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File number: 
Study title: 
Reviewed by:
Date: 
The following questions have been provided to direct your attention to the substantive ethical issues. If you have specific questions or comments, please ensure they are clearly written. Thank you. 
Marking Key: Yes	No 	CR – Clarification Required 		NA – Not Applicable 
Summary of Key Points:

Recommendation: 
Approval:
Approval with required changes:
Review by full board:

Reviewer A – EAF and Protocol
	Administrative Tab 3
	Yes
	No
	CR
	NA

	Are all required administrative documents attached (letters of support, signature page, budget if applicable)?
	
	
	
	

	Is the funding source and sponsor information clearly described?
	
	
	
	

	If this a student project, are there appropriate supervisors listed?
	
	
	
	

	If multi-centre: Has the lead site provided approval and any site-specific guidance?
	
	
	
	

	Has required institutional/departmental review been completed?
	
	
	
	

	Are all appropriate supporting documents attached? (posters, questionnaires, scripts, data collection forms, etc.)
	
	
	
	

	If you identify an issue, note the page or section (e.g., ‘Protocol p.__’, ‘Consent – Risks’
Recommendations/required changes:



	





	Research Summary Tab 4
	Yes
	No
	CR
	NA

	Is the background and rationale provided in clear lay language?
	
	
	
	

	Are the research objectives/hypothesis clearly identified?
	
	
	
	

	Are the primary and secondary outcome measures clearly described?
	
	
	
	

	Is the methodology adequately explained (design, analysis plan, risks/benefits)?
	
	
	
	

	If sub-studies exist, are they clearly described and justified?
	
	
	
	

	If you identify an issue, note the page or section (e.g., ‘Protocol p.__’, ‘Consent – Risks’
Recommendations/required changes:








	Research Protocol Tab 5
	Yes
	No
	CR
	NA

	Is the study location and participant numbers clearly stated?
	
	
	
	

	Is the schedule of activities/flowchart provided if required?
	
	
	
	

	Are randomization/blinding/placebo processes appropriately described?
	
	
	
	

	Is standard of care vs. research procedures clearly differentiated?
	
	
	
	

	Is there an adequate plan for participant safety monitoring, adverse events, DSMB, and emergency care?
	
	
	
	

	Are withdrawal procedures and follow-up care described?
	
	
	
	

	If you identify an issue, note the page or section (e.g., ‘Protocol p.__’, ‘Consent – Risks’
Recommendations/required changes:







	Diversity, Equity, and Inclusion Tab 6
	Yes
	No
	CR
	NA

	If the study involves Indigenous participants/data: Does it follow OCAP/CARE principles?
	
	
	
	

	For research involving Indigenous groups, has the PI’s OCAP certificate been included?
	
	
	
	

	For underrepresented groups: Has rationale and team expertise been provided?
	
	
	
	

	Are recruitment materials/procedures inclusive and accessible?
	
	
	
	

	Are exclusion criteria justified?
	
	
	
	

	If collecting socio-demographic data: Is justification and analysis plan provided?
	
	
	
	

	If you identify an issue, note the page or section (e.g., ‘Protocol p.__’, ‘Consent – Risks’
Recommendations/required changes:








	Recruitment, Prescreening, and Informed Consent Tab 7
	Yes
	No
	CR
	NA

	Is the target population clearly described?
	
	
	
	

	Is the prescreening process adequately explained, including data sources and privacy measures?
If PHI is to be accessed for recruitment, will it be done with or without prior consent, and by whom (inside the Circle of Care?)? 

	
	
	
	

	Is the consent-to-contact and consent process clearly described?
Is there information regarding who provides information about study participation?
Is there information regarding who obtains consent? (Note: the PI can conduct the discussion about the study, however, someone other than the PI must conduct the consent process)
	
	
	
	

	Are roles for recruitment and consent appropriately assigned?
Is there a pre-existing relationship that may influence the consent process?
	
	
	
	

	Is capacity assessment addressed when applicable?
	
	
	
	

	If applicable, has the appropriate assent form been included?
	
	
	
	

	Will participants receive study results, and is the plan described?
	
	
	
	

	If you identify an issue, note the page or section (e.g., ‘Protocol p.__’, ‘Consent – Risks’
Recommendations/required changes:








	Privacy and Confidentiality Tab 8
	Yes
	No
	CR
	NA

	Is the list of PI/PHI elements collected appropriate and justified?
	
	
	
	

	Are data sources and access permissions clearly described?
	
	
	
	

	Is data storage, retention, destruction, and security adequately explained? 
25 years for interventional studies and 5 years for minimal risk. 
electronic documents must be stored on a drive that is behind a firewall, e.g. IWK research drive. Individual laptops and USB sticks are not allowed
	
	
	
	

	Are data transfers (internal/external) described and supported with agreements if required? Typically, an agreement is need to transfer data outside of the IWK
	
	
	
	

	If external systems/survey tools are used, is server location and approval addressed?
	
	
	
	

	If you identify an issue, note the page or section (e.g., ‘Protocol p.__’, ‘Consent – Risks’
Recommendations/required changes:








	Compensation/Conflict of Interest 9
	Yes
	No
	CR
	NA

	Is participant reimbursement described and justified?
	
	
	
	

	Are all forms of compensation/incentives to team or participants identified?
	
	
	
	

	Are conflicts of interest disclosed and appropriately managed?
	
	
	
	

	If you identify an issue, note the page or section (e.g., ‘Protocol p.__’, ‘Consent – Risks’
Recommendations/required changes:








	Other Ethical Issues Tab 10
	Yes
	No
	CR
	NA

	Are any additional ethical issues identified and addressed?
	
	
	
	

	If you identify an issue, note the page or section (e.g., ‘Protocol p.__’, ‘Consent – Risks’
Recommendations/required changes:








	Request for Waiver of Consent Tab 11
	Yes
	No
	CR
	NA

	Is the waiver justified under the definitions of impracticability?
	
	
	
	

	Is PHI limited to only what is necessary?
	
	
	
	

	Is the waiver aligned with legal and ethical requirements? Is it impracticable to obtain consent?
	
	
	
	

	If you identify an issue, note the page or section (e.g., ‘Protocol p.__’, ‘Consent – Risks’
Recommendations/required changes:







	[bookmark: _Hlk182554467]Additional comments, recommendations or required changes:
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Reviewer B – Consent Form(s)
	General
	Yes
	No
	CR
	NA

	Is the IWK letterhead or IWK logo included?
	
	
	
	

	Is the study title (and simplified title, if used) clearly stated?
	
	
	
	

	Are the PI/Investigators (and supervisor if student/trainee) listed with role, affiliations and contact information?
	
	
	
	

	If applicable, does the form clearly identify the funder/sponsor?
	
	
	
	

	Is there a version date and page numbering on all pages?
	
	
	
	

	Is the formatting consistent (font, spacing, logical section order)?
	
	
	
	

	Is the consent written in plain language (approx. grade 8) and in second person (“you/your”) and does it include the statement (If applicable): When we say ‘you’ in this consent form, we mean you or your child; ‘we’ means the doctors and other staff?
	
	
	
	

	Are acronyms and technical terms explained the first time they are used?
	
	
	
	

	If you identify an issue, note the page or section (e.g., ‘p.__’, ‘privacy section)
Recommendations/required changes:








	Purpose and Study Overview
	Yes
	No
	CR
	NA

	Does the form clearly state that this is research?
	
	
	
	

	Is the overall purpose of the study described in plain language?
	
	
	
	

	Does the form briefly explain why the study is being done and why it may be important?
	
	
	
	

	If applicable, does it clearly state that this is a clinical trial?
	
	
	
	

	Does it clearly describe the initial consent process and that consent is ongoing? 
	
	
	
	

	If you identify an issue, note the page or paragraph (e.g. p.__, privacy, para 3)
Recommendations/required changes:








	Study Procedures and Time Commitment
	Yes
	No
	CR
	NA

	Is there a clear description of what participation involves (visits, tests, procedures, questionnaires, etc.)?
	
	
	
	

	Is the expected time commitment and duration of participation described?
	
	
	
	

	Does it include the location(s) where the study is being done (i.e. Institution name, Nova Scotia, Canada, worldwide, etc.)
	
	
	
	

	Does it state the number of participants to be enrolled at this site and in total.
	
	
	
	

	If randomization, blinding, or placebo are used, are these explained in plain language?
If relevant, are any experimental drugs/devices clearly identified as experimental and their regulatory status described?
	
	
	
	

	Is there a clear distinction between standard-of-care procedures and additional research procedures (if applicable)?
	
	
	
	

	If you identify an issue, note the page or paragraph (e.g. p.__, privacy, para 3)
Recommendations/required changes:








	Risks, Harms, and Discomforts
	Yes
	No
	CR
	NA

	Are foreseeable risks and potential harms described (e.g., physical, psychological, social, legal, financial, reproductive)?
	
	
	
	

	Is there a statement acknowledging the possibility of unforeseen harms?
If applicable, are any specific reproductive risks and requirements (e.g., need for birth control) described?
	
	
	
	

	Is there an assurance that new information relevant to participant welfare will be shared?
	
	
	
	

	If you identify an issue, note the page or paragraph (e.g. p.__, risk)
Recommendations/required changes:








	Potential Benefits
	Yes
	No
	CR
	NA

	Does the form clearly state if there may be no direct benefit to the participant?
	
	
	
	

	Are any potential benefits to the participant or to others described appropriately, without overstating?
	
	
	
	

	This section MUST NOT include reimbursement or compensation as a benefit. Also, MUST NOT include the provision for more extensive diagnostic testing, or monitoring and attention of medical staff as this implies that the participant who refuses participation may receive lesser care from the IWK and their medical team.
	
	
	
	

	If you identify an issue, note the page or paragraph (e.g. p.__, privacy section, para 3)
Recommendations/required changes:








	Voluntariness, Alternatives, and Withdrawal
	Yes
	No
	CR
	NA

	Does the form clearly state that participation is voluntary and that not participating is an option?
	
	
	
	

	Does it state that choosing not to participate (or withdrawing) will not affect care at IWK Health (or employment for staff participants)?
	
	
	
	

	Are any alternative procedures or treatments (if applicable) described in general terms?
Is it clear that participants may withdraw at any time (and if there are limits, are these explained—e.g., once data is de-identified or sent outside IWK)?
	
	
	
	

	Are circumstances for investigator/sponsor stopping participation described (e.g., safety, study closure)?
	
	
	
	

	If you identify an issue, note the page or paragraph (e.g. p.__, privacy, para 3)
Recommendations/required changes:








	Costs and Compensation
	Yes
	No
	CR
	NA

	Are any costs to participants (e.g., travel, parking, unpaid time off) described?
	
	
	
	

	Is reimbursement for expenses and/or honoraria described clearly and appropriately (no coercive wording)?
	
	
	
	

	If you identify an issue, note the page or paragraph (e.g. p.__, privacy, para 3)
Recommendations/required changes:








	Privacy, Confidentiality, and Use of Information
	Yes
	No
	CR
	NA

	Is it clear what information will be collected and for what purpose?
	
	
	
	

	Is it clear who will have access to the information (e.g., study team, sponsor, regulators, REB)?
	
	
	
	

	Does the form explain where data and any samples will be stored, for how long, and how they will be protected?
	
	
	
	

	Are limits to confidentiality described (e.g., audits, monitoring, duty to report)?
	
	
	
	

	If applicable, is it clear what will be recorded in the medical record vs only in research files?
Is it clear that if results are published, participants will not be identified?
	
	
	
	

	If human biological materials are involved, are storage location, duration, and disposal described?
	
	
	
	

	If you identify an issue, note the page or paragraph (e.g. p.__, privacy, para 3)
Recommendations/required changes:








	Conflicts of interest and commercialization:
	Yes
	No
	CR
	NA

	Are any actual, potential, or perceived conflicts of interest disclosed, or is it clearly stated that there are none?
	
	
	
	

	If there is potential for commercialization, does the form describe whether participants will share in any profits (if applicable)?
	
	
	
	

	If you identify an issue, note the page or paragraph (e.g. p.__, privacy, para 3)
Recommendations/required changes:








	Study Results and Post-Study Access
	Yes
	No
	CR
	NA

	Are participants told if and how they will receive a plain-language summary of the study results? The participant should not have to contact the researcher to obtain results.
	
	
	
	

	For interventional studies, does the form state whether the study drug/service/device will be available after the study, and under what conditions (if applicable)?
	
	
	
	

	If you identify an issue, note the page or paragraph (e.g. p.__, privacy, para 3)
Recommendations/required changes:








	Contacts and Participant Rights
	Yes
	No
	CR
	NA

	Does the consent form provide the name and contact details of a study contact for questions or concerns?
	
	
	
	

	Does it advise participants what to do or who to contact for urgent medical issues related to the study?
	
	
	
	

	Does the form include the required IWK wording regarding injury, compensation, and participant rights. For IWK initiated studies the wording required is: 
What are my/my child’s research rights?
[bookmark: _Hlk207179569]
By signing this form, you understand: 
· the study and agree to take part.
· that you do not give up any of your [or your child’s] legal rights and you do not release the investigator(s), sponsor(s), participating institution(s), or anyone else from their legal and professional duties.
· that if you get sick or hurt as a direct result of participating in this study, necessary medical treatment will be available at no additional cost to you.
· that you can choose to leave the study at any time, and it won’t affect your health care in any way.
If you have questions now or later, you can call or email:
Research & Innovation Advancement, IWK Health at (902) 470-7879 or researchethicsIWK@iwk.nshealth.ca
	
	
	
	

	If you identify an issue, note the page or paragraph (e.g. p.__, privacy, para 3)
Recommendations/required changes:








	Future Contact, Future Research, and Future Use
	Yes
	No
	CR
	NA

	If future contact is proposed (for additional research or follow-up), is this clearly described and optional? Explicit consent is needed for the following: 
If the researcher would like to be able to contact the participants again in the future to seek their involvement in subsequent research projects. 

If the researcher would like to keep the information/samples gathered during this study for other research. 

If the researcher would like to use the information/samples gathered at some time in the future for purposes other than research (e.g., teaching). 
	
	
	
	

	If future use of data/samples is proposed, are the purposes explained (e.g., future research, teaching) and is explicit consent requested (e.g., with checkboxes)?
	
	
	
	

	If you identify an issue, note the page or paragraph (e.g. p.__, privacy, para 3)
Recommendations/required changes:







	Signature Page
	Yes
	No
	CR
	NA

	Does the signature page include study title and consent statement?

	
	
	
	

	Is there a signature line (and date) for the participant/substitute decision-maker and for the person obtaining consent?
	
	
	
	

	Is there space for contact information for study results.?
	
	
	
	

	Is there space for indicating preferences (e.g., future contact, future use of data/samples) with checkboxes for initials if applicable?
	
	
	
	

	If you identify an issue, note the page or paragraph (e.g. p.__, privacy, para 3)
Recommendations/required changes:








	Additional comments, recommendations or required changes:










	Recommendations/required changes from Reviewer A on Consent/Assent







Assent Form: 
	General: 
	Yes
	No
	CR
	NA

	Is the language level appropriate? (grade 2 - 3)?
	
	
	
	

	Is the IWK letterhead or IWK logo inserted?
	
	
	
	

	Is the full and simplified title (when appropriate) included
	
	
	
	

	Is the name of PI/Investigators with designation, institutional affiliations, contact information and role in the study included?
	
	
	
	

	Are there version dates on all pages and page numbering in footer?
	
	
	
	

	Is the formatting consistent, e.g. same font used throughout with adequate margins, spacing (no page breaks across sections) etc.?
	
	
	
	

	Is the funding agency or sponsor listed appropriately on the first page?
	
	
	
	

	Why and how are researchers conducting the study:
Is there an adequate description of the study?
	
	
	
	

	What will I be asked to do: 
Is there an adequate description of what is being asked of the subject?
	
	
	
	

	Burdens/Harms and Benefits:
Is there adequate description provided?
	
	
	
	

	Withdrawal:
Are subjects told they can withdraw or not take part at all?
	
	
	
	

	Privacy: 
Is there a description of how privacy will be protected?
	
	
	
	

	If you identify an issue, note the page or paragraph (e.g. p.__, privacy, para 3)
Recommendations/required changes:








Supporting Documents: 
	Document Name: 
	Yes
	No
	CR
	NA

	Recruitment documents should include the following:
IWK logo, REB file number, version date.
Recruitment material should not include the dollar amount of any gift cards etc. 
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	If you identify an issue, note the page or paragraph (e.g. p.__, privacy, para 3)
Recommendations/required changes:
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