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Use this form as as supplement to the Initial Review Submission Form Use this form to request initial IRB approval for research conducted in Canada.
If you answer does not fit in the space provided, you may refer to and submit separate attachments.
Blank & incomplete answers will result in delayed reviews.
Protocol Information
Principal Investigator (PI) Information
Biospecimens
*Will the research collect biologic samples for research purposes?
If "Yes," answer the following questions:
Genetic Research
*Does the protocol involve genetic research?
If "Yes," answer the following questions:
Will you share the results of genetic research with subjects?
If "Yes," answer the following question:
Will genetic counselling be available when you share the results with subjects?
Will you share the results of genetic research with other individuals?
If "Yes," answer the following questions:
Will you provide individuals with an opportunity to decide whether they wish to receive information about themselves?
Will you provide subjects with an opportunity to express preferences about whether information will be shared with biological relatives, or others with whom the subjects have a family, community or group relationship?
Will you seek to recruit members of a family to participate in genetic research?
If "Yes," answer the following questions:
Will you ensure recruitment processes respect privacy and other personal interests of family members?
Will you seek consent from individual family members?
Does the research involve the secondary use of previously collected and banked genetic material?
First Nations, Inuit or Métis Peoples of Canada Research
*Will the research involve the First Nations, Inuit or Métis Peoples of Canada?
If "Yes," answer the following questions:
Have you sought the engagement of formal leaders of the community or engaged community processes and documented measures taken to enable  consideration of complex community authority structures?
Does the research involve the secondary use of data and human biological material that is identifiable as originating from an Aboriginal community or peoples, and are not publicly available?
If "Yes," answer the following question:
Has the secondary use been addressed in a research agreement or been authorized by the subjects in their original individual consent?
If "No," answer the following question:
Explain how you will engage the community from which the identifiable data or specimens originate:
Research on Human Embryos
*Does the research involve in vitro embryos already created and intended for implantation to achieve pregnancy?
If "Yes," answer the following questions:
Was consent was provided by the gamete donors?
Will you transfer embryos exposed to manipulations not directed specifically to their ongoing normal development for continuing pregnancy?
Will the research take place during the first 14 days after the embryos' formation by combination of the gametes, excluding any time during which embryonic development has been suspended?	
Were the embryos were created for reproductive or other purposes permitted under the Assisted Human Reproduction Act?
If "Yes," answer the following question:
Are the embryos no longer required for these purposes?
Additional Submissions
● If this is a clinical trial, submit the Health Canada "No Objection Letter" or a written explanation describing when one will be available or why there is no “No Objection Letter”
Special Instructions
Acknowledgements
By submitting this form, I confirm that 
● The information within this form is accurate and complete.
● I am the sponsor's representative, the Principal Investigator (PI) or the PI's designee authorized to submit on behalf of the sponsor or PI. 
● The sponsor or PI is fully aware of the information submitted.
● All research personnel will have completed Tri-Council Policy Statement online training (TCPS) before being involved in the conduct of this research.  
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