THE GEORGE WASHINGTON UNIVERSITY
Washington, D.C.

The Faculty Senate January 12, 2005

The Faculty Senate will meet on Friday, January 21, 2005, at 2:10 p.m., in the
Alumni House, First Floor, 1925 F Street, N.W.

AGENDA
1. Call to order
2. Approval of the minutes of the regular meeting of December 10, 2004, as distributed
3. Resolutions

(a) A RESOLUTION TO ENDORSE THE GEORGE WASHINGTON
UNIVERSITY POLICIES AND PROCEDURES REGARDING
ALLEGATIONS OF RESEARCH MISCONDUCT (04/5);

Professor Arthur E. Wilmarth, Jr., Chair, Executive Committee of
the Faculty Senate (Resolution and marked draft of Policy and Procedures
attached)

(b) A RESOLUTION ON CONFLICT OF INTEREST DISCLOSURE FORMS
(04/6); Professor Arthur E. Wilmarth, Jr., Chair, Executive Committee of the
Faculty Senate (Resolution, Policy, and Disclosure forms attached)

(©) A RESOLUTION RECOMMENDING IMPROVED TIMING OF THE
BUDGET CYCLE TO PERMIT BETTER CONSULTATION WITH
FACULTY (04/7); Professor William B. Griffith, Chair, Fiscal Planning and
Budgeting Committee (Resolution and Special Report attached)
4. Introduction of Resolutions

5. General Business

(a) Nominees for election to Senate Standing Committees: Libraries: Professor
Richard M. Robin, Co-Chair, and Professor Christopher H. Sterling, Co-Chair

(b) Report of the Executive Committee: Professor Arthur E. Wilmarth, Jr., Chair
6. Brief Statements (and Questions)

7. Adjournment

Elizabeth A. Amundson
Elizabeth A. Amundson
Secretary

Attachments



A RESOLUTION TO ENDORSE THE GEORGE WASHINGTON UNIVERSITY
POLICY AND PROCEDURES REGARDING ALLEGATIONS OF RESEARCH
M1SCONDUCT (04/5)

WHEREAS,

WHEREAS,

WHEREAS,

WHEREAS,

WHEREAS,

in Resolution 03/8, adopted on March 12, 2004, the Faculty Senate
expressed its support for “ The George Washington University Policy and
Procedures Regarding Allegations of Scientific Misconduct,” with the
understanding that such Policy and Procedures would be adopted on an
interim basis until final Policy and Procedures were reported favorably to
the Faculty Senate by the Faculty Senate Committee on Professional
Ethics and Academic Freedom (PEAF); and

in adopting Resolution 03/8, the Faculty Senate was advised that the
interim Policy and Procedures were required to bring the University’s
sponsored research programs into compliance with regulations issued by
the Office of Research Integrity (ORI) of the U.S. Public Health Service in
42 Code of Federal Regulations Part 50, Subpart A;

the PEAF Committee and members of the University Administration have
completed their review of the interim Policy and Procedures and have aso
considered proposed regulations issued by ORI in April 2004 (69 Federal
Register 20777), which would make a number of amendments to 42 Code
of Federal Regulations Part 50, Subpart A, aswell as ORI’s model policy
and procedures regarding allegations of research misconduct;

the PEAF Committee and members of the University Administration have
agreed that the final Policy and Procedures should reflect pending
amendments proposed by ORI, so that (1) the final Policy and Procedures
will be designated as “ The George Washington University Policy and
Procedures Regarding Allegations of Research Misconduct,” and (2) the
nature of the misconduct covered therein will be defined as “research
misconduct” rather than “scientific misconduct,” in order that the final
Policy and Procedures will apply to fabrication, falsification, or plagiarism
in proposing, performing, or reviewing research or in reporting research
resultsin al fields of scholarly inquiry; and

in accordance with views expressed during the Faculty Senate’ s discussion
of Resolution 03/8, the PEAF Committee and members of the University
Administration have agreed that the final Policy and Procedures should
provide persons accused of research misconduct (“respondents’) with the
right to be fully advised of the nature of the charges against them and the
right to be heard in connection with any informal inquiry and/or formal
investigation into such charges,



WHEREAS, to provide respondents with the procedural protections referred to in the
preceding paragraph, the final Policy and Procedures endorsed by the
PEAF Committee (after consultation with members of the University
Administration) provide each respondent with the following additional
rights that were not contained in the Interim Policy and Procedures:

(i)

(i)

(iii)

(iv)

(v)

(vi)

(vii)

the right to have the respondent’ s own counsel present at
interviews or meetings conducted during an informal inquiry or
formal investigation (Part 1V.C.);

the right to receive written notice of the initiation of an informal
inquiry, including a clear identification of each allegation of
research misconduct (Part V.A.);

the option to require the University to conduct an informal inquiry
by appointing a committee of at least three qualified individuals to
perform the inquiry in place of the Associate Vice President for
Health Research, Compliance, and Technology (Part VV.D.);

the requirement that Administration officials will consult with the
following faculty representatives in designating the members of an
informal inquiry committee or aformal investigation committee,
and in considering any challenges by the respondent to members of
those committees: (i) in all cases, the Chairs of the Faculty Senate
Executive Committee and the Faculty Senate Research Committee
will be consulted, and (ii) in cases where the suspected or alleged
research misconduct involved afield of study in which persons
associated with the Medical Center are actively engaged, the Chair
of the Basic Science Faculty Assembly of the Medical Center and
afaculty member designated in collaboration with the President of
Medical Faculty Associates, Inc. will also be consulted (Parts V.D.
and VI1.C));

the right to receive a copy of the charge given by the Associate
Vice President for Health Research, Compliance, and Technology
to aformal investigation committee (Part V11.D.1.);

the requirement that the draft report prepared by aformal
investigation committee must provide a detailed description of all
testimony and other evidence upon which the committee intends to
rely in making itsfindings (Part VIII1.A.L1);

the right of arespondent, before submitting comments on the
investigation committee’ s draft report, to obtain copies of all
testimonial and documentary evidence referred to in such report
(Part VIII.A.1);



(viii) therequirement that the investigation committee' s final report
must provide a detailed description of the testimony and other
evidence supporting the committee’ s findings (Part V111.B.);

(ix)  therequirement that the Associate Vice President for Health
Research, Compliance, and Technology must provide a copy of the
University’ sfinal decision to the respondent (Part V111.D.);

(x) the requirement that any disciplinary actions taken by the
University against a respondent must be consistent with the
Faculty Code or the Manual of Personnel Policies for the Use of
Supervisory Staff or, in the case of a student, the Guide to Student
Rights and Responsibilities (Part XI);

(xi)  therequirement that, if the University finds no misconduct and
ORI concurs: (A) the Administration will consider appropriate
efforts, in consultation with the respondent, to address concerns
relating to the respondent’ s reputation and public knowledge of the
inquiry and/or investigation conducted by the University, including
the University’ s publication of the final outcome in scholarly and
professional journals and other appropriate forums, and (B) upon
request from elected faculty representatives or other University
officials, the Administration will consider additional measures to
address the respondent’ s concerns, including consideration of
interim support (ordinarily not to exceed one year) for the
respondent’ s ongoing research activities (Part X11.B.); NOW,
THEREFORE

BE IT RESOLVED BY THE FACULTY SENATE OF THE GEORGE
WASHINGTON UNIVERSITY:

(1) That the Faculty Senate endorses the “ The George Washington
University Policy and Procedures Regarding Allegations of Research Misconduct,” in the
form attached to this Resolution as Exhibit A; and

(2) That the Faculty Senate understands and expects that any proposed
future amendments to the attached Policy and Procedures will be presented to the Faculty
Senate for its review and endorsement in keeping with the procedures leading to the
adoption of Resolution 03/8 and this Resolution.

Faculty Senate Committee on Professional Ethics and Academic Freedom
January 10, 2005
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I ntroduction
A. General Policy

The research mission of The George Washington University is to create and
synthesize knowledge at the frontiers of our understanding and to use that
knowledge to address issues of increasing complexity in our world, while
strengthening the necessary ties between teaching and research. In pursuing this
mission, the University attempts to promote and to conform to the highest
standards of ethical research and scholarly conduct.

B. Scope

This policy and the associated procedures apply to al individuals at GW engaged
in research, research-training or research-related grant or cooperative agreements.

More specifically, this policy appliesto any person paid by, under the control of,
or affiliated with GW, such as faculty, scientists, trainees, technicians and other
staff members, students, fellows, guest researchers, or collaborators at or with
GW.

This policy and associated procedures will normally be followed when an
allegation of possible misconduct in research isreceived by a GW official.
Particular circumstances in an individual case may dictate variation from the
normal procedure deemed in the best interests of GW and any applicable outside
agency. Any change from normal procedures will maintain fair treatment to the
subject of theinquiry or investigation. Any significant variation from the normal
procedure set forth in this policy requires the approval of the Associate Vice
President for Health Research.

[. Definitions

A. Allegation means any written or oral statement or other indication of possible
research misconduct made to a GW official.

B. Complainant means a person who in good faith makes an allegation of research
misconduct.
C. Conflict of interest means the real or apparent interference of one person's outside

interests with the interests of another person, where potential bias may occur due
to prior or existing personal or professional relationships.

D. Good faith allegation means an allegation made with the honest belief that
research misconduct may have occurred. An allegation isnot in good faith if itis
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made with reckless disregard for, or willful ignorance of, facts that would
disprove the allegation.

Inquiry means gathering information and initial fact-finding to determine whether
an allegation or apparent instance of research misconduct has substance and
warrants an investigation.

Investigation means the formal development of a factual record and the
examination of that record leading to a decision not to make afinding of research
misconduct or to afinding of research misconduct or other appropriate remedies,
including administrative actions.

Investigators means any person paid by, under the control of, or affiliated with
GW, such as faculty, scientists, trainees, technicians, and other staff members,
students, fellows, guest researchers, or collaborators at or with GW.

ORI means the Office of Research Integrity, the office within the U.S.
Department of Health and Human Services (DHHS) that is responsible for the
research misconduct and research integrity activities of the U.S. Public Health
Service.

PHS meansthe U.S. Public Health Service, an operating component of the
DHHS.

PHS regulation means the Public Health Service regulation establishing standards
for GW inquiries and investigations into allegations of research misconduct,
which is set forth at 42 C.F.R. Part 50, Subpart A, entitled "Responsibility of PHS
Awardee and Applicant Institutions for Dealing With and Reporting Possible
Misconduct in Science," or as amended.

PHS support means PHS grants, contracts, or cooperative agreements or
applications therefor.

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.

Research misconduct or misconduct in research means fabrication, falsification,
or plagiarism, in proposing, performing, or reviewing research or in reporting
research results. A finding of research misconduct requires that there be a
significant departure from accepted practices of the relevant research or scholarly
community; that the research misconduct be committed intentionally, knowingly,
or recklessly; and that the allegation be proven by a preponderance of the
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evidence. It does not include honest error or honest differences in interpretations
or judgments of data.

e Fabrication is making up data or results and recording or reporting
them.

e Falsification is manipulating research material's, equipment, or
processes, or changing or omitting data or results such that the
research is not accurately represented in the research record.

e Plagiarismisthe appropriation of another person’sideas,
processes, results, or words without giving appropriate credit.

Research record means any data or results that embody the facts resulting from
scholarly inquiry including, but not limited to, grant or contract applications,
whether funded or unfunded; grant or contract progress and other reports;
laboratory notebooks; notes; correspondence; videos; photographs; X-ray film;
dlides; biological materials; computer files and printouts, manuscripts and
publications; equipment use logs; laboratory procurement records; animal facility
records;, human and animal subject protocols; consent forms, medical charts; and
patient research files. “Dataor results’ shall be interpreted broadly to encompass
all forms of scholarly information about the research at issue without regard to the
type of recording or storage media, including, but not limited to, raw numbers,
field notes, interviews, notebooks and folders, laboratory observations, computers
and other research equipment, CD-ROMs, hard drives, floppy disks, Zip disks,
back-up tapes, machine counter tapes, research interpretations and analyses,
tables, dides, photographs, charts, gels, individual facts, statistics, tissue samples,
reagents, and documented oral representations of research results.

Respondent means the person against whom an allegation of research misconduct
isdirected or the person whose actions are the subject of the inquiry or
investigation. There can be more than one respondent in any inquiry or
investigation, and, if there are multiple respondents, all references in this policy to
“respondent” shall also be read in the plural as appropriate.

Retaliation means any action that adversely affects the employment or other GW
or professional status of an individual that is taken by an institution or another
individual (e.g., respondent) because the first individual hasin good faith made an
allegation of research misconduct or of inadequate GW response thereto or has
cooperated in good faith with an investigation of such allegation.

Rights and Responsibilities

A.

Associate Vice President for Health Research
3



The Associate Vice President for Health Research will have primary
responsibility for implementation of the procedures set forth in this document.
The Associate Vice President for Health Research isa GW official who is
gualified to handle the procedural requirements involved and is sensitive to the
varied demands made on those who conduct research, those who are accused of
misconduct, and those who report apparent misconduct in good faith.

The Associate Vice President for Health Research will conduct the inquiry
(except as provided in Part V.D.) and oversee the investigation committee, with
consideration that necessary and appropriate expertise may be appropriate to carry
out athorough and authoritative evaluation of the relevant evidence in an inquiry
or investigation. The Associate Vice President for Health Research will maintain
the confidentiality of the proceedings, consistent with this policy and other
applicable policies and law. The Associate Vice President for Health Research
may, in hisor her discretion, be assisted in fulfilling these responsibilities.

The Associate Vice President for Health Research will assist the investigation
committee and GW personnel in complying with these procedures and with
applicable standards imposed by government or external funding sources. The
Associate Vice President for Health Research is also responsible for maintaining
files of all documents and evidence and for the confidentiality and the security of
thefiles.

The Associate Vice President for Health Research will be responsible for making
reports and providing information to research funding sponsors in accordance
with applicable laws, regulations, and research funding agreements. In particular,
the Associate Vice President for Health Research will, to the extent and in the
manner required by applicable law and regulations, report to ORI and keep ORI
apprised of any developments during the course of the inquiry or investigation
that may affect current or potential DHHS funding for the individual (s) under
investigation or that PHS needs to know to ensure appropriate use of Federal
funds and otherwise protect the public interest.

In the event that the Associate Vice President for Health Research is unable to
fulfill any of the responsibilities set forth herein for any reason, such
responsibilities will be fulfilled by the Associate Vice President for Research and
Graduate Studies.

Complainant

The complainant will have an opportunity to be interviewed and present evidence
during the inquiry and to testify before the investigation committee during the
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investigation, to review portions of the inquiry and investigation reports pertinent
to hig/her allegations or testimony, to be informed of the results of the inquiry and
investigation, and to be protected from retaliation. Also, if the Associate Vice
President for Health Research has determined that the complainant may be able to
provide pertinent information on any portions of the draft report; these portions
will be given to the complainant for comment.

The complainant is responsible for making allegations in good faith, maintaining
confidentiality, and cooperating with an inquiry or investigation.

C. 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 also have the opportunity to be interviewed and present evidence
during the inquiry and to testify before the investigation committee during the
investigation, to review the draft inquiry and investigation reports and to submit
comments before those documents are issued in final form.

The respondent is responsible for answering an inquiry or investigation truthfully
and in good faith, maintaining confidentiality and cooperating with the conduct of
an inquiry or investigation, and not retaliating against any individual. If the
respondent is not found guilty of research misconduct, he or she has the right to
request GW’s consideration of reasonable steps to address any concerns
regarding his or her reputation , as provided in Part X11(B).

D. Executive Vice President for Academic Affairs

The Executive Vice President for Academic Affairs will receive the inquiry
and/or investigation report and any written comments made by the respondent or
the complainant on the draft report. The Executive Vice President for Academic
Affairswill consult with the Associate Vice President for Health Research or
other appropriate officials and will determine whether to conduct an investigation
after receipt of an inquiry report, whether misconduct occurred, whether to
impose sanctions, or whether to take other appropriate administrative actions.

IV. General Policiesand Principles

A. Responsibility to Report Misconduct

All employees or individuals associated with The George Washington University
(GW) should report observed, suspected, or apparent misconduct in research to
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the Associate Vice President for Health Research. If an individual is unsure
whether a suspected incident falls within the definition of research misconduct, he
or she may call the Associate Vice President for Health Research at (202-994-
2995) to discuss the suspected misconduct informally. If the circumstances
described by the individual do not meet the definition of research misconduct, but
do raise other legitimate concerns, the Associate Vice President for Health
Research will refer the individual or allegation to other offices or officials with
responsibility for addressing the concerns.

At any time, an employee may have confidential discussions and consultations
about concerns of possible research misconduct with the Associate Vice President
for Health Research and will be counseled about appropriate procedures for
reporting alegations. The Associate Vice President for Health Research, upon
request, will arrange for University counsel to provide information to employees
regarding the provisions of this policy and applicable laws and regulations.

Protecting the Complainant

The Associate Vice President for Health Research will also be available to receive
complaints regarding the treatment of individuals who bring allegations of
research misconduct or of inadequate GW response thereto, and those who
cooperate ininquiries or investigations. The Associate Vice President for Health
Research will communicate that such persons should not be retaliated against in
the terms and conditions of their employment or other status at the institution and
will be available to review instances of alleged retaliation for appropriate action.

Employees should immediately report any alleged or apparent retaliation to the
Associate Vice President for Health Research.

GW is also committed to protecting the privacy of those who report misconduct in
good faith to the maximum extent possible. 1f a complainant requests anonymity,
GW will make an effort to honor the request during the all egation assessment or
inquiry; however, if the matter is referred to an investigation committee and the
complainant’ s testimony is required, anonymity will no longer be available.

Protecting the Respondent

Inquiries and investigations will be conducted in a manner that is designed to
provide fair treatment to the respondent(s) in the inquiry or investigation and
confidentiality to the extent possible without compromising public health and
safety or the thoroughness of the inquiry or investigation.

Individuals accused of research misconduct may, at their own expense, consult
6



with legal counsel or anon-lawyer personal adviser (who is not awitness or
University official involved or to be involved in the case) in an advisory capacity.

Legal counsel and advisorswill be permitted to be present at interviews or
meetings conducted during an inquiry or investigation.

Cooperation with Inquiries and Investigations

GW Investigators have an obligation to provide relevant evidence to the
Associate Vice President for Health Research or other GW officialsin the
conduct of inquiries or investigations into misconduct allegations.

Preliminary Assessment of Allegations

Upon receiving an alegation of research misconduct, the Associate Vice
President for Health Research will promptly assess the allegation to determine
whether there is sufficient evidence to warrant an inquiry and whether the
allegation falls under the definition of research misconduct as set forth above.

Lega Counsdl for University Officials and Entities

The Associate Vice President for Health Research, an informal inquiry committee
(if requested by the respondent), an investigation committee, and all other
University officials and entities may seek the advice and/or representation of
University-provided legal counsel on any and all aspects and at any stages of this

policy.

V. Conducting the Inquiry

A.

Initiation and Purpose of the Inquiry

Following a preliminary assessment, if the Associate Vice President for Health
Research determines that the allegation is sufficiently credible and specific so
that potential evidence of research misconduct may be identified and falls under
the definition of research misconduct as set forth above, he or she will promptly
initiate an informal inquiry. The Associate Vice President for Health Research
will provide written notice of the inquiry to the respondent. In initiating the
inquiry, and in providing notice to the respondent, the Associate Vice President
for Health Research will clearly identify the original allegation and any related
issues. The purpose of the inquiry isto make a preliminary evaluation of the
available evidence and testimony of the respondent, complainant, and key
witnesses to determine whether there is sufficient evidence of possible research
misconduct to warrant an investigation. The purpose of theinquiry is not to
reach afinal conclusion about whether misconduct definitely occurred or who
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was responsible. The findings of the inquiry will be set forth in an inquiry report.

Sequestration of the Research Records

After initiating an inquiry, the Associate Vice President for Health Research will
ordinarily attempt promptly to secure all original research records and materials
relevant to the allegation in a confidential manner.

Inquiry Process

The Associate Vice President for Health Research will interview the complainant,
the respondent and key witnesses as well as examining relevant research records
and materials. The Associate Vice President for Health Research will consider
whether additional expertise, either internal or external, is appropriate to permit a
proper evaluation of the relevant evidence in the inquiry. The respondent may
also request that additional outside expertise be consulted. If internal or external
expertise is deemed warranted, individuals with such expertise will only include
those without any real or apparent conflicts of interest in the subject matter of the
inquiry or any participants involved in the inquiry. The Associate Vice President
for Health Research will formulate a recommendation regarding whether thereis
sufficient evidence of possible research misconduct to warrant further
investigation. The scope of an inquiry will not include a determination of
whether misconduct occurred or conducting exhaustive interviews and analyses.

Appointment of Inquiry Committee at the Option of the Respondent

Upon the written request of the respondent, which must be filed within five (5)
business days after the respondent’ s receipt of notice of the inquiry, the Associate
Vice President for Health Research will consult with the following: the Chairs of
the Executive Committee and Research Committee of the University Faculty
Senate, Chair of the Basic Science Faculty Assembly of the Medical Center, and a
faculty representative determined in collaboration with the President of Medical
Faculty Associates, Inc., and will appoint a committee to perform the informal
inquiry described in this Part V and to prepare the inquiry report described in Part
VI. The Associate Vice President for Health Research will designate one member
of the inquiry committee to act asthe chair. The inquiry committee will consist
of at least three individuals who do not have real or apparent conflicts of interest
in the case, are unbiased, and have the necessary expertise to conduct the informal
inquiry. Theseindividuals may be scientists, administrators, subject matter
experts, lawyers, or other qualified persons, and they may be from inside or
outside the institution. The Associate Vice President for Health Research will
ordinarily notify the respondent of the proposed inquiry committee membership
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within five (5) business days of its appointment. If the respondent objects to one
or more members of the inquiry committee, respondent will submit awritten
objection to the Associate Vice President for Health Research and the Chairs of
the Executive Committee and Research Committee of the University Faculty
Senate, Chair of the Basic Science Faculty Assembly of the Medical Center, and
faculty representative determined in collaboration with the President of Medical
Faculty Associates, Inc. Such objection shall be submitted within five (5)
business days of receipt of notification of composition of the committee. The
Executive Vice President for Academic Affairs, after considering the views of the
Associate Vice President for Health Research and the following: the Chairs of the
Executive Committee and Research Committee of the University Faculty Senate,
Chair of the Basic Science Faculty Assembly of the Medical Center, and faculty
representative determined in collaboration with the President of Medical Faculty
Associates, Inc.,will determine whether to replace the challenged member with a
qualified substitute within five (5) business days after receipt of the written
objection.

If an inquiry committee is appointed, the committee (under the direction of its
chair) will be responsible for taking each of the actions related to the informal
inquiry and the inquiry report that the Associate Vice President for Health
Research would otherwise be required to take under Part V(C) and Parts VI(A),
VI(B), VI(C)(1), and VI(D). Theinquiry committee may request advice from the
Associate Vice President for Health Research in carrying out its responsibilities.

VI.  Thelnquiry Report

A.

Elements of the Inquiry Report

A written inquiry report will be prepared by the Associate Vice President for
Health Research that states the specific allegations, the identity of each expert or
consultant who participated in the inquiry; the PHS support, if any; a summary of
the inquiry process used; alist of the research records reviewed; summaries of
any interviews; a description of the evidence in appropriate detail; and a
recommendation as to whether an investigation should be conducted, and
whether any other actions should be taken if an investigation is not recommended.

Comments on the Draft Report by the Respondent and the Complainant.

The Associate Vice President for Health Research will provide the respondent
with a copy of the draft inquiry report for comment, and will provide the
complainant, if he or sheisidentifiable and if deemed appropriate by the
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Associate Vice President for Health Research, with a summary of the inquiry
findings for comment.

1. Confidentiality

The Associate Vice President for Health Research will establish
reasonable conditions for review to protect the confidentiality of the draft
report.

2. Receipt of Comments

The complainant and respondent will provide their comments, if any, to
the Associate Vice President for Health Research promptly (usually within
fourteen (14) calendar days of their receipt of the draft report). Any
comments that the complainant or respondent submits regarding the draft
report will become part of the final inquiry report and record. Based on
any timely received comments, the Associate Vice President for Health
Research will revise and finalize the draft report accordingly.

C. Inquiry Decision and Notification
1 Decision by Executive Vice President for Academic Affairs

The Associate Vice President for Health Research will transmit the final
report with his or her recommendations to the Executive Vice President
for Academic Affairs. The Executive Vice President for Academic
Affairs will make a determination of whether findings from the inquiry
provide probable cause to believe that research misconduct has occurred
inorder to justify conducting an investigation and/or whether other
actions are appropriate. Theinquiry is completed when the Executive
Vice President for Academic Affairs makes this determination.

2. Notification

The Associate Vice President for Health Research will notify both the
respondent and the complainant in writing of the decision of the Executive
Vice President for Academic Affairs asto whether to proceed to an
investigation. The Associate Vice President for Health Research will also
notify all appropriate GW officias of the decision.

D. Time Limit for Completing the Inquiry Report

The Associate Vice President for Health Research and Technology should
10



ordinarily complete the inquiry and submit his or her report in writing to the
Executive Vice President for Academic Affairsin no more than sixty (60 calendar
days following the initiation of the inquiry, unless circumstances warrant alonger
period. The respondent may request such an extension for good cause. If an
inquiry takes longer than 60 days, the circumstances warranting alonger period
will be entered into the records of the case and the inquiry report.

VII. Conducting an Investigation

A.

Purpose of an Investigation

The purpose of an investigation isto explore in detail the allegations, to examine
the evidence in depth, and to determine specifically whether misconduct has been
committed, by whom, and to what extent. The investigation will also determine
whether there are additional instances of possible misconduct that would justify
broadening the scope beyond the initial alegations. Thisis particularly important
where the alleged misconduct involves clinical trials or potential harm to human
subjects or the general public or if it affects research that forms the basis for
public policy, clinical practice, or public health practice. The findings of the
investigation will be set forth in an investigation report.

Sequestration of the Research Records

If there are any additional pertinent research records that were not previously
secured during the inquiry, the Associate Vice President for Health Research
should promptly secure such recordsin a confidential manner. The need for
additional sequestration of records may occur for any number of reasons,
including GW’ s decision to investigate additional allegations not considered
during the inquiry stage or the identification of records during the inquiry process
that had not been previously secured.

Appointment of the Investigation Committee

The Associate Vice President for Health Research will consult the following: the
Chairs of the Executive Committee and Research Committee of the University
Faculty Senate, Chair of the Basic Science Faculty Assembly of the Medical
Center, and a faculty representative determined in collaboration with the
President of Medical Faculty Associates, Inc., and will appoint an investigation
committee and the committee chair following notification to the respondent that
an investigation is planned. The investigation committee will consist of at least
three individuals who do not have real or apparent conflicts of interest in the case,
are unbiased, and have the necessary expertise to evaluate the evidence and issues
related to the alegations, interview the principals and key witnesses, and conduct
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the investigation. These individuals may be scientists, administrators, subject
matter experts, lawyers, or other qualified persons, and they may be from inside
or outside the institution.

The Associate Vice President for Health Research will ordinarily notify the
respondent of the proposed committee membership within five (5) business days
of its appointment. |If the respondent objects to one or more members of the
investigation committee, respondent will submit awritten objection to the
Associate Vice President for Health Research and the Chairs of the Executive
Committee and Research Committee of the University Faculty Senate, Chair of
the Basic Science Faculty Assembly of the Medical Center, and faculty
representative determined in collaboration with the President of Medical Faculty
Associates, Inc. Such objection shall be submitted within five (5) business days
of receipt of notification of composition of the committee. The Executive Vice
President for Academic Affairs, after considering the views of the Associate Vice
President for Health Research and the following: Chairs of the Executive
Committee and Research Committee of the University Faculty Senate, Chair of
the Basic Science Faculty Assembly of the Medical Center, and faculty
representative determined in collaboration with the President of Medical Faculty
Associates, Inc., will determine whether to replace the challenged member with a
qualified substitute within five (5) business days after receipt of the written
objection.

Charge to the Committee and the First Meeting
1 Charge to the Committee

The Associate Vice President for Health Research will define the subject
matter of the investigation in awritten charge to the committee that
describes the allegations and related issues identified during the inquiry,
defines research misconduct, and identifies the name of the respondent.
The charge will state that the committee is to evaluate the evidence and
testimony of the respondent, complainant, and key witnesses to determine
whether, based on a preponderance of the evidence, research misconduct
occurred and, if so, to what extent, who was responsible, and its
seriousness. The Associate Vice President for Health Research will
provide the respondent with a copy of the charge to the committee.

During the investigation, if additional information becomes available that
substantially changes the subject matter of the investigation or would
suggest additional respondents, the committee will notify the Associate
Vice President for Health Research, who will provide the respondent with
notice of any new subject matter of the investigation and will determine
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whether it is necessary to notify additional respondents of the
commencement of an inquiry as to possible research misconduct by them.

2. The First Meeting

The Associate Vice President for Health Research will convene the first
meeting of the investigation committee to review the charge, the inquiry
report, and the procedures and standards for the conduct of the
investigation, including the necessity for confidentiality and for
developing a specific investigation plan. The investigation committee will
be provided with a copy of this policy and, where PHS funding is
involved, the PHS regulation.

E. Investigation Process

The investigation committee will ordinarily be appointed and the investigation
process initiated within thirty (30) days of the completion of the inquiry by the
Executive Vice President for Academic Affairs, if findings from that inquiry
provide a sufficient basis for conducting an investigation.

The investigation will normally involve examination of all relevant
documentation including, as applicable, but not necessarily limited to, research
records, computer files, proposals, manuscripts, publications, correspondence,
memoranda, and notes of telephone calls. Whenever possible, the committee will
interview the complainant(s), the respondents(s), and other individuals who might
have information regarding aspects of the allegations. Interviews of the
respondent should ordinarily be tape recorded or transcribed. All other interviews
should ordinarily be transcribed, tape recorded, or summarized. For major
witnesses, summaries or transcripts of the interviews should be prepared,
provided to the interviewed party for comment or revision, and included as part of
the investigatory file.

VIII. Thelnvestigation Report
A. Comments on the Draft Report
1. Respondent

The Associate Vice President for Health Research will provide the
respondent with a copy of the draft investigation report for comment. The
draft investigation report will provide a detailed description of all
testimony and other evidence upon which the investigation committee
intends to rely in making its findings. Within four (4) business days after
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receipt of the draft report, the respondent may submit awritten request for
copies of summaries or transcripts of testimony and copies of other
documentary evidence cited in the draft report. The respondent will be
permitted fourteen (14) business days from receipt of the draft
investigation report or ten (10) business days from the receipt of requested
copies of summaries or transcripts of testimony and/or copies of other
documentary evidence, whichever islater, to review and comment on the
draft report. The respondent's comments will be attached to the final
report. The findings of the final report will take into account the
respondent's comments in addition to all the other evidence.

2. Complainant

The Associate Vice President for Health Research will provide the
complainant, if he or sheisidentifiable, with those portions of the draft
investigation report that address the complainant’s role and opinionsin the
investigation. The report will take into account, as appropriate, the
complainant’s comments.

3. Confidentiality

In distributing the draft report, or portions thereof, or copies of testimony
or other evidence referred to therein, to the respondent and complainant,
the Associate Vice President for Health Research will inform the recipient
of the confidentiality under which the draft report and all such evidence
are made available and may establish reasonable conditions to address
such confidentiality. The recipient(s) of the draft report and all evidence
made available may be requested to sign a confidentiality statement or to
comply with other measures to protect the confidentiality of the draft
report.

Elements of the Investigation Report

The final report, to be submitted to ORI only when PHS funding is involved, will
describe the policies and procedures, under which the investigation was
conducted, describe how and from whom information relevant to the investigation
was obtained, provide a detailed description of the testimony and other evidence
supporting the investigation committee’ s findings, state the findings, and explain
the basis for the findings. A finding of research misconduct requiresthat: (1)
there be a significant departure from accepted practices of the relevant research
community; and (2) the misconduct be committed intentionally, or knowingly, or
recklessly; and (3) the allegation be proven by a preponderance of the evidence.
The report will include the actual text or an accurate summary of the views of any
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individual (s) found to have engaged in misconduct as well as recommendations
for actions to redress the consequence of the misconduct, if demonstrated, in
accordance with the provisions of the Faculty Code or the Manual of Personnel
Policiesfor the Use of Supervisory Staff or, in the case of a student, the Guide
to Student Rights and Responsihilities.

Transmittal of the Final Investigation Report to Executive Vice President for
Academic Affairs

After comments have been received and the necessary changes have been made to
the draft report, the investigation committee should transmit the final report with
attachments, including the respondent's and complainant’ s comments, to the
Executive Vice President for Academic Affairs.

GW Review and Decision

The Executive Vice President for Academic Affairs will make the final
determination whether to accept the investigation committee’ s report, its findings,
and any recommendations, including any recommendations for actions to redress
the consequence of the misconduct in accordance with the Faculty Code or the
Manual of Personnel Policiesfor the Use of Supervisory Staff or, in the case
of a student, the Guideto Student Rights and Responsibilities. If this
determination varies from that of the investigation committee, the Executive Vice
President for Academic Affairswill explain the basis for rendering a decision
different from that of the investigation committee in the letter that GW will
transmit with the report to ORI in cases of PHS-funded research. The explanation
of the Executive Vice President for Academic Affairs will be consistent with the
definition of research misconduct set forth above, the policies and procedures of
GW, and the evidence reviewed and analyzed by the investigation committee.
The Executive Vice President for Academic Affairs may aso return the report to
the investigation committee with arequest for further fact-finding or analysis.
The determination of the Executive Vice President for Academic Affairs, together
with the investigation committee's report, constitutes the final investigation report
for purposes of ORI review.

When afinal decision on the case has been reached, the Associate Vice President
for Health Research will notify both the respondent and the complainant in
writing. The Associate Vice President for Health Research shall provide a copy of
the final written decision to the respondent. In addition, the Executive Vice
President for Academic Affairs will determine whether law enforcement agencies,
professional societies, professional licensing boards, editors of journals in which
falsified reports may have been published, collaborators of the respondent in the
work, or other relevant parties should be notified of the outcome of the case. The
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Associate Vice President for Health Research is responsible for ensuring
compliance with all notification requirements of funding or sponsoring agencies.

Time Limit for Completing the Investigation Report

An investigation should ordinarily be completed within one hundred and twenty
(120) days of the first meeting of the investigation committee.) Thisincludes
conducting the investigation, preparing the report of findings, making the draft
report available to the subject of the investigation for comment, submitting the
report to the Executive Vice President for Academic Affairsfor final decision,
and submitting the report to the ORI when PHS funding isinvolved. The
Executive Vice President for Academic Affairs should ordinarily issue afinal
decision within thirty (30) days after receiving the investigation report.

IX. Requirementsfor Reporting to ORI

A.

When PHS funding isinvolved, GW’ s decision to initiate an investigation will be
reported in writing to the Director of the ORI, on or before the date of the first
meeting of the investigation committee. At a minimum, the notification will
include the name of the person(s) against whom the allegations have been made,
the general nature of the allegation asit relates to the definition of research
misconduct set forth above, and the PHS applications or grant number(s)
involved. ORI will also be notified of the final outcome of the investigation and
will be provided with a copy of the investigation report. Any significant
variations from the provisions of GW’s GW policies and procedures will be
explained in any reports submitted to ORI.

If the event that GW plans to terminate an inquiry or investigation for any reason
without completing all relevant requirements of the PHS regulation, the Associate
Vice President for Health Research will submit areport of the planned
termination to ORI, including a description of the reasons for the proposed
termination.

In the event that GW determines that it will not be able to complete the
investigation relating to PHS-funded research in one hundred and twenty (120)
days, the Associate Vice President for Health Research will submit to ORI a
written request for an extension that explains the delay, reports on the progress to
date, estimates the date of completion of the report, and describes other necessary
stepsto betaken. If the request is granted, the Associate Vice President for
Health Research will file periodic progress reports as requested by the ORI.

When PHS funding or applications for funding are involved and an admission of
research misconduct is made, the Associate Vice President for Health Research
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XI.

will contact ORI for consultation and advice. Normally, the individual making
the admission will be asked to sign a statement attesting to the occurrence and
extent of misconduct.

E. The Associate Vice President for Health Research will notify ORI at any stage of
the inquiry or investigation if:

1.

2.

there is an immediate health hazard involved;
there is an immediate need to protect Federal funds or equipment;

there is an immediate need that could be addressed by PHS to protect the
interests of the person(s) making the allegations or of the individual (s)
who is the subject of the allegations as well as his’her co-investigators and
associates, if any;

it is probable that the alleged incident is going to be reported publicly; or

the allegation involves a public health sensitive issue, e.g., aclinical trial;
or

there is areasonable indication of possible criminal violation. Inthis
instance, GW will ordinarily inform ORI within 24 hours of obtaining that
information.

Requirementsfor Reporting to Other Agencies

The Associate Vice President for Health Research will be responsible for making reports
and providing information to research funding sponsors other than DHHS in accordance
with applicable laws, regulations, and research funding agreements.

GW Administrative Actions

GW will take appropriate administrative actions against individuals when an allegation of
research misconduct has been substantiated. If the Executive Vice President for
Academic Affairs determines that the alleged misconduct is substantiated by the findings,
he or she will decide on the appropriate actions to be taken, after consultation with the
Associate Vice President for Health Research. The actions may include:

withdrawal or correction of all pending or published abstracts and papers
emanating from the research where research misconduct was found.

removal of the responsible person from the particular project, letter of
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XII.

reprimand, special monitoring of future work, probation, suspension, salary
reduction, or initiation of steps leading to possible rank reduction or termination
of employment, provided such actions are consistent with the Faculty Code or
the Manual of Personnel Policiesfor the Use of Supervisory Staff or, in the
case of a student, the Guide to Student Rights and Responsibilities;

restitution of funds as appropriate.

Other Considerations

A.

Termination of GW Employment or Affiliation Prior to Completing Inquiry or
Investigation

The termination of the respondent's GW employment or affiliation, by resignation
or otherwise, before or after an allegation of possible research misconduct has
been reported, will not preclude or terminate the misconduct procedures.

If the respondent, without admitting to the misconduct, elects to resign his or her
position prior to the initiation of an inquiry, but after an alegation has been
reported, or during an inquiry or investigation, the inquiry or investigation will
proceed. If the respondent refuses to participate in the process after resignation,
the Associate Vice President for Health Research or the investigation committee,
as appropriate, will useits best efforts to reach a conclusion concerning the
allegations, noting in its report the respondent’s failure to cooperate and its effect
on the committee's review of all the evidence.

Restoration of the Respondent's Reputation

If GW finds no misconduct, and, after an investigation, ORI concurs, the
Associate Vice President for Health Research will consider appropriate efforts, in
consultation with the respondent, to address any concerns relating to the
respondent's reputation and any public knowledge of the inquiry and/or
investigation conducted by GW. Depending on the particular circumstances, the
Associate Vice President for Health Research should consider such actions as
notifying those individuals aware of or involved in the inquiry and/or
investigation of the final outcome, publicizing the final outcome in forumsin
which the allegation of research misconduct was previously publicized or in other
forums reasonably requested by the respondent (including relevant scholarly
journals and publications of relevant academic or professional organizations) ,
and including clear reference to findings of no research misconduct in the
respondent's official personnel file. Any GW actions to address the respondent’s
reputation may be discussed with the Executive Vice President for Academic
Affairs. Inresponse to reasonable requests from elected faculty representatives or
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X111,

other University officials, the Executive Vice President for Academic Affairs will
give careful consideration to additional measures to address concerns of the
respondent relating to the consegquences of the inquiry and/or investigation
conducted by GW, including consideration of interim support (ordinarily not to
exceed one year) for the respondent’ s ongoing research activities.

Protection of the Complainant and Others

Regardless of whether GW or ORI determines that research misconduct occurred,
the Associate Vice President for Health Research will undertake reasonable
efforts to protect complainants who made allegations of research misconduct in
good faith and others who cooperate in good faith with inquiries and
investigations of such allegations. Upon completion of an investigation, the
Executive Vice President for Academic Affairswill determine, after consulting
with the complainant, what steps, if any, are appropriate to protect the position or
reputation of the complainant. The Associate Vice President for Health Research
will be responsible for coordinating such steps, in consultation with the Executive
Vice President for Academic Affairs. The Associate Vice President for Health
Research will also take appropriate steps during the inquiry and investigation to
prevent any known or reasonably suspected retaliation against the complainant.

Allegations Not Made in Good Faith

If relevant, the Associate Vice President for Health Research will determine
whether the complainant’ s allegations of research misconduct were made in good
faith. If an allegation was not made in good faith, the Associate Vice President
for Health Research will determine whether any administrative action should be
taken against the complainant.

Interim Administrative Actions
GW officials will take interim administrative actions, as appropriate, to protect

Federal funds, protect ongoing research activities, and ensure that the purposes of
the Federal financial assistance are carried out.

Record Retention

After completion of a case and all ensuing related actions, the Associate Vice President
for Health Research will prepare a complete file, including the records of any inquiry or
investigation and copies of all documents and other materials furnished to the him or her
or the investigation committee. The Associate Vice President for Health Research and
Technology will keep the file for seven years after completion of the case or the
completion of any PHS proceeding involving the research misconduct allegation,
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whichever islater. ORI or other authorized DHHS personnel will be given accessto the
records upon request, for cases related to PHS funding.

Resources:
e Federal Policy on Research misconduct—www.ostp.gov/html/001207_3.htm
e Model Policy for Responding to Allegations of Research misconduct —http://ori.dhhs.gov
e PHS Regulations—42 CFR 50.101 et seq.

e PHSProposed Rules, Federal Register, Vol. 69, No. 74
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A RESOLUTION TO ENDORSE REVISED DISCLOSURE FORMSAND
CONFORMING CHANGESTO THE GEORGE WASHINGTON UNIVERSITY
POLICY ON CONFLICTSOF INTEREST AND COMMITMENT (04/6)

WHEREAS, federal requirements regarding conflicts of interest pertaining to federally-
sponsored research were first addressed in The George Washington University Policy on
Conflicts of Interest in Federally Funded Research (1995); and

WHEREAS, this policy was superseded by The George Washington University Policy
on Conflicts of Interest and Commitment (1998) (hereinafter the “Policy on Conflicts of
Interest”), whose scope included not only research conflicts of interest but other conflicts
of interest and commitment involving faculty members and persons responsible for the
design, conduct, or reporting of externally funded programs (hereinafter “Investigators’);
and

WHEREAS, the Policy on Conflicts of Interest was amended in May 2004, in order to
bring the Policy into compliance with applicable federal regulations concerning conflicts
of interest in externally-sponsored research; and

WHEREAS, the University Administration has proposed two revised disclosure forms,
pursuant to the Policy on Conflicts of Interest, to be completed by (1) faculty members
and Investigators in connection with their annual reports to the University, and (2) faculty
members and Investigators in connection with proposals for external funding (hereinafter
“Disclosure Forms™); and

WHEREAS, representatives of the Faculty Senate Committee on Professional Ethics and
Academic Freedom and the Faculty Senate Committee on Research have met with
Administration representatives and, after making modifications, have agreed to the
contents of the revised Disclosure Forms: and

WHEREAS, representatives of the foregoing Senate Committees and the Administration
have also agreed on technical changesto the Policy on Conflicts of Interest in order to
make appropriate references to the revised Disclosure Forms; and

WHEREAS, the Policy on Conflicts of Interest, marked to show the agreed technical
changes, is attached to this Resolution as Exhibit A; and

WHEREAS, the revised Disclosure Forms agreed to by representatives of the foregoing
Senate Committees and the Administration are attached hereto as Exhibits B and C; and

WHEREAS, the Faculty Senate believes that the technical changes to the Policy on
Conflicts of Interest and the revised Disclosure Forms are consistent with the best
interests of the University and its faculty; NOW, THEREFORE

BE IT RESOLVED BY THE FACULTY SENATE OF THE GEORGE
WASHINGTON UNIVERSITY:



D

(2)

3

That the Faculty Senate hereby endorses the proposed technical changes to
the Policy on Conflicts of Interest, as shown on Exhibit A attached to this
Resolution; and

That the Faculty Senate hereby endorses the revised Disclosure Forms as
referenced in Part 1V.A. of the Policy on Conflicts of Interest and attached
to this Resolution as Exhibits B and C; and

That the Faculty Senate expects that, consistent with the procedures
described above, future amendments to the Policy on Conflicts of Interest
and the Disclosure Forms will be presented to the Faculty Senate for its
review and recommendations prior to the adoption thereof by the
University.

Faculty Senate Committee on Professional Ethics and Academic Freedom
Faculty Senate Committee on Research
January 13, 2005



Exhibit A

Changes Submitted for Endorsement by Faculty Senate 1/21/05

POLICY ON CONFLICTS OF INTEREST AND COMMITMENT
FOR FACULTY AND INVESTIGATORS

The George Washington University

Contents

l. General Statement

. Consulting, Other Professional Activities, and Research Support from Outside Entities
. Reportable Interests

V. Procedures for Review
V. Resources for Information on Financial Conflicts of Interest

Disclosure Forms

I.  GENERAL STATEMENT
A. Purpose and scope of policy.

This Policy is designed to assist faculty and the University in the identification of potential and actual conflicts
of interest and to support compliance with applicable government regulations. For purposes of this Policy, the
terms "Faculty” and "Faculty Member" mean those individuals defined in the Faculty Code, pages 1 and 2,
section |, subsection B, items 1, 3, and 4, and the term Investigator refers to any person responsible for the
design, conduct or reporting of externally sponsored University research, including without limitation Research
Scientists, Senior Research Scientists and L ead Research Scientists.

B. Underlying principles.

The Faculty Code states, "faculty shall have a primary responsibility of devoting their time, thought, and energy
to service of the University." Of no lessimportance is a Faculty Member's responsibility to further his or her
own professional development and the goals of hisor her professional discipline. Normally a Faculty Member's
participation in activities of governmental, industrial, and professional institutions is consistent with academic
interests of the University and the Faculty Member.

Conflicts of interest may occur when there is a divergence between a Faculty Member's private interests and
professional service to the University. Conflicts of interest differ in nature and degree. The goal of any
institution cannot be to eliminate al conflicts of interest. Rather it should be to establish boundaries within
which conflicts of interest are tolerable and beyond which they are intolerable; processes for review of actual
and apparent conflicts of interest; and appropriate mechanisms for management of tolerable conflicts of interest.

Faculty activities shall be conducted in a manner that avoids inappropriate conflicts of interest. As specifically
described in Sections |1 and 111, conflicts of interest may require review and oversight when:

1. the University isdeprived of appropriate (compensated) time and effort of the Faculty Member
due to external commitments (for example, when a Faculty Member exceeds the limitations of the "one-
day-a-week" rule set forth in Section 11.B.; or accepts obligations that may frequently conflict with
scheduled classes or other academic responsibilities);

2. substantial useis made of human and material resources of the University for non-University
purposes (for example, when a Faculty Member or Investigator inappropriately uses University
equipment, supplies, personnel, and other facilities and resources for activities that yield financial



benefit to the Faculty Member, Investigator or athird party; or receives outside financial incentives
that distort scholarly activity or the shaping of academic goals; or facilitatesthe erroneousimpression that the
University endorses or is connected to an outside activity);

3. theFaculty Member's or Investigator’s extra-University financial involvements affect, or reasonably
appear to have asignificant potential to affect, his or her academic responsibilities, or ~ compromise basic
scholarly activity or freedom of action (for example, when a Faculty Member or Investigator hires afamily

member; or enters into an agreement to limit or delay the free publication, or access to the results, of
sponsored research, other than according to normal  University practice (asin the case of patents); or hasa
reportable interest in atransaction described in Section 111.B.; or when a Faculty Member, Investigator or his or
her immediate family member isafounder, board member or equity stakeholder in a company sponsoring
the Faculty Member’s or Investigator’s research); or

4. theUniversity is deprived of appropriate potential financial gain (for example, when a Faculty
Member or Investigator inappropriately seeksto obtain research support in a manner that substantially
undermines responsibilities of the Office of Sponsored Research; or has an outside
commitment that provides an individual or organization, other than the University, intellectual
or tangible property rights, such as patent ownership or license rights, that ought to accrue to
the University).

C. Nature of policy.

Because precise boundaries are difficult to establish without reference to specific facts, it is prudent to establish
aflexible, not formulaic, approach based on principles of fairness and trust. Fairnessis advanced by policies
firm enough to provide clear guidance and consistency, yet sufficiently flexible to accommodate diversity of
discipline and unique circumstance. Trust is advanced by appropriate disclosure and discussion. In light of these
principles, this Policy has two essential elements: (1) Faculty are provided a mechanism to report and seek
guidance concerning significant actual, potential, and apparent conflicts of interest, thus to ensure appropriate
disclosure and that the interests of the Faculty Member and the University are well served. To promote fairness,
all Faculty are required to report, as set forth in this Policy. (2) Each school

shall administer in accordance with this Policy: a procedure for annual Faculty disclosure of reportable actual,
potential, and apparent conflicts of interest; disclosure by Faculty of information pertinent to such conflicts; and
aprocedure for review and resolution of any lack of agreement arising from disclosure of such conflicts.

D. Obligation of University.

In its promotion and administration of research and otherwise, the University shall be sensitive to prospective
conflicts of interest involving Faculty and Investigators, including, for example, with respect to (1) the
independence of Faculty and Investigators to determine subjects of research and scholarship and (2) enabling
Faculty and Investigators to report accurately their time and effort.

. CONSULTING, OTHER PROFESSIONAL ACTIVITIES, AND RESEARCH SUPPORT FROM
OUTSIDE ENTITIES

A. The merit of externa involvements.

Increasingly, industry and government rely on university faculties for advice. Such practical contributions from
higher education institutions to the nonacademic world have provided many Faculty Members the opportunity
to use their knowledge and talents constructively, to strengthen their competence through a greater variety of
professional experiences, to enhance the Faculty Member's and the University's scholarly reputation, and to
serve the public interest.

B. "One-day-a-week" rule.



A full-time Faculty Member may spend the equivalent of up to one working day aweek during the academic
year on outside consulting and other professional activities, provided such commitments do not interfere with
University obligations. Payments for such activities are negotiated by the Faculty Member directly and do not
involve the University. This privilegeis not extended to research Faculty Members paid wholly from research
grants or contracts, or other physician Faculty Members whose University contracts preclude such activities.

C. Administration of the rule.

The department chair (or, where applicable, head of other pertinent academic unit) and the dean are responsible
for ensuring compliance with this Policy and that no Faculty Member abuses this privilege. In particular,
Faculty involved in private income-producing activities shall not, absent prior written approval by the Executive
Vice President for Academic Affairs ("Executive Vice President"), for such purposes substantially utilize
University space or resources or the services of secretaries or other University staff, provided that this Policy
does not prohibit incidental use of personal office space, local telephone, library resources, and personal
computer equipment.

D. Need for written sponsored-research agreements.

Before the University entersinto any arrangement in which an entity outside the University provides support for
research, aclearly stated written agreement should be negotiated that sets forth the Faculty Member's, the
Investigator’s, the University's, and the external entity's expectations. Funding amounts and other financial
arrangements, realistic timetables for mutually agreed objectives, and intellectual property agreements should
be in writing before work begins. If the research project involves or may potentially involve a product or service
with commercia potential, that prospect must be made known to al partiesin advance.

. REPORTABLE INTERESTS
A. Reportable interests (i.e., "significant financial interests") defined.

This Section |11 and the disclosure requirements contained in Section IV apply only to transactions
and relationships, described in Section 111.B, that involve a Faculty Member,* Investigator or immediate family
member, the University, and an outside entity. For purposes of this Policy:

e "Immediate family member" means spouse/domestic partner and dependent children.

e "Significant financial interest" means (1) any stock, stock option, or similar ownership interest in the
outside entity by the Faculty Member or Investigator that, alone or together with interests of
immediate family members, isvalued at least at the lesser of $10,000 or five percent of the total
ownership interests in the outside entity, excluding any interest arising solely by reason of investment
by amutual, pension, or other institutional investment fund over which neither the Faculty Member,
Investigator nor an immediate family member exercises control; or (2) receipt, individually or
collectively by a Faculty Member, Investigator and immediate family members, of, or theright or
expectation to receive, income, whether in the form of afee (e.g., consulting), salary, allowance,
forbearance, forgiveness, interest in real or personal property, dividend, royalty derived from the
licensing of technology or other processes or products, rent, capital gain, real or personal property, or
any other form of compensation, or any combination thereof, that over the last 12 months exceeded or
over the next 12 months is expected to exceed $10,000 in income of all types; or (3) that the Faculty

! Principal investigators should take the lead in identifying those individuals in their organizations who are
"responsible for the design, conduct or reporting” of externally sponsored University research and therefore are
Investigators potentially subject to conflict of interest disclosure requirements. Such individuals may not be
limited to the Pl and/or co-PI, but could include, depending on the circumstances, persons such as technicians,
other staff members and unpaid lab workers.



Member, Investigator or immediate family member provides services as a principal investigator for, or
holds a management position in, an outside entity.?

B. Transactions covered.

Before the University entersinto any transaction potentially presenting an apparent or actual conflict of interest,
and annually thereafter, a Faculty Member or Investigator must submit to the school dean a written disclosure of
any current or pending relationship of such Faculty Member, Investigator or immediate family member with the
outside entity, the relationship of the proposed University activity to the entity, and, if desired, means by which
the Faculty Member or Investigator will manage his or her University role in relation to the Faculty Member's,
Investigator’s or immediate family member'srole or interest in the entity. The Disclosure Forms annexed to
this Policy pursuant to Part IV.A.1. provide descriptions of covered transactions for which Faculty Members
and Investigators must make disclosure. Some examples of such covered transactions are:

1 Gifts to the University of cash or property that will be under the control, or will directly
support the teaching or research activities, of a Faculty Member or Investigator from an
outside entity in which the Faculty Member, Investigator or immediate family member  has

asignificant financia interest;

2. Sponsored-project proposals as to which the involved Faculty Member, Investigator or
immediate family member has a significant financial interest in the proposed sponsor or
in a proposed subcontractor, vendor or collaborator;

3. University technology-licensing arrangements with an outside entity in which the Faculty
Member, Investigator or immediate family member has asignificant financial interest;

4. Procurement of materials or services from an outside entity in which the Faculty Member,
Investigator or immediate family member has a significant financial interest, if the Faculty
Member or Investigator is personaly involved in or has the ability to influence the formation
or implementation of the procurement transaction; and

5. Submission to an external sponsor of an application for funding of University research in
the design, conduct or reporting of which a Faculty Member or Investigator plansto
participate that would reasonably appear to affect the Faculty Member's, Investigator’s or
immediate family member'sinterest in an outside entity or would reasonably appear to
affect the entity's financial interests.

A Faculty Member or Investigator who seeks funding from or who works on a project funded by an external
sponsor must comply with that sponsor’s additional requirements, if any, related to disclosure, management, and
avoidance of conflicts of interest.

C. Ongoing and elective disclosures.

In addition to disclosures required under Section 111.B., Faculty members and Investigators shall disclose to the
department chair (or, where applicable, head of other pertinent academic unit) or dean on an ad hoc basis
current or prospective situations that are likely to raise questions of reportable conflict of interest under this
Policy, including any new reportable significant financial interests, as soon as such situations become known to
the Faculty Member or Investigator. In addition, a Faculty Member or Investigator may elect to disclose
voluntarily other financial benefit to the Faculty Member, Investigator or immediate family member, related to
an existing or contemplated rel ationship between the University and an outside entity with which the Faculty

2 “Significant financial interest” does not include: (1) salary, royalties or other remuneration from the
University; (2) income from seminars, lectures or teaching engagements sponsored by public or non-profit
entities; or (3) income from service on advisory committees or review panels for public or non-profit entities.



Member, Investigator or immediate family member is or expects to be involved, if the Faculty Member or
Investigator deems it desirable to seek review in accordance with the procedures specified in Section V.

D. Additional reporting procedures for research.
Consistent with the requirements of external sponsors, including federal government agencies, this Policy is
designed to identify potential, actual and apparent conflicts of interest and support compliance with applicable
rules and regulations. A number of external organizations, in particular the Public Health Service and the
National Science Foundation, have developed palicies requiring the disclosure of financial
conflicts of interest. Under PHS and NSF rules and regulations,’ a Faculty Member or Investigator utilizing or
seeking PHS or NSF funding has a potential conflict of interest if the Faculty Member, Investigator or his’her
immediate family member has a“significant financial interest” (as defined in paragraph I11.A, above) that could
directly and significantly affect the design, conduct or reporting of the PHS- or NSF-funded research.* The
University isrequired to report to PHS, prior to the expenditure of any funds under a PHS award, the existence
(but not the nature) of any conflict and to assure PHS that the conflict has been managed, reduced or eliminated.
For conflicting interests identified subsegquent to the University’ sinitial report under a PHS award, the
University is obligated to report the conflict and manage, reduce or eliminate it, at least on an interim basis,
within 60 days of itsidentification. NSF also requires the University to report any conflict the University is
unable to manage satisfactorily. As part of the NSF grant proposal process, the University additionally must
certify that actual or potential conflicts were, or prior to funding will be, managed, reduced, or eliminated, or
disclosed to NSF.

In order to manage conflicts of interest, the University may impose conditions or restrictions on itself, on the
design and conduct of research, and on Faculty Members and Investigators, such as requiring:

1) public disclosure of significant financial interests;

2) monitoring of research by independent reviewers,

3) modification of the research plan;

4) disqualification from participation in al or part of the funded research;

5) divestiture of the significant financial interest; and/or

6) severance of relationships that create actual, potential or reasonably apparent conflicts of interest.

If a Faculty Member or Investigator fails to comply with this Policy and, as aresult, has biased the design,
conduct or reporting of PHS-funded research, the University will promptly notify PHS of the corrective action
taken or to be taken. Furthermore, in any case where a PHS-funded project of clinical research evaluating the
safety or effectiveness of adrug, medical device or treatment has been designed, conducted or reported by a
Faculty Member or Investigator with a conflicting interest that was not disclosed or managed as required by this
Policy, the University will require the Faculty Member or Investigator to disclose the conflicting interest in each
public presentation of the results of the research, and the Faculty Member or Investigator shall do so.

In accordance with PHS and NSF requirements, the University will maintain all records of financial disclosures
made by Faculty Members and Investigators and actions taken by the University with respect to conflicts of
interest for at least three years from the termination or completion of the relevant grant, and will make such
records available in appropriate circumstances for inspection and review upon request by those agencies.

3 See PHS 42 CFR Part 50, Subpart F, “ Responsibility of Applicants for Promoting Objectivity in Research for Which
PHS Funding is Sought,” and PHS 45 CFR Part 94, “Responsible Prospective Contractors.” PHS excludes Small
Business Innovation Research (SBIR) and Small Business Technology Transfer (STTR) Program Phase | applications
fromitsregulations. NSF conflict of interest rules are incorporated into the NSF Grant Policy Manual, Ch. V, Sec. 510,
“Conflict of Interest Policies,” NSF Grant General Conditions and NSF Grant Proposal Guide. See Section V of this
Policy for alist of resources providing information on financial conflicts of interest.

* PHS defines “research” as; “A systemic investigation designed to develop or contribute to generalizable
knowledge relating broadly to public health, including behavioral and social-sciencesresearch. The term
encompasses basic and applied research and product development. Asused in [the PHS regulations], the term
includes any such activity for which research funding is available from a PHS Awarding Component through a
grant or cooperative agreement, whether authorized under the PHS Act or other statutory authority.”



Furthermore, pursuant to PHS requirements, all subgrantees, contractors and collaborators on PHS-funded
research at the University must either comply with this Policy or provide assurances to the University that
enable the University to satisfy PHS regulations.

Faculty Members and Investigators also should be aware of Food and Drug Administration (FDA) regulations
(21 CFR 54) regarding conflicts of interest, which apply to any applicant who submits a marketing application
for ahuman drug, biological product or device, and who submits clinical studies covered by the regulation. The
regulations require the disclosure of conflicts or a certification that no financial conflicts exist.

Other sponsors may have specific requirements regarding the disclosure of financial interests. For more
information, contact the sponsor or the Office of Research Services.

V. PROCEDURES FOR REVIEW
A. Review of disclosure form; management of disclosed conflicts.

1 Faculty Members and Investigators shall supply the annual and ad hoc disclosures required by
Section |11 on the annexed Disclosure Forms, for confidential review by the Administration.
Each dean shall forward to the Executive Vice President a copy of each Disclosure Form
submitted by a Faculty Member or Investigator, any related material submitted by a Faculty
Member or Investigator, and the dean's recommendation for action.

2. If the dean, with the concurrence of the Executive Vice President, determines that the conduct
disclosed is permissible under this Policy, the Faculty Member or Investigator shall be so
informed in writing. Guidance on types of conduct approved shall be provided the Faculty
from time to time, without identifying Faculty Members or Investigators who received
approval.

3. If the dean or the Executive Vice President determines that the conduct may present an actual
conflict of interest, or reasonably appearsto present a significant potential for such a conflict
of interest, within the scope of this Policy, conditions or restrictions to manage or prohibit the
conflict, agreeable to the Executive Vice President, may be imposed. Such conditions or
restrictions may include, but are not limited to: Public disclosure of significant financial
interests; monitoring of research by independent reviewers, modification of the research plan;
disqualification from participation in al or part of an externally funded research project;
divestiture of significant financial interests; and severance of relationships that create actual
or reasonably apparent conflicts of interest.

4, It is not the object of this Policy to discourage outside activities by Faculty and Investigators
that present no actual or reasonably apparent conflict of interest within the scope of this
Policy. Instead, the review process is designed to allow Faculty Members and Investigators to
undertake permissible activities without concern about later criticism, to provide the
University accurate information about those Faculty and Investigator activities, and to
befair to al involved.

B. Procedures for resolving disputes about conflicts.

1 If adean learns from a Faculty Member, Investigator or otherwise of conduct the dean
believes presents a significant question under this Policy, the dean should discuss the
conduct with the Faculty Member or Investigator; shall relate his or her findingsto the
Executive Vice President, and subject to the concurrence of the Executive Vice President
shall advise the Faculty Member or Investigator whether the conduct is permissible under
this Policy without conditions or restrictions; (b) may be undertaken subject to conditions
or restrictions as described in Section 1V.A.3 above; (c) or should cease, subject to
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further review. If the dean or Executive Vice President determines that conditions or
restrictions should be imposed, the Faculty Member or Investigator shall, as the case may
be, cease the conduct, accept the conditions or restrictions agreeabl e to the Executive
Vice President, or seek review of the matter by the school's Conflicts Consultation
Committee.

Any member of the University community ("Complainant") may bring directly to the
attention of a school's Committee a probative and not frivolous matter alleged to be
reportable under this Policy. A Faculty Member or Investigator whose activity has been
guestioned shall be entitled to know the identity of the person or persons bringing such
allegations to the Committee and the full extent of the allegations.

A school's Conflicts Consultation Committee, unless otherwise authorized by the Executive
Vice President, shall be composed of at least five Faculty Members of the school, elected,
ordinarily annually, by the Faculty of the school. The Committee's function shall be to
conduct a hearing if necessary, to make written findings about any disputed facts, and to write
areasoned recommendation as to whether the conduct entails a reportable conflict of interest
under this Policy and whether the conduct may be undertaken subject to conditions or
restrictions.

The dean, the Executive Vice President, the Complainant, the Faculty Member or the
Investigator may consult a member of the Conflicts Consultation Committee informally, with
that member's consent, before the matter isreferred to it, to discuss whether a given activity
would entail areportable conflict of interest under this Policy and/or what if any conditions or
restrictions would be appropriate, but no such informal advice should bind any party to the
process described above. The Committee member who has provided such consultation shall
not participate in the hearing or decision.

The Executive Vice President shall review the Committee's recommendation, confer with
the Dean, and render aformal decision.

A Faculty Member or Investigator dissatisfied with the Executive Vice President's
decision may appead it to the University Conflicts Resolution Panel ("Panel"), which shall
be composed of five Faculty Members nominated by the Faculty Senate Executive
Committee in consultation with the Executive Vice President and elected by the Faculty
Senate. Members of the Panel shall ordinarily serve for staggered three-year terms.

The Panel shall be bound by the factual findings of the school Conflicts Consultation
Committee unless in the judgment of the Panel the school Committee clearly failed to
consider important facts submitted to it. Ordinarily there should be no need for a hearing
before the University Panel and no augmenting of the factual record.

A member of the Panel from the school from whose Committee the appeal is taken may
not participate in the appeal. No informal or other ex parte communication with members
of the Panel shall be permitted as to a matter that has been or may be brought before the
Panel.

The Panel shall render its report to the affected Faculty Member or Investigator, the dean,
and the Executive Vice President. The conclusion of the Panel shall be forwarded to the
Administration for final disposition.

To the extent that conduct of Faculty or Investigators who are identified in Section 1.D.1.
isultimately determined to be impermissible under this Palicy, the Executive Vice
President (or other supervisors, for Investigators) may impose sanctions not inconsistent
with the substantive and procedural requirements of the Faculty Code (or other applicable
procedures).



11. A Faculty Member or Investigator whose conduct has been ultimately determined to be
permissible under this Policy shall be insulated from school or University sanction for
that conduct. However, another Faculty Member or Investigator may not rely on an
approval that addressed a different Faculty Member's or Investigator’s conduct, as it may
have been based on unique circumstances.

V. RESOURCES FOR INFORMATION ON FINANCIAL CONFLICTS OF INTEREST

NIH home page:
www.hih.gov

NIH conflict of interest requirements:
http://grantsl.nih.gov/grants/policy/emprograms/overview/ep-coi.htm

NIH list of conflict of interest information resources available on the Web:
http://grantsl.nih.gov/grants/policy/coi/resources.htm

NSF home page:
www.nsf.gov

NSF “Grant Policy Manual, Chapter V — Grantee Standards”:
http://www.nsf.gov/pubs/2002/nsf02151/gpm5.htm

Frequently asked questions concerning PHS and NSF investigator conflicts of interest
www.hih.gov/grants/policy/coifag.htm

FDA home page:
www.fda.gov

FDA “Device Advice: Financial Disclosure’:
www.fda.gov/cdrh/devadvice/ide/financial .shtml

FDA guidance “Financial Disclosure by Clinical Investigators’:
www.fda.gov/oc/quidance/financialdis.html

DHHS draft interim guidance “ Financial Relationshipsin Clinical Research: Issues for Ingtitutions, Clinical
Investigators and IRBs to Consider When Dealing with Issues of Financial Interests and Human Subject
Protection”:

http://ohrp.osophs.dhhs.gov/humansubjects/finreltn/finguid.htm

National Bioethics Advisory Committee publication: “Ethical and Policy Issuesin Research Involving Human
Participants’:
http://bi oethics.georgetown.edu/nbac/pubs.html

Association of American Medical Colleges Task Force on Financial Conflicts of Interest in Clinical Research
report “ Protecting Subjects, Preserving Trusts, Promoting Progress — Policy and Guidelines for the Oversight of
Individual Financial Interestsin Human Subjects Research”:

http://www.aamc.org/members/coitf/firstreport. pdf

Association of American Universities Task Force on Research Accountability “ Report on Individual and
Ingtitutional Financial Conflict of Interest”:
http://www.aau.edu/research/COI.01.pdf



http://www.nih.gov/
http://grants1.nih.gov/grants/policy/emprograms/overview/ep-coi.htm
http://grants1.nih.gov/grants/policy/coi/resources.htm
http://www.nsf.gov/
http://www.nsf.gov/pubs/2002/nsf02151/gpm5.htm
http://www.nih.gov/grants/policy/coifaq.htm
http://www.fda.gov/
http://www.fda.gov/cdrh/devadvice/ide/financial.shtml
http://www.fda.gov/oc/guidance/financialdis.html
http://ohrp.osophs.dhhs.gov/humansubjects/finreltn/finguid.htm
http://bioethics.georgetown.edu/nbac/pubs.html
http://www.aamc.org/members/coitf/firstreport.pdf
http://www.aau.edu/research/COI.01.pdf

Council on Governmental Relations, “Recognizing and Managing Persona Financial Conflicts of Interest”
(2002) (available in hard copy from the University Office of Research Services and the Medical Center Office
of Health Research, Compliance and Technology Transfer)

Adopted by the Faculty Senate of The George Washington University, 13 February 2004

Adopted by The George Washington University Board of Trustees, 14 May 2004



Exhibit B etols

Submitted for Endor sement by the Faculty Senate on 1/21/05
Annual Faculty Member and Investigator Financial Interest Disclosure Form

Pursuant to The Geor ge Washington University Policy on Conflicts of I nterest
and Commitment for Faculty and Investigators (May 14, 2004)

The Faculty Senate and the Board of Trustees approved an updated University-
wide Policy on Conflicts of Interest and Commitment for Faculty and Investigators in May 2004.
The full policy is available at my.gwu.edu/files/policies/Conflictofl nterestandcommitment.pdf.
The policy requires that each faculty member and investigator complete this form yearly.

The purpose of thisform isto assist faculty, investigators, and the University in
the identification of potential and actual conflicts of interest and to support compliance with
applicable government regulations. Because of the complexities of The George Washington
University, it isnot unusual for an employee to respond affirmatively to one or more of the
following questions. An affirmative response in no way implies that a conflict of interest
necessarily exists or, if it does, that it cannot be managed.. Please be assured that responses to
this questionnaire will be held in confidence, and that responses requiring further clarification
will be brought to your immediate attention.

Faculty Member or Investigator Name:

Department/Unit:

College/Unit:

PART | (Tobecompleted by all Faculty and | nvestigator s)

A. Definitions

The term significant financial interest means

(2) any stock, stock option, or similar ownership interest in an outside entity by the Faculty
Member or Investigator that, alone or together with interests of immediate family members, is
valued at least at the lesser of $10,000 or five percent of the total ownership interestsin the
outside entity, excluding any interest arising solely by reason of investment by a mutual, pension,
or other institutional investment fund over which neither the Faculty Member, Investigator nor
any immediate family member exercises control; or

(2) receipt, individually or collectively by a Faculty Member, Investigator and immediate family
members of, or the right or expectation to receive, income, whether in the form of afee (e.g.,
consulting), salary, allowance, forbearance, forgiveness, interest in real or personal property,
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dividend, royalty derived from the licensing of technology or other processes or products, rent,
capital gain, real or personal property, or any other form of compensation, or any combination
thereof, that over the last 12 months exceeded or over the next 12 months is expected to exceed
$10,000 in income of al types; or

(3) that the Faculty Member, Investigator, immediate family member or close family member
provides services as a principal investigator for, or holds a management position in, an outside
entity; or

(4) that aclose family member holds an ownership interest in an outside entity or hasaright to
receive income from an outside entity, if such ownership interest or right to receive income
would be treated as a“ significant financial interest” with respect to a Faculty Member or
Investigator under (1) or (2), above.

Significant financial interest does not include: (1) salary, royalties or other remuneration from
the University; (2) income from seminars, lectures, or teaching engagements sponsored by public
or non-profit entities; or income from service on advisory committees or review panels for public
or non-profit entities.

The George Washington University (and University) means The George Washington
University and any entity owned in whole or in part, directly or indirectly, or controlled by the
University, including the Medical Faculty Associates (MFA) and any joint venture.

Gifts do not include honoraria (e.g., remuneration or gifts-in-kind) received in connection
with (1) participation in seminars, lectures, or teaching engagements sponsored by public or non-
profit entities or (2) service on advisory committees or review panels for public or non-profit
entities.

Immediate family member includes an employee’ s spouse/domestic partner and
dependent children.

Close family member includes an employee’ s non-dependent children, as well as father,
mother, sisters and brothers of the employee and the employe€’ s spouse/domestic partner.

Material conflict of interest means a conflict of interest that has the potential (i) to
influence a person’ s decisions or conduct or (ii) to have a non-trivial impact on the financial
situation of a person or an entity in which that person or an immediate family member has a
significant financial interest.

To your knowledge means your actual knowledge or knowledge that you should
reasonably be expected to have based on information that has been provided to you or isin
your possession. To your knowledge does not imply a duty to make inquiries to discover facts
that are not known to you or to obtain information that has not been provided to you or is not
iNn your possession.
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B. Certification asto Employee and | mmediate Family Members

1. Do you have, or does any immediate family member have, any of the
relationships, transactions, activities, or financial interests described below in subparagraphs (a)
through (h)?

@ An outside entity in which you have or an immediate family member has a
significant financial interest has made, or will make, a gift to The George Washington
University of cash or property that will be under your control or will directly support
your teaching or research activities.

(b) Y ou have or an immediate family member has a significant financial
interest in the proposed or current sponsor of, or a proposed or current subcontractor,
vendor, or collaborator for, a sponsored project involving The George Washington
University.

(c) Y ou have an actual or proposed technology licensing or
commercialization arrangements with an outside entity in which you have or an
immediate family member has a significant financial interest and where those
arrangements might reasonably be perceived asinvolving or creating the appearance of a
material conflict of interest with your appointment at The George Washington University.

(d) You are or will be personally involved in, or you have or will have the
ability to influence the formation or implementation of, a transaction in which The
George Washington University, directly or indirectly, is procuring or will procure
property, goods or services from an outside entity in which you have or an immediate
family member has a significant financial interest.

(e The design, conduct or reporting of your current or proposed externally
funded research at The George Washington University does impact or will impact a
significant financial interest that you hold or an immediate family member holdsin an
outside entity.

) Y ou are or an immediate family member is a director, officer, sole owner,
partner, employee, agent, consultant, or advisor of a business enterprise that to your
knowledge supplies The George Washington University with any property, goods,or
services.

(9) Y ou have or an immediate family member has a significant financial
interest in a business enterprise (excluding any investment representing less than 1
percent of the total equity of apublicly traded entity) that to your knowledge supplies
The George Washington University with any property, goods, or services.

(h) You are adirector, officer, sole owner, partner, employee, agent,
consultant, or advisor of, or you have asignificant financial interest in, a business
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enterprise (other than The George Washington University) that to your knowledge
engages in the business of higher education or the delivery of patient care services.

Yes No

2. In the past 12 months, to the best of your knowledge, have you or has any
immediate family member received aloan of money, property, or services in the amount of $250
or more (excluding any loan from a bank or other financial institution), or received a gift of
money, property, services, or out-of-home entertainment with a value exceeding $100, from a
business enterprise that to your knowledge supplies property, goods, or servicesto The George
Washington University?

Yes No

3. In the past 12 months, to the best of your knowledge, have you received aloan of
money, property, or services in the amount of $250 or more (excluding aloan from a bank or
other financial institution), or received a gift of money, property, services, or out-of-home
entertainment with a value exceeding $100, from a business enterprise (other than The George
Washington University) that engages in the business of higher education or patient care services?

Yes No

4, Do you have, or does any immediate family member have, any other relationships,
transactions, activities, or financial interests that might reasonably be perceived asinvolving, or
creating the appearance of, amaterial conflict of interest with your appointment at The George
Washington University?

Yes No

If your answer to any of the above Questions 1-4 is Y es, please give details, including
identifying the business enterprise(s) and describing your or your immediate family member’s
relationship to it, as well as the approximate value of any income or financial interest, loan or
gift. (Where more space is required for your answers, please attach additional pages to this
guestionnaire.)
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C. Certification asto Employee and Close Family Members

1. To your knowledge, do you have or does any close family member have any of

the relationships, transactions, activities, or financial interests described below in subparagraphs
(@) through (g)?

Yes

(& Anoutside entity in which a close family member has a significant
financial interest has made, or it will make, a gift to The George Washington University
of cash or property that will be under your control or will directly support your teaching
or research activities.

(b) A close family member has a significant financial interest in the proposed
or current sponsor of, or a proposed or current subcontractor, vendor, or collaborator for,
a sponsored project involving The George Washington University.

(c) You have an actual or proposed technology licensing or commercialization
arrangements with an outside entity in which a close family member has a significant
financia interest and where those arrangements might reasonably be perceived as
involving or creating the appearance of a material conflict of interest with your
appointment at The George Washington University.

(d)  Youareor will be personally involved in, or you have or will have the
ability to influence the formation or implementation of, a transaction in which The
George Washington University is procuring or will procure property, goods, or services
from an outside entity in which a close family member has a significant financial interest.

(e) Thedesign, conduct or reporting of your current or proposed externally
funded research at The George Washington University does impact or will impact a
significant financia interest that a close family member holds in an outside entity.

(f) A closefamily member isadirector, officer, sole owner, partner, employee,
agent, consultant, or advisor of a business enterprise that to your knowledge supplies The
George Washington University with any property, goods, or services.

(g0 A closefamily member has a significant financial interest in a business
enterprise (excluding any investment representing less than 1 percent of the total equity
of apublicly traded entity) that to your knowledge supplies The George Washington
University with any property, goods, or services.

No

2. In the past 12 months, to your knowledge, has a close family member received a

loan of money, property, or services in the amount of $250 or more (excluding any loan from a
bank or other financial institution), or received a gift of money, property, services, or out-of-



Page 6 of 8

home entertainment with a value exceeding $100, from a business enterprise that to your
knowledge supplies The George Washington University with any property, goods, or services?

Yes No

3. To your knowledge, does a close family member have any other relationships,
transactions, activities, or financial interests connected to The George Washington University
that might reasonably be perceived asinvolving, or creating the appearance of, a material
conflict of interest with your appointment at The George Washington University?

Yes No

If your answer to any of the above Questions 1-3 is Y es, please give details, including
identifying the business enterprise(s) and describing your close family member’s relationship to
it, as well as the approximate value of any income or financial interest, loan or gift. (Where
more space is required for your answers, please attach additional pages to this questionnaire.)

| certify that all of the foregoing information in PART | istrue and complete to the best
of my knowledge.

Signature Date

Full Name (Printed) Position Title
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PART |l (To be completed by Univer sity officials)

Department Chair/Unit Head — Comments and Recommended Actions
To the best of my knowledge, there is no perceived or inappropriate activity or conflict.

I have reviewed this disclosure and recommend the following actions be taken:

Printed Name and Signature Date

College Dean/Director — Comments and Recommended Actions
To the best of my knowledge, there is no perceived or inappropriate activity or conflict.

| have reviewed this disclosure and recommend the following actions be taken:

Printed Name and Signature Date
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Executive Vice President for Academic Affairs— Commentsand Approval

To the best of my knowledge, there is no perceived or inappropriate activity or conflict.

| have read the Financial Interest Disclosure and, if provided, the plan to manage, reduce
or eliminate any actual, potential, or apparent conflict of interest. | approve of the Management
Pan.

Printed Name and Signature Date
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Submitted for Endor sement by the Faculty Senate 1/21/05

Proposal-Specific Investigator Financial Interest Disclosure Form

Pursuant to The Geor ge Washington University Policy on Conflicts of I nterest
and Commitment for Faculty and Investigators (May 14, 2004)

The Faculty Senate and the Board of Trustees approved an updated University-
wide Policy on Conflicts of Interest and Commitment for Faculty and Investigators in May 2004.
The full policy is available at my.gwu.edu/files/policies/Conflictofl nterestandcommitment.pdf.
Pursuant to the policy, persons responsible for the design, conduct, or reporting of University
sponsored programs (hereinafter “Investigators’) must complete this form for each proposal
submitted for external funding.

The purpose of thisform isto assist faculty, Investigators, and the University in
the identification and management of potential and actual conflicts of interest and to support
compliance with applicable government regulations. Because of the complexities of The George
Washington University, it is not unusual for an employee to respond affirmatively to one or more
of the following questions. An affirmative response in no way implies that a conflict of interest
necessarily exists or, if it does, that it cannot be managed. Please be assured that responses to
this questionnaire will be held in confidence, and that responses requiring further clarification
will be brought to your attention.

Faculty Member or Investigator Name:

Department/Unit:

Sponsor:

Title:

PART | (To be completed by all | nvestigators)

A. Definitions

The term significant financial interest means

(2) any stock, stock option, or similar ownership interest in an outside entity by the Faculty
Member or Investigator that, alone or together with interests of immediate family members, is
valued at least at the lesser of $10,000 or five percent of the total ownership interestsin the
outside entity, excluding any interest arising solely by reason of investment by a mutual, pension,
or other institutional investment fund over which neither the Faculty Member, Investigator nor

an immediate family member exercises control; or
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(2) receipt, individually or collectively by a Faculty Member, Investigator and immediate family
members of, or the right or expectation to receive, income, whether in the form of afee (e.g.,
consulting), salary, allowance, forbearance, forgiveness, interest in real or personal property,
dividend, royalty derived from the licensing of technology or other processes or products, rent,
capital gain, real or personal property, or any other form of compensation, or any combination
thereof, that over the last 12 months exceeded or over the next 12 months is expected to exceed
$10,000 in income of al types; or

(3) that the Faculty Member, Investigator, immediate family member or close family member
provides services as a principal investigator for, or holds a management position in, an outside
entity; or

(4) that aclose family member holds an ownership interest in an outside entity or has aright to
receive income from an outside entity, if such ownership interest or right to receive income
would be treated as a“ significant financial interest” with respect to a Faculty Member or
Investigator under (1) or (2), above.

Significant financial interest does not include: (1) salary, royalties or other remuneration from
the University; (2) income from seminars, lectures, or teaching engagements sponsored by public
or non-profit entities; or income from service on advisory committees or review panels for public
or non-profit entities.

The George Washington University (and University) means The George Washington
University and any entity owned in whole or in part, directly or indirectly, or controlled by the
University, including the Medical Faculty Associates (MFA) and any joint venture.

Gifts do not include honoraria (e.g., remuneration or gifts-in-kind) received in connection
with (1) participation in seminars, lectures, or teaching engagements sponsored by public or non-
profit entities or (2) service on advisory committees or review panels for public or non-profit
entities.

Immediate family member includes an Investigator’ s spouse/domestic partner and
dependent children.

Close family member includes an Investigator’s non-dependent children, as well as
father, mother, sisters and brothers of the Investigator and the Investigator’s spouse/domestic
partner.

To your knowledge means your actual knowledge or knowledge that you should
reasonably be expected to have based on information that has been provided to you or isin
your possession. To your knowledge does not imply a duty to make inquiries to discover facts
that are not known to you or to obtain information that has not been provided to you or is not
iNn your possession.
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B. Certification asto I nvestigator and |mmediate Family Members

1 Do you have, or does any immediate family member have, any of the

relationships, transactions, activities, or financial interests described below in subparagraphs (a)
through (g)?

Yes

@ An outside entity in which you have or an immediate family member has a
significant financial interest has made, or will make, a gift to The George Washington
University of cash or property that will be under your control or will directly support this
sponsored project.

(b) Y ou have or an immediate family member has a significant financial
interest in the proposed or current sponsor of, or a proposed or current subcontractor,
vendor, or collaborator for, this sponsored project.

(© Y ou have or an immediate family member has an actual or proposed
technology licensing or commercialization arrangement with the proposed or current
sponsor of, or a proposed or current subcontractor, vendor, or collaborator for, this
sponsored project.

(d).  Youareor will be personally involved in, or you have or will have the
ability to influence the formation or implementation of, a transaction to procure property,
goods, or services for this sponsored project from an outside entity in which you have or
an immediate family member has a significant financial interest.

(e The design, conduct or reporting of this sponsored project does impact or
will impact asignificant financial interest that you hold or an immediate family member
holdsin an outside entity.

) You are or an immediate family member is a director, officer, sole owner,
partner, employee, agent, consultant, or advisor of a business enterprise that to your
knowledge supplies or will supply The George Washington University with any property,
goods, or services for this sponsored project.

(9) Y ou have or an immediate family member has a significant financial
interest in a business enterprise that to your knowledge supplies or will supply The
George Washington University with any property, goods, or services for this sponsored
project.

No

2. In the past 12 months, to the best of your knowledge, have you or has any

immediate family member received aloan of money, property, or services in the amount of $250
or more (excluding any loan from a bank or other financial institution), or received a gift of
money, property, services, or out-of-home entertainment with a value exceeding $100, from:
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(a) abusiness enterprise that to your knowledge supplies property, goods, or servicesto The
George Washington University, or (b) a business enterprise (other than The George Washington
University) that engages in the business of higher education or patient care services, or (c) the
sponsor of, or a subcontractor, vendor, or collaborator for, this sponsored project?

Yes No

3. Do you have or does any immediate family member have any other relationships,
commitments, or activities that might reasonably be perceived as involving, or creating the
appearance of, a conflict of interest with respect to your involvement in this sponsored project?

Yes No

If your answer to any of the above Questions 1-3is Yes, please give details, including
identifying the business enterprise(s) and describing your or your immediate family member’s
relationship to it, as well as the approximate value of any income or financial interest, loan or
gift. (Where more space is required for your answers, please attach additional pagesto this
guestionnaire.)

C. Certification asto Investigator and Close Family Members

1 To your knowledge, do you have or does any close family member have any of
the relationships, transactions, activities, or financial interests described below in subparagraphs
(a) through (f)?

(&  Anoutside entity in which a close family member has a significant
financia interest has made, or will make, a gift to The George Washington University of
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cash or property that will be under your control or will directly support this sponsored
project.

(b) A closefamily member has a significant financial interest in the proposed
or current sponsor of, or a proposed or current subcontractor, vendor, or collaborator for,
this sponsored project.

(©)  Youareor will be personally involved in, or you have or will have the
ability to influence the formulation or implementation of, a transaction to procure
property, goods, or services for this sponsored project from an outside entity in which a
close family member has a significant financial interest.

(d) The design, conduct or reporting of this sponsored project does impact or
will impact a significant financial interest that a close family member holdsin an outside
entity.

(e) A close family member has an actual or proposed technology licensing or
commercialization arrangement with the proposed or current sponsor of, or a proposed or
current subcontractor, vendor, or collaborator for, this sponsored project.

()] A close family member is a director, officer, sole owner, partner,
employee, agent, consultant, or advisor of, or has asignificant financial interest in, a
business enterprise that to your knowledge supplies or will supply The George
Washington University with any property, goods, or services for this sponsored project.

Yes No

2. In the past 12 months, to your knowledge, has a close family member received a
loan of money, property, or servicesin the amount of $250 or more (excluding any loan from a
bank or other financial institution), or received a gift of money, property, services, or out-of-
home entertainment with a value exceeding $100, from: (a) a business enterprise that to your
knowledge supplies property, goods, or services to the George Washington University, or (b) the
sponsor of, or a subcontractor, vendor, or collaborator for, this sponsored project?

Yes No

3. To your knowledge, does a close family member have any other relationships,
transactions, activities, or financial interests that might reasonably be perceived as involving, or
creating the appearance of, a conflict of interest with respect to your involvement in this
sponsored project?

Yes No

If your answer to any of the above Questions 1-3is Yes, please give details, including
identifying the business enterprise(s) and describing your close family member’s relationship to
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it, as well as the approximate value of any income or financial interest, loan or gift. (Where
more space is required for your answers, please attach additional pages to this questionnaire.)

| certify that all of the foregoing information in PART | istrue and complete to the best
of my knowledge.

Signature Date

Full Name (Printed) Position Title
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PART |l (To be completed by Univer sity officials)

Department Chair/Unit Head — Comments and Recommended Actions
To the best of my knowledge, there is no perceived or inappropriate activity or conflict.

| have reviewed this disclosure and recommend the following actions be taken:

Printed Name and Signature Date

College Dean/Director — Comments and Recommended Actions
To the best of my knowledge, there is no perceived or inappropriate activity or conflict.

I have reviewed this disclosure and recommend the following actions be taken:

Printed Name and Signature Date




A RESOLUTION RECOMMENDING IMPROVED TIMING OF THE BUDGET
CYCLE TO PERMIT BETTER CONSULTATION WITH FACULTY (04/7)

WHEREAS, the administration has advised the Fiscal Planning and Budgeting
Committee of the Faculty Senate that it is adopting a budgeting strategy of requiring
many divisions of the University, including most of the schools, to annually reduce their
expense budgets, these funds to be sequestered and some portion returned and targeted
towards the strategic priorities of the University and schools*; and

WHEREAS, in the colleges and schools, such reductions, repeated now for
severa years, start to require deans to begin to dismantle and/or restructure academic
programs, often discontinuing part-time faculty and transferring full-time faculty to
achieve the required “savings;” and

WHEREAS, the Faculty Code, Section IX.A, entitles faculty to “an active role
...including an opportunity to make recommendations’ when such academic-program
eliminations and restructuring are being considered, but the amount of time allowed in
the budget cycle for deans to identify and report to the budget office the cut they will
make is insufficient to allow enough time for significant consultation with the faculty of
the schoolsinvolved; NOW, THEREFORE

BE IT RESOLVED BY THE FACULTY SENATE OF THE GEORGE
WASHINGTON UNIVERSITY:

1) That the budget cycle of the University, that is, the timing of the informing of
deans of budgetary targets and the fixing of dates by which recommendations are due to
the budget office, should be modified to permit deans the time and opportunity to confer
with faculty in advance of arriving at their recommended budget cuts, and to encourage
Deans to confer with faculty, and to allow faculty their Code-guaranteed right to
participate in these budget-driven restructurings, in light of the importance of the
academic consequences of this budget strategy; and

2) That, in addition to the above short-run strategy, the Administration should
commit itself to more long-range budget planning, especially academic planning in
conjunction with the deans and faculties of the colleges and schools, as we attempt to
reach our strategic goals in the next decade.

* (In FY04 1.1% of school budget expense reductions was matched with a 1.1% budget
expense reduction from Administrative units and the total reallocated to Academic
Affairs. In FY05 1.62% of school budget expenses was reallocated across the entire
University budget.)

Fiscal Planning and Budgeting Committee of the Faculty Senate
Approved: Dec. 18, 2004






