REVIEW GUIDANCE FOR OCREB MEMBERS

Criteria for Approval of Research
Refer to the criteria below to guide your review. All criteria must be met in order to approve the research.

1. risks to participants are minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose the participants to risk, and, whenever appropriate, by using procedures already being performed for diagnostic or treatment purposes; 
2. risks to participants, and the burden of participation (e.g., QL (loss of work, disruption of daily life, family impact), participant materials (diaries, Qs, etc.), are reasonable in relation to anticipated benefits, if any, and the importance of the knowledge that may reasonably be expected to result. In evaluating risks and benefits the REB should consider only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies participants would receive if not participating in the research). Long term effects of applying knowledge gained in the research should not be considered;
3. selection of participants is equitable, with attention to the special problems of research that includes individuals or groups whose circumstances may make them vulnerable in the context of research; 
4. free and informed consent will be sought from each prospective participant or their legally authorized representative and withdrawal procedures are appropriate; 
5. informed consent (including all of the required elements for consent) will be documented; 
6. when appropriate, the research plan includes adequate provision for monitoring the data to ensure the safety of the participants; 
7. when appropriate, there are adequate provisions to protect the privacy of participants and to maintain the confidentiality of data; 
8. when some or all of the participants are likely to be vulnerable to coercion or undue influence as a result of their participation, additional safeguards are included to protect their rights, safety and welfare; 
9. confirmation that the research will improve health and well-being and/or increase knowledge; potential, perceived and actual COI (including budget considerations) has been addressed; recruitment and retention of participants is acceptable; and the reporting of results has been considered. 
10. For COG studies, an attestation that the criteria for approving more than minimal risk research have been met - i.e., that the research satisfies the applicable requirements for research/clinical investigations involving greater than minimal risk but presenting the prospect of direct benefit to the individual participants, for which the permission of at least one parent/authorized third party is required, and that assent is required for participants who are unable to provide consent but who have capacity to assent, as evaluated by the investigator (the assent must be documented).
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Guidance for Reviewers

Full Board Reviews
1. REC screening: post the line-numbered consent form with REC comments in the documents area of the application workspace. Use panel comments for specific sections of the application and form comments for general comments for board consideration.
2. Chair: no submission summary required.
3. Primary reviewer: brief overview of the study (or of the amendment) may be entered in a form comment or simply presented orally at the meeting. 
4. Primary and secondary reviewers: a recommendation regarding the decision is no longer required prior to the meeting.
5. All reviewers: use panel comments to comment on specific areas of the application (e.g., study design, consent form, privacy, and statistics) and form comments for general comments. 
6. Review comments:
· Limit comments to those requiring discussion at the meeting and/or areas of ethical concern. 
· Write questions/comments as they should appear in the letter to the Applicant.
· When applicable, reviewers should note when they have no major ethical concerns.

Delegated Reviews
1. REC screening: post the line-numbered consent form with REC comments in the documents area of the application workspace. Use panel comments for specific sections of the application and form comments for general comments for board consideration.
2. Primary reviewer: a primary reviewer will be assigned to every submission that meets the criteria for delegated review. This will usually be the Chair or Vice-Chair; however, it may be multiple reviewers, NB in the case of some submissions associated with a PI/Applicant responses.
3. Reviewer comments: each reviewer enters his/her comments using panel comments for specific sections of the application (e.g., statistical section; consent form) and form comments for general comments on the overall submission;
4. Reviewer recommendations: each reviewer must submit his/her recommendation;
7. Review comments:
· Limit comments to those requiring discussion and/or areas of ethical concern. 
· Write questions/comments as they should appear in the letter to the Applicant.
· When applicable, reviewers should note when they have no major ethical concerns.
5. Ending the review and final motion: the primary reviewer must “end the review”, consider all reviewer comments and recommendations (when multiple reviewers are assigned), and document the final decision/motion.

Note: the language in the OCREB consent form templates is prescriptive, thus requests for changes to the template language will not be accepted on a study-by-study basis. Any suggested changes to the consent form templates should be submitted to the REO for further consideration by the national consent form working group.


Possible Decisions/Motions
The appropriate motion/decision is based on the review and on the criteria for approval. 

A. Approve: all of the approval criteria have been met and the submission can be approved as submitted – i.e., with no changes (including the consent form).

B. Approve with modifications/conditions: all of the approval criteria have been met with conditions, such that, based on the assumption that the conditions are satisfied, the REB is able to make all of the determinations required for approval. The letter to the PI (applicant) must clearly specify the changes that must be made and the conditions that must be met, versus those that are recommended, for example: 
· Precise language changes to protocol or informed consent documents; 
· Confirmation of specific assumptions or understandings on the part of the REB regarding how the research will be conducted (e.g., confirmation that the research excludes children); 
· Submission of additional documentation;
· Substantive changes to protocol or informed consent documents along with clearly stated parameters that the changes must satisfy.
The REB may designate the Chair (and/or other individual(s) with appropriate expertise or qualifications) to review responses from the Applicant and determine that the conditions have been satisfied, and further review by the REB at a subsequent convened meeting would not be necessary.

C. Defer: one or more of the approval criteria has not been met and the REB is unable to make the required determinations, for example, about research risks and benefits, or the adequacy of privacy and confidentiality protections, or the adequacy of the informed consent process because the research protocol provides insufficient information related to these aspects of the research. When deferring a submission, the REB may require that the Applicant make changes to the protocol or informed consent documents, or submit clarifications or additional documents prior to the next review. The letter to the Applicant must clearly specify the reason(s) for the deferral, and the required changes and conditions for approval to be considered and the consequences for not completing the required changes and conditions (e.g., disapproval). Examples include:
· Revising the study hypothesis and study design;
· Providing a justification for enrolment as described;
· Providing a justification for the use of placebo;
· Providing clarifying information needed to assess the risks to participants;
· Clarifying the timing and circumstances under with the informed consent of prospective participants will be sought.
If the REB defers a submission, the revised submission must be reviewed and approved at a subsequent convened meeting.

D. Disapprove: the approval criteria have NOT been met and the REB is unable to specify changes to the research protocol that if made would allow the REB to make these required determinations. The letter to the PI (applicant) must provide a clear description of the reasons for the disapproval, to which the PI has an opportunity to respond. The PI may choose not to re-submit the study.
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