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PROCEDURES FOR DEALING WITH AND REPORTING

POSSIBLE MISCONDUCT IN SCIENCE


I.
PURPOSE:

To establish procedures for dealing with and reporting possible misconduct in science.


II.
SCOPE:

Departmentwide.


III.
RESPONSIBILITY TO REPORT MISCONDUCT:

All employees or individuals associated with the Department shall report observed, suspected, or apparent misconduct in science to the Institutional Review Board (IRB) Chair.  In the event allegations of fraud or other misconduct shall be made against the Chair, such report shall be made to the Department Director and the responsibilities assigned herein to the Chair shall transfer to the Director.


IV.
SCIENTIFIC MISCONDUCT OR MISCONDUCT IN SCIENCE IS DEFINED AS THE FOLLOWING:

Fabrication, falsification of data, plagiarism, the deliberate and knowing failure to comply with federal or state rules and regulations governing the conduct of research, and deception or other practice that seriously deviates from those that are commonly accepted within the scientific community for proposing, conducting, or reporting research.  It does not include honest error or honest differences in interpretations or judgments of data.

Allegations of scientific misconduct in research will be promptly investigated in an impartial and thorough manner.  


V.
ADMINISTRATIVE PROCEDURES FOR HANDLING ALLEGATIONS OF SCIENTIFIC MISCONDUCT:

The IRB Chair shall maintain detailed records of all meetings and procedures involved, and retain findings of the preliminary inquiry, investigation, and notification to the appropriate individuals and institutions.  The privacy of the individuals involved will be protected to the maximum extent possible.  All meetings, proceedings, and records shall be kept confidential to the maximum extent possible, and records shall be stored in a secure place for three years.

The Director of the Department shall take any appropriate administrative actions necessary to assure that federal funds are protected and that the purposes of any federal financial assistance that supports the research in question are carried out during the inquiries, investigations and preparation of reports described in this policy.

A.
Allegations


All allegations must be reported to the IRB Chair and be specific with respect to place, time, relevant facts and individuals involved.  A written, signed report of allegations is preferred, however, any allegation that provides substantive evidence of scientific misconduct will result in a preliminary inquiry.  The names of persons submitting reports shall be confidential unless otherwise required by law to be disclosed.


No employee who, in good faith, reports observed, suspected or apparent misconduct under this policy shall be subject to retaliation.  Any suspected retaliation shall be reported immediately to the Office of Human Resources.

B.
Preliminary Inquiry


Within ten working days of receipt of the allegation, the IRB Chair shall appoint a Preliminary Inquiry Team to determine if there is sufficient evidence to warrant further investigation, and to gather the necessary information to prepare a report.  The IRB Chair shall appoint a committee of no less than five members, of whom only two can be current members of the IRB.  Precautions shall be taken to assure against any real or apparent conflict of interest.  At least one team member shall have technical expertise in the subject area of the research and at least one shall have expertise in research methodology.  All meetings of the committee shall be closed.

The Preliminary Inquiry Team shall prepare a report that states:

1. the name and title of the committee members; 

2. the allegations; 

3. a summary of the inquiry process used; 

4. a list of the research records reviewed; 

5. summaries of any interviews; 

6. a description of evidence in sufficient detail to demonstrate whether an investigation is warranted or not; and 

7. the committee’s recommendation as to whether a full investigation is recommended and what, if any, other actions should be taken if an investigation is not recommended.  


The person(s) accused in the complaint and the person submitting the complaint shall be given a copy of the committee’s conclusions and have an opportunity to respond to the allegations in writing within 14 calendar days.


The IRB Chair shall submit a final report and any comments to the Department Director, no more than 60 calendar days following the first meeting of the team.  If an extension of this time frame is necessary for good cause, the IRB Chair shall grant an extension and document the reasons for it in the record of the inquiry.  If, for any reason, the Department decides to terminate the inquiry without completing all of the procedures stipulated above, a report of the planned termination, including a description of the reasons, shall be submitted promptly to the Office of Scientific Integrity.


The Department Director will determine whether findings from the inquiry provide sufficient evidence of possible scientific misconduct to justify conducting an investigation.

8. If the opinion of the Preliminary Inquiry Team is unanimous in finding a probable basis that misconduct did occur, the Department Director shall initiate an investigation within 30 days of the report of the team;

9. If the team agrees unanimously that the accusation is without merit, the Department Director shall dismiss the matter without further action.  The IRB Chair shall inform all participants in the inquiry, in writing, that the inquiry determined the allegations were unfounded; and

10. If the team is not unanimously agreed, the Department Director shall determine the appropriate action to take, i.e., dismiss, convene investigation, or remand to Preliminary Inquiry Team for further consideration.


If the matter is dismissed after the preliminary inquiry, the IRB Chair and the Department Director will undertake reasonable efforts to restore the researcher(s)’ reputation(s).  Depending on the circumstances, and after discussion with the researcher(s), this may include notifying those individuals aware of or involved in the inquiry regarding the final outcome.

C.
Appointment of an Investigation Team


If the findings of the Preliminary Inquiry Team lead to the conclusion that further investigation is warranted, the Department Director will appoint an investigation team of no less than seven members, of whom no more than three can be members of the Preliminary Inquiry Team. 


Prior to appointing impartial experts to serve as members of the investigation team, the Department Director shall consult with the IRB, other Department officials (e.g., management team, division directors) to help in selecting the membership of the investigation team.   Precautions shall be taken to assure against any real or apparent conflict of interest.  


The purpose of the investigation is to explore in detail the allegations, to examine evidence in depth, and to determine specifically whether misconduct has been committed, by whom and to what extent.  The IRB Chair will convene the first meeting of the team to review the charge, the inquiry report, and the prescribed procedures and standards for conducting the investigation.  All meetings of the committee shall be closed.

D.
Informing Individuals about the Investigation


The IRB Chair shall inform the individual and any involved collaborator about the investigation in writing including the following information:

1. notice that an investigation is to be conducted and what the focus of the investigation will be;

2. nature of the allegation and an assurance that the individual under review will have the opportunity to comment and provide information relevant to the allegations; and

3. notice of the individual’s right to be represented by an attorney at his/her own expense.

E.
Other Individuals to be informed about the Investigation


The IRB Chair shall also inform the following individuals of the investigation: 

1. legal counsel for the Department;

2. chief executive officer of any agency in which the alleged event occurred;

3. Institutional Review Board members;

4. any other IRB that previously reviewed the research proposal;

5. the agency sponsoring the research (if such action is required by the agency); and

6. If a federal agency is the research sponsor, the Director of the Office of Scientific Integrity (OSI) at the National Institutes of Health must be informed in writing when investigation is warranted on or before the investigation begins. 

F.
Role of the Investigation Team


The purpose of the investigation team is to evaluate all relevant facts to determine if the allegations are valid.  The investigation must begin within 30 days of completion of the Preliminary Inquiry, and shall be completed within 120 days.  The individual(s) whose research is the subject of the allegation of misconduct shall be requested to present evidence on their own behalf.  A hearing may be requested by the individual(s) or by the Investigation Team.


If the Department determines that the investigation cannot be completed within 120 days, a written request for an extension shall be submitted to the Office of Scientific Integrity with an explanation for the delay, including an interim progress report and the estimated date of completion.  If the request is granted, the IRB Chair shall file periodic status reports as requested by the Office of Scientific Integrity.  If, for any reason, the Department decides to terminate the investigation without completing all of the procedures stipulated above, a report of the planned termination, including a description of the reasons, shall be submitted promptly to the Office of Scientific Integrity.

G.
At any stage of the inquiry, the Preliminary Inquiry Team or the Investigation Team will notify the IRB Chair, Department Director, and the Office of Scientific Integrity if it ascertains that any of the following conditions exist:

1. there is an immediate health hazard involved;

2. there is an immediate need to protect federal funds or equipment;

3. there is an immediate need to protect the interests of the person(s) making the allegations or of the individual(s) who are the subject of the allegations as well as his/her co-investigators and associates, if any;

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

5. there is reasonable indication of possible criminal violation; and

6. any facts have been disclosed that may affect current or potential Department of Health and Human Services funding for the individual(s) under investigation or that the Public Health Service needs to know to ensure appropriate use of federal funds and otherwise protect the public interest.

The Office of Scientific Integrity will be informed within 24 hours of any possible criminal violation.  The Office of Scientific Integrity will immediately notify the Office of the Inspector General. 

If there is evidence that there may be an immediate health hazard, the research will be discontinued until the conclusion of the investigation.

H.
Outcomes of the Investigation

1.
Allegations Are Unfounded

The IRB Chair must inform all participants in the investigation, in writing, that the investigation determined the allegations were unfounded.  Those included in the notification process are the appropriate division director, Office of Scientific Integrity, and others originally notified that an investigation was in progress.

2.
Unfounded Allegations Brought with Malicious or Dishonest Intent

The IRB Chair must inform all participants in the investigation, in writing, that the investigation determined the allegations were not only unfounded, but were brought with malicious or dishonest intent.   Administrative actions may be taken against the party making the complaint. Those included in the notification process are the appropriate division director, Office of Scientific Integrity, and others originally notified that an investigation was in progress.

3.
Allegations Are Substantiated

The Department Director, after consultation with the IRB Chair and affected division director, shall determine appropriate administrative and personnel action and implement accordingly.  This may include any disciplinary action cited in the Department Administrative Manual that is appropriate to the severity of the misconduct, up to and including termination.

The IRB Chair shall inform the agency sponsoring the research.

4.
Office of Scientific Integrity Review

A final report will be submitted to the Office of Scientific Integrity.  The report should describe:

a) the policies and procedures under which the investigation was conducted;

b) how and from whom information was obtained;

c) findings and basis for the findings; 

d) summary of the views of any individual found to have engaged in misconduct; and 

e) description of any action taken by the Department.

The Office of Scientific Integrity will review the information to determine whether the investigation was performed in a timely manner and with sufficient objectivity, thoroughness and competence.  The Office of Scientific Integrity reserves the right to perform its own investigation.  In addition to the actions taken by the Department, the Office of Scientific Integrity may impose sanctions of its own.

5.
Restoration of Researcher’s Reputation

If the allegations have been determined to be unfounded, the IRB Chair and the Department Director will undertake reasonable efforts to restore the researcher(s)’ reputation(s).  Depending on the circumstances, and after discussion with the researcher(s), this may include notifying those individuals aware of or involved in the inquiry regarding the final outcome.

Prepared By:
Approved By:

_________________________________



Chair, Institutional Review Board
Acting Director
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