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PURPOSE:

The CHEO Research Institute Inc. (CHEO RI), in conjunction with CHEO and the University of Ottawa, has always recognized the necessity of maintaining the highest ethical standards in the conduct of research.  Institutions are responsible for the guidance and conduct of their staff via guidelines setting out general principles that underlie the ethical conduct of research. This is viewed as a preventive measure which should also help to ensure the reliability and high quality of research. 

The purpose of this policy is to ensure that the CHEO RI has clearly outlined expectations of research conduct and procedures to promptly and fairly deal with allegations of scientific misconduct and to reinforce the commitment of the Institute and its staff to high ethical standards in the conduct of research.
Staff of the CHEO RI who hold academic appointments must also follow the University of Ottawa Guidelines: Responsible Conduct of Research – Policy 115
SCOPE:
The Scientific Integrity Policy applies to all representatives of the CHEO RI.
DEFINITIONS:
Clinical Department Head: refers to the directors of the Hospital's clinical departments.

Immediate Supervisor: either the Principal Investigator or the Project Manager may act as the immediate supervisor of all members of a research group. 
Program/Team: refers to the research programs/teams of the CHEO RI, which include the Improvements Now!: Acute and Critical Care Team (INACCT), Data-Driven Discovery Team, Best Life Through Science Team, Biology Breakthrough Team, Mind Matters Team, Ready, Set, GO Team and the Cancer, Infection, Arthritis (CIA) Therapeutic Approach Team. 

Project Manager: Project managers can have the responsibility of the planning, execution and closing of any project.
Principal Investigator: The person who has ultimate responsibility for a research project; in the case of a project funded by an external or internal grant, the holder of the grant; in the case of a project that is not funded, the initiator of the project. The Principal Investigator is usually the supervisor of the research team. At the CHEO RI, Principal Investigators include those individuals formally appointed as Investigators, Scientists, and Senior Scientists.
Publication: for the purpose of these guidelines, a publication is any book, journal article, technical or other report, research paper, whether electronic or in print, typescript or manuscript form.

Research: work undertaken to acquire new knowledge or to study a particular question.

Research Trainee: refers to any undergraduate or graduate student, post-doctoral fellow or clinical resident or fellow engaged in a research project.
Research Assistant: refers to technical personnel working under the direction of the Principal Investigator.
EXPECTATIONS OF RESEARCHERS AND RESEARCH GROUPS FOR THE CONDUCT OF RESEARCH:
Supervision of Personnel
Careful supervision is in the best interest of the research personnel, the CHEO RI and the academic community. The complexity of research methods and the necessity for caution in interpreting data requires an active role for the Principal Investigator.  The Principal Investigator is ultimately responsible for supervision.
Recommendations

The responsibility for supervision of research personnel is usually specifically assigned to the Principal Investigator of each research project. It is understood that, in some circumstances, supervision may be delegated to Research Coordinators, Research Associates or Post-Doctoral Fellows, however, the ultimate responsibility for supervision remains with the Principal Investigator.

The ratio of other research personnel, especially trainees, to Principal Investigators must be small enough to allow effective communication and continuous supervision of all aspects of the research.
The Principal Investigator must oversee the designing of research and the processes of acquiring, recording, examining, interpreting and storing data; simply editing publications is not considered adequate supervision. Collegial discussions among all research personnel should be held regularly to contribute to the scholarly efforts of group members and to provide informal review.
The Principal Investigator should provide each new member of their research group with applicable governmental and institutional requirements for the conduct of studies involving human subjects, animals, radioactive or other hazardous substances or recombinant DNA, viruses as appropriate, the CHEO RI’s policy for ethical conduct of research as well as any other information which is directly relevant to the research activity, such as guidelines for use of archival documents.

Research involving human subjects will be reviewed by the appropriate Clinical Department Head and approval must be obtained from the CHEO Research Ethics Board. 
Study Registration and Adherence to Study Protocol

It is best practice to register interventional trials on an approved website (ie: www.clinicaltrials.gov for clinical studies). Once registered, researchers should adhere to the study protocol and use published reporting guidelines for carrying out protocols and reporting results (such as STROBE, CONSORT, STARD, etc.).
Data Gathering, Storage and Retention

A common denominator in most cases of alleged research misconduct has been the absence of a complete set of verifiable data. The retention of accurately recorded and retrievable results is of utmost importance for the progress of scholarly inquiry and to enable a researcher to account for the results obtained in the research they conducted.
Unless a contractual obligation to a sponsor contains specific provisions to the contrary, research documentation and material products of all research carried out by appointees of the CHEO RI are properties of the CHEO RI.

Original primary data/evidence must be retained by the research laboratory or group in which they are generated. Datasets generated through the use of routinely collected health data at prescribed entities/registries (e.g. ICES, BORN, etc.) should be retained by those organizations and made available for verification on request. With the knowledge and authorization of the Principal Investigator, a member of a research group (i.e. bone health research group) may make copies of the primary data for their own use, but the immediate supervisor and all collaborators must have free access at any time to all original data/evidence and products of the research including original and unaltered slides and graphs.  Authorization to make copies may not be withheld without valid reasons to withhold authorization, and must be communicated in writing to the CEO. 


All primary data shall be promptly recorded in clear, adequate, original and permanent form which shall not leave the Research Institute at any time. These records must be kept for at least seven years (or 15 years for regulated trials).

Provision of material products, such as cell lines, bacterial clones, other specific organisms and substances, or software developed and prepared during research, to third parties for non-commercial research purposes within or outside the laboratory should only be made with the approval of the Principal Investigator. Commercialization or licensing of research results or products requires the approval of the ORS via the Chief Financial Officer (CFO).

Authorship

Gradual diffusion of responsibility for multi-authored or collaborative studies has led in recent years to publications for which no single author was prepared to take full responsibility. Two critical safeguards in the publication of accurate and scholarly reports are the active participation of all co-authors in verifying the part of a publication that falls within their speciality areas and the designation of one author who is responsible for the validity of the entire publication. When the latter is not possible, any part of a publication that is critical to its main conclusions must be the responsibility of at least one author.
While this policy statement outlines the minimum requirement, most major peer-reviewed journals have strict guidelines on authorship that should be followed.                             

eg. http://www.icmje.org/recommendations/browse/roles-and-responsibilities/defining-the-role-of-authors-and-contributors.html)

· The only responsible criterion for authorship is that the co-author has made a significant intellectual or practical contribution; the concept of honorary authorship is unacceptable.

· All authors are expected to share in the responsibility for the scholarly content and reliability of a publication.

· In case of a conflict between authors, all attempts should be made to resolve the matter informally. If unavoidable, mediation by the Department Head and the CHEO RI CEO will be required.
· Further information and policy clarification can be referred to in the CHEO RI Publication Policy
DEFINITION OF SCIENTIFIC MISCONDUCT:
For the purposes of this policy, scientific misconduct refers to fabrication or falsification, plagiarism, or other practices which deviate from those that are commonly accepted within the scientific community for proposing, conducting or reporting of research. Misconduct does not include honest errors or differences in interpretations or judgement of data. 
Specifically, misconduct includes:

1. Falsification of data ranging from fabrication to deceptively selective reporting, including the purposeful omission of conflicting data which leads to the falsification of results.

2. Plagiarism: the representation of another's work as one's own.

3. Misappropriation of other’s ideas: the unauthorized use of privileged information (such as violation of confidentiality in peer review) however obtained.

4. Failure to reveal any material conflict of interest to the sponsors or to those who commission work or when asked to undertake reviews of research grant applications or manuscripts for publication, or to test products for sale or distribution to the public.
5. Failure to reveal to the CHEO RI any material financial interest in a company that contracts with the CHEO RI to undertake research, particularly research involving the company's products.  Material financial interest includes ownership, substantial stock holding, a directorship, significant honoraria or consulting fees but does not include routine stock holding in a large publicly traded company.

6. Any other practice that seriously deviates from those commonly accepted within the research community for proposing, conducting or reporting research.
Investigating Allegations of Misconduct:

All allegations of scientific misconduct shall be referred to the CHEO RI CEO/CHEO VP Research. The investigation will be conducted as described in the Scientific Integrity Procedure (ADM-023B) and will involve the University of Ottawa and CHEO where appropriate. 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.
The identity of anyone raising an allegation of scientific misconduct ("complainant") as well as the individual so named ("respondent") shall be kept confidential.
Individuals chosen to participate in any of the inquiry or investigation processes should have no real or apparent conflict of interest in the case, should be unbiased, and have appropriate backgrounds for judging the issues being raised.

All documentation relating to the allegation and any subsequent inquiry or investigation shall be held on file in the office of the CHEO RI CEO/CHEO VP Research.

The CHEO RI CEO/CHEO VP Research shall report to the Hospital and SALT on all activities related to the promotion and implementation of the Scientific Integrity Policy and Procedures ADM-023 & 023B.
POLICY REVIEW

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

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