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Purpose

The purpose of this procedure is to establish a process for addressing an allegation of a breach of the Responsible Conduct of Research. 

Definitions 
Refer to definitions outlined in the Research Institute (RI) Scientific Integrity Policy (ADM-023a)

Procedures for Investigating Reports of Misconduct in Research

Before making a formal allegation of misconduct, a person may wish to consult informally with the CHEO RI CEO/CHEO VPR, it being understood that this consultation will remain strictly confidential.
N.B. 
Until allegations are substantiated, it is imperative that all proceedings take place with the strictest confidence. Individuals may also make allegations directly to the Office of Research Ethics and Integrity of the University of Ottawa. 

STEPS TO FOLLOW IN THE CASE OF MISCONDUCT ALLEGATIONS:
The Initial Report

The initial report of suspected misconduct may come from one or more sources within or outside the CHEO RI. It must be in writing; anonymous allegations will be considered if accompanied by sufficient information to enable the assessment of the allegation and the credibility of the facts and evidence on which the allegation is based, without the need for further information from the complainant. On being apprised of the allegations, the Clinical Department Head or the Program Director/Team Captain of the involved individuals will inform the CHEO RI CEO/CHEO VPR as soon as possible.
1.
After a preliminary assessment of the nature of the allegations, the CHEO RI CEO/ VP Research will apprise the individual(s) against whom the allegation has been made and ask such person to respond to the allegation within ten working days.  

2.
After examining the response, the CHEO RI CEO/CHEO VPR will determine whether a review by an Investigative Committee (as defined below) is necessary and whether other authorities should be informed.  Any consultation undertaken, at that point must be in strict confidence.  

3.
If a review by an Investigative Committee is not warranted, the CHEO RI CEO/CHEO VPR shall so inform the individual(s) concerned within five working days.  

4.
If the CHEO RI CEO/CHEO VPR finds that there may be substance to the allegation, he or she will inform the Vice-Dean Research of the University of Ottawa Faculty. The CHEO RI CEO/CHEO VPR will organize and chair a preliminary meeting which shall be attended by the person against whom the allegations were levied, the Program Director/Team Captain or Clinical Department Head and, as appropriate, the Vice-Dean Research or his/her delegate. The purpose of this meeting is to exchange information, clear up any misunderstanding and, if possible, arrive at a resolution of the matter, which may include any action described in the following section (Subsequent Actions of the Investigative Committee). 

5.
If the matter cannot be resolved, the CHEO RI CEO/CHEO VPR shall form an Investigative Committee.

Allegations involving a tenured faculty member of the University will be dealt with in accordance with the University policies, with the involvement of the CHEO RI.

All matters potentially pertaining to patient safety or quality or any matters related to CHEO medical staff professionalism will be immediately brought to the attention of the CHEO Chief of Staff by the CHEO RI CEO/VP Research.
Investigative Committee

An Investigative Committee shall consist of three members (free of Conflict of Interest) named by the CHEO RI CEO/CHEO VPR, at least one of whom shall be a person who is considered to be a peer of the person accused of misconduct. The CHEO RI CEO/CHEO VPR or his delegate will act as a non-voting chairperson.
Due to the sensitive nature of allegations of fraud or misconduct, the inquiry phase in which information is gathered to understand the allegations and make initial inquiries should be completed within thirty (30) days of the initial written notification to the respondent. If the Investigative Committee anticipates that the established deadline cannot be met, the respondent shall be informed of the reasons for the delay and progress to date.

In selecting the members of the Investigative Committee, the CHEO RI CEO/CHEO VPR shall take into account such factors as:

a.
The subject matter of the inquiry, and the desirability of committee competence in a specialized area of research;

b.
The desirability of including on the Investigative Committee persons associated with an affiliated institution or persons who are not members of or associated with the CHEO RI or not associated with the University of Ottawa;

c.
The absence of prior involvement in the subject matter of the inquiry;

d.
The importance of protecting the reputations of individuals by maintaining confidentiality;

e.
The adoption of a specified time period of one hundred and twenty (120) days for the completion of the investigation. However, the CHEO RI CEO/CHEO VPR may acknowledge formally in striking the Investigative Committee that the nature of the case renders the time limit difficult to meet. The ability to complete an investigation within a specified time frame will depend heavily upon factors such as the volume and nature of the Research to be reviewed and the degree of cooperation shown by the subject of the investigation. The CHEO RI CEO/CHEO VPR may choose to specify interim reporting to monitor the progress of an investigation.

Actions of the Investigative Committee

The Investigative Committee shall aim to review all Research with which the individual has been involved during the period of time considered pertinent in relation to the allegations (but in any case, not longer than five years). A determination will also be made as to the involvement of any abstracts, papers or other methods of scholarly communication. A special audit of accounts may also be performed on the sponsored research of the involved individuals.
The involved individual, any collaborators or supervisor related to the investigation will be given the opportunity to review and comment on a draft of the report. The remarks of the involved individual will be included as appendices in the final report of the Investigative Committee. The final report will be forwarded to the involved individual for comment before the Investigative Committee makes a final recommendation.
Subsequent Action of the Investigative Committee

The Investigative Committee, upon reviewing all the elements in the case, will formulate recommendations. If the allegations are substantiated, these recommendations may include the:

· withdrawal of all pending relevant publications;

· notification of editors of publications in which involved research was reported;

· redefining the status of the involved staff member(s);

· ensuring that the unit(s) involved is (are) informed about appropriate practices for promoting the proper conduct of research;

· informing the involved individual(s) in writing, of the actions that are taken;

· informing any outside funding agency of the results of the inquiry and of the actions to be taken;

· recommending that disciplinary action be taken.

The CHEO RI CEO/CHEO VPR will inform the Board Governance Committee in its annual report on Ethical Framework which outlines the number of Integrity issues dealt with by the CHEO RI. The CHEO RI CEO/CHEO VPR will formulate steps so that the recommendations are carried out, that the involved individual(s) are informed in writing of the actions that are to be taken, and that, where appropriate, any outside funding agency is informed of the results of the inquiry and of the actions which will be taken.  In all proceedings and subsequent to a final decision, the CHEO RI will undertake to assure that those making an allegation in good faith and without demonstrably malicious intent will be protected from reprisals or harassment.

Should the funding agency take legal action to recover the previously granted funds, the researcher(s) named by the Investigative Committee shall be singularly/collectively responsible for repaying the granting agency as per the percentage designated by the Investigative Committee.
POLICY REVIEW

The CHEO-RI Scientific & Advisory Leadership Team (SALT) shall review this Procedure at least every three (3) years.
EXCEPTION 

No exception may be made to this Procedure without the written consent of the CHEO RI’s CEO and Scientific Director.
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