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IRISS Application

❖ Focus on describing the research activities (not standard of care or 
pre-research activities).

❖ Identify what data you will collect and where it will come from 
(retrospective or collected through the research intervention)
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❖ Institutional Email Addresses
 

❖ Students need to be listed

❖ CV for the PI
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Getting Started – Study Staff 



❖ Summary

❖ No references

❖ Participant perspective

❖ Research Methods 
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Study Objectives and Design



Risks Assessment 

❖ Risks should be outlined and 
match what is told to 
participants in the consent 
form. 

❖ How you collect data can 
introduce risk depending on 
the topic
• e.g., One-on-one Interviews vs. 

Focus Groups
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❖ Benefits should be stated conservatively

❖ Participant incentives and reimbursements are not a direct benefit of research
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Benefits Analysis



Recruit Potential Participants 

❖ Describe all recruitment methods 
including how the uploaded 
documents/materials will be used. 

❖ Describe who will make the first 
approach to potential participants 
for research. 
•  circle of care approach 

•  Undue influence

❖ External organization support
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❖ Chapter 9 of the TCPS2 further 
outlines considerations for 

conducing indigenous research or 
research concerning indigenous 

communities. 
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Indigenous Peoples



Waivers of Consent 

Waiver of consent (HIA)
•  Chart reviews (paper and 

EMRs) 

•  AHS health databases

TCPS2 waiver of consent 
•  Research data use 
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Informed Consent Determination

The right consent form for the right participant

❖ Participant Consent? Surrogate Consent? Regained 
Capacity? 

Deferred Consent

❖ Justified under TCPS2 3.7A or 3.8

Mature Minors

❖ How will capacity be assessed? 

❖ Not allowed in studies that have US FDA oversight. 

Data withdrawal options - allowed or not allowed?

❖ Justification for retaining data

❖ Timeline for allowing data withdrawal
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Research Methods and Procedures 
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Research Methods and Procedures

Clinical Trial (Yes, or No?)

If Yes: 

❖  Clinical Trial and Data Safety and 
Monitoring for Clinical Trials pages

❖  Register the study in a publicly 
accessible registry before recruitment of 
the first trial participant. 

❖  Health Canada documents 

(if applicable)
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Data Identifiers

❖ List the identifiers that study team members will 
collect at any point in the study. 

❖ For large databases, list the identifiers that the data 
custodian will collect and/or use. 

13



Data Identifiers

❖ Describe if a master list will be maintained by the study team.

❖ Data you collect can be Anonymous or Anonymized
• E.g., a survey can be anonymous whereas 

an interview can be anonymized
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Required Documents 

❖ Even if the document comes directly from a sponsor or another 
lead site, if the document will be used locally, please add the 
UofC logo & “This study has been approved by the University of 
Calgary Conjoint Health Research Ethics Board (REBXX-XXXX).” 

❖ These details can be added on as a sticker.

15



Required Documents 

7.0 Protocol, Proposal
❖ or Grant submission

❖ Must include background and references. 

12.0 Other Documents
❖ Department Approval form

❖ If multi-site, the approval documents from other REBs

13.0 Budget
❖ CHREB or Sponsor template
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Required Documents 

3.0 Informed Consent / Information Document(s)

❖ Reading Level 

❖ Use the CHREB template(s). 

❖ Data withdrawal allowances and deadlines

❖ Incidental findings 

❖ Future use of data for other research purposes.

❖ If a clinical trial with an investigational health product, need to 
discuss post-trial access

❖ Third party consent (parental or surrogate/SDM) needs to be 
separate from main consent. 
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How We Can Help 

The CHREB website is a resource for forms, templates, guidance documents and FAQs. 

https://research.ucalgary.ca/research-services/ethics-compliance/chreb 
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https://research.ucalgary.ca/research-services/ethics-compliance/chreb
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