interviews;
Timeline and procedural history;
Institutional actions;

Any comments on the report by the Respondent or the Complainant; and

On request from ORI, the institutional policies and procedures under which the Inquiry
was conducted; the Research records and evidence reviewed, and copies of all
relevant documents.

The RIO will provide the Respondent with an opportunity to review and comment on the
draft Inquiry report within 10 days.

After receiving comment from the Respondent, the RIO will finalize the Inquiry report and
provide it to the Deciding Official, who will make the decision, if a formal Investigation will
be pursued.

If it is determined there will not be an Investigation, the RIO will securely maintain
sufficiently detailed documentation of Inquiry for at least 7 years after the termination of
the Inquiry. Upon request, the RIO will provide ORI or other authorized HHS personnel
with a copy of an Inquiry.

a. Notify the Complainant who made the Allegation that an Investigation was not
warranted. The Complainant may be provided with relevant portions of the report for
Complainant comment.

The Inquiry will be completed within 90 days of receipt of the allegation, unless
circumstances clearly warrant a longer period. The RIO must document the reason(s) for
exceeding the 90-day period.

Interim Administrative Actions:
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1. Upon receipt of an Inquiry report from the RIO, the Deciding Official may take interim
administrative actions, including but not limited to imposing restrictions on the conduct of
Research and administrative suspension from further Research enrollment pending
completion of an Investigation, as appropriate. Interim actions will be appropriate in the
following circumstances:

a. If there is an immediate health hazard involved;

b. There is an immediate need to protect grant or local funds or equipment; [Note:
confirm this content is in 42 CFR 93)

c. There is an immediate need to protect the interest of the Complainant, the

Respondent, or other co-investigators and associates, if any;

It is probable the alleged incident is going to be reported publicly;

e. The allegation involves an ongoing clinical trial;

There is a reasonable indication of possible criminal violation or potential patient

injury. In this situation, Banner Legal, Risk Management and applicable Facility

Administration will be notified immediately and as indicated by law, Banner will inform

the commercial or government agency sponsor within 24 hours of obtaining that

information.

o

-

C. Formal Investigation:

1. Within 30 days of the decision to initiate a formal Investigation, the RIO must commence
the Investigation. If the research is supported by PHS, ORI will be notified and a copy of
the final Inquiry report will be provided within 30 days. The investigation will explore the
Allegations in detail, to examine the evidence in depth and to determine specifically
whether Research Misconduct has been committed, by whom and to what extent. The
formal Investigation, led by the RIO, will be conducted in an expeditious manner with
sufficient objectivity, thoroughness and competence. The Investigation shall also
determine whether the scope of the examination of records should be broadened beyond
the initial allegations.

2. All aspects of the Investigation must be completed within 180 days of initiation of the
Investigation, including conducting the Investigation, preparing the report of findings,
providing the draft report for comment, and sending the institutional record (including
documentation of the Assessment; the Inquiry report and all records considered or relied
on during the Inquiry; the Investigation report and all records considered or relied on
during the Investigation; all transcripts; decisions by the Deciding Official; records of any
appeals; an index listing all the Research records and evidence that the institution
compiled during the Research Misconduct Investegtion; and a general description of the
records that were sequestered but not considered or relied on to ORI. An extension
beyond 180 days requires a written request to the ORI, if the research is supported by
PHS.

3. On or before the commencement of the Investigation, the RIO will report the decision to
Investigate to the:
a. Applicable Banner Health facility CEO
b. Respondent
c. Complainant
d. IRB of record, if the research involves human subjects

4. The RIO will form an investigation committee (INVC) within 10 days of the decision to
Investigate.
a. The RIO, in consultation with appropriate institutional officials, will appoint at least
three individuals to the INVC who have applicable scientific expertise to evaluate the
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b.

C.

evidence and issues related to the Allegation, interview the Respondent and
Complainant, and conduct the Investigation.

The individuals must not have unresolved personal, professional, or financial conflicts
of interest with those involved with the Investigation.

Once the committee is formed, the Respondent will be notified of the committee’s
membership. The Respondent will be afforded 5 calendar days to submit any
objections, which must include the grounds for the objection of any appointed
committee member. The RIO will determine if the appointed individual is conflicted
and should be replaced.

5. Led by the RIO, and with the assistance of Banner Legal counsel as necessary, the INVC
will meet to review all relevant information regarding the Allegation.

a.

b.

d.

e.

The RIO will review the necessity of confidentiality, the Allegation(s), the Inquiry report
and the Investigative plan.

The INVC will review relevant Research records, medical records, computer files,
proposals, billing records, clinical trial agreements, research agreements, publications,
correspondences, IRB study files and investigator files.

The INVC will interview the Complainant, the Respondent and any other available
individuals who have been reasonably identified as having pertinent information
regarding any relevant aspects of the Investigation, including witnesses identified by
the Respondent. Interviews should be recorded or transcribed. Recordings or
transcripts will be provided to the interviewed party for comment or revision prior to
inclusion in the Investigation file.

The RIO will be present or available throughout the Investigation to advise the INVC
as needed.

The Respondent may be provided supervised access to the evidence.

6. A draft report will be prepared by the INVC and RIO that includes, but is not limited to, the
following information:

a.

b.

g.
h.

The nature of the Allegations of Research Misconduct, including the identification of
the Respondent.

The PHS support, if applicable, including grant numbers, grant applications, contracts,
and publications listing PHS support, and any current support or known applications or
proposals for support that the Respondent has pending with non-PHS Federal
agencies.

The institutional charge (specific allegations of Research Misconduct for consideration
in the Investigation).

If not already provided to ORI with the Inquiry report, include or describe the
institutional policies and procedures under which the investigation was conducted.
Identify and summarize the Research records and evidence reviewed, and identify any
evidence taken into custody but not reviewed.

Finding as to whether Research Misconduct occurred, and if so, whether the
Research Misconduct was Falsification, Fabrication, or Plagiarism, and if it was
Intentional, Knowing, or in Reckless disregard.

Summarize the facts and the analysis which support the conclusion and consider the
merits of any reasonable explanation by the Respondent.

Identify whether any publications need correction or retraction.

Include and consider any comments made by the Respondent and Complainant.

7. The RIO will provide the draft report to the Respondent and the draft report or relevant
portions of the report to the Complainant. Any comments must be submitted within 30
calendar days of the date the individual received the applicable document. The INVC and
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10.

11.

12.

RIO will produce a final report, taking into consideration any comments and rebuttal
submitted.

The Deciding Official shall make the final determination whether to accept the
Investigation report, its findings, and the recommended institutional action. If a
determination by the Deciding Official varies from that of the INVC, the Deciding Official
will explain in detail the basis for the decision. The Deciding Official may request
additional Investigation by the INVC.

If the Deciding Official determines that Research Misconduct has occurred, he or she may

direct disciplinary action, which may include, but is not limited to the following:

a. Withdrawal of all pending abstracts or publications resulting from the Research in
guestion and notification to editors of journals in which abstracts or publications were
sent;

b. Natification to the facility involved and to other institutions, sponsoring agencies with
which the individual is currently affiliated;

c. Notification to the funding agency of the findings of the Investigation and appropriate
restitution of funds, if appropriate;

d. For research supported by PHS, notification to ORI :

i. The Deciding Official will send a copy of the final report and all attachments to
ORI. This will include the institutional policies and procedures under which the
Investigation was conducted, a statement of whether the institution found
Research Misconduct, and if so, who committed the Research Misconduct;
whether the institution accepts the Investigation’s findings and describe any
pending or completed administrative actions against the Respondent.

ii. Upon request of the ORI, Banner will provide all relevant research records and
records of the institution’s Research Misconduct Investigation, including results of
all interviews and the transcripts or recordings of such interviews.

e. Appropriate action to terminate or restrict privileges to conduct Research at Banner
where such action is justified by the seriousness of the substantiated Research
Misconduct.

For Research supported by PHS, Banner must notify ORI in advance, if the institution
plans to close a case at the Inquiry, Investigation or appeal stage, if the Respondent
admits guilt, if a settlement is reached, or for any other reason except for the finding that
an Investigation is not warranted or no finding of Research Misconduct.

If alleged Research Misconduct is not substantiated by Inquiry or formal Investigation,
every effort shall be made by Banner to restore the reputation and integrity of the
individual accused of Research Misconduct. Furthermore, if it is determined the
Allegations were made in bad faith; appropriate action against the Complainant(s) should
be taken.

If, after an Investigation has been closed, any new evidence is brought to the attention of
the Deciding Official, he or she may, at their discretion, re-open the case.

D. Office of Research Integrity Oversight for PHS-Supported Research

1.

Banner will cooperate in full with ORI during its oversight review or any subsequent
administrative hearings or appeals of Research Misconduct, including providing all
Research records and evidence under the institution’s control, custody, or possession and
access to all persons within its authority necessary to develop a complete record of
relevant evidence.
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VI.

VII.

VIII.

X

2. At any time during a Research Misconduct proceeding, Banner will notify ORI
immediately, if it has reason to believe that any of the following conditions exist:

a.

caoo

-

g.

Health or safety of the public is at risk, including an immediate need to protect human
or animal subjects;

HHS resources or interests are threatened;

Research activities should be suspended;

There is reasonable indication of possible violations of civil or criminal law;

Federal action is required to protect the interests of those involved in the Research
Misconduct proceeding;

The Research institution believes 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; or

The Research community or public should be informed.

E. Documentation

1. Banner will keep copies of all evidence, communications and reports generated during a
Research Misconduct Inquiry or Investigation for at least 7 years after completion of the
proceeding or the completion of any PHS proceeding involving the Research Misconduct
Allegation.

Procedural Documentation:

A.

N/A

Additional Information

A.

N/A

References:
A. 42 CFR 93

Other Related Policies/Procedures:

Conflicts of Interest for Covered Persons (#8149)

Conflicts of Interest for Team Members (#8150)

Human Subjects Research Conflict of Interest - Disclosure, Review and Management
(#1362)

Research Financial Conflict of Interest Relating to PHS Grants, Cooperative Agreements and
Contracts (#1364)

Secondary/Additional Professional Activities and Outside Activities of Employed Practitioners
Policy and Procedure (#3977)

A.
B.
C.
D.

E.
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