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GENERAL RESEARCH APPLICATION (GRA)




INSTRUCTIONS
This form should be used for a research study that involves direct contact with or observation of human participants. Do not use this form for a research study that only requires access to health records, health registries, data repositories, or human biological material repositories.

All applicable sections of this form MUST be completed before it will be considered for CO-REB review. Incomplete submissions will be returned to the Principal Investigator and/or Study Coordinator.

All research must be compliant with: 
Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans – TCPS 2 (2022), 
The Ontario Personal Health Information Protection Act, 2004, S.O. 2004, c. 3, Sched. A, and
any other relevant regulations or guidelines.

CO-REB may request and share information related to the review, approval, and continuing ethics review of research conducted at other sites.

Visit www.CO-REB.ca for detailed information regarding CO-REB meeting schedules and submission guidance.


GENERAL INSTRUCTIONS
· All submitted documents must include page numbers and version dates in the footer.
· Templates and forms that are available may periodically undergo revision by CO-REB. Download the current version at  www.CO-REB.ca. 
· Submit one (1) electronic copy of your completed application to coreb@rvh.on.ca. 
· Subject line of email should include the words "General Research Application” or “GRA”
· Please keep your answers succinct. Text boxes are limited to 1,300 characters (about 200 words).

[bookmark: _Hlk219716307][bookmark: _Hlk216795275]


Note: Before review, CO-REB administration will screen submissions for overall completeness. Submitted materials must provide sufficient information for the review to proceed. If a submission is deemed incomplete, CO-REB administration will request additional documentation necessary for the ethics review or ongoing research ethics oversight.


CHECKLIST
	Included
	N/A
	


	☐ 
	
	General Research Application (GRA) signed by the Principal Investigator

	☐ 
	
	Research Protocol

	☐ 
	☐ 
	Informed Consent Form(s) (ICFs must be submitted using the CO-REB template)

	☐ 
	☐ 
	Request for a Waiver of Consent (rationale for waiver must be included in the protocol per TCPS 2 (2022))

	☐ 
	☐ 
	Data Collection Form(s) / Case Report Form 

	☐ 
	☐ 
	Participant-facing documents (e.g. questionnaires, wallet cards, telephone script…)

	☐ 
	☐ 
	Participant Recruitment Materials (e.g. information posters, study brochures, social media posts)

	☐ 
	☐ 
	Principal Investigator Credentials
· TCPS 2: CORE-2022 Certificate of Completion*
· Good Clinical Practice / Division 5 (only required for Health Canada Division 5 studies)
· Current CV 

	☐ 
	☐ 
	Study Staff Credentials 
· TCPS 2: CORE-2022 Certificate of Completion*
· Good Clinical Practice/Division 5 (only required for Health Canada Division 5 studies)
· Current CV(s)

	☐ 
	☐ 
	External REB Approval letter 

	☐ 
	☐ 
	DSMB Charter

	☐ 
	☐ 
	Budget

	☐ 
	☐ 
	Health Canada No Objection Letter (NOL) / Investigational Testing Authorization (ITA)

	☐ 
	☐ 
	Investigational Brochure(s) or Product Monograph(s)




*Note: Training must be updated to include the most recent version of the TCPS 2: CORE 2022. If your current training was completed prior to 2022, you will have a 6-month grace period from the date of submission to complete the updated training. The course is available here: TCPS 2: CORE-2022



SECTION A: GENERAL INFORMATION

Select the institution you are applying from:
[bookmark: _Hlk216788140]☐ Barrie And Community Family Health Team
☐ Brightshores Health System	
☐ Collingwood General & Marine Hospital	
☐ Georgian Bay General Hospital
☐ Hospice Simcoe
☐ Muskoka Algonquin Healthcare
☐ Royal Victoria Regional Health Centre
☐ Family Medicine Teaching Unit
☐ Other (Specify): Click here to enter text.


A1. Full Study Title:
	[bookmark: Text98]     




A2. Is there an Abbreviated Study Title or acronym? 
☐ Yes 
☐ No

If Yes, Abbreviated Study Title:
	     




A3. What is the expected study period?

	Estimated start date: Click here to enter a date.
	Estimated end date: Click here to enter a date. 

	

	


A4. Has this study undergone a formal scientific review?
☐ Yes - attach the comments from the review panel, if available
☐ No


A5. [bookmark: _Hlk219836656]Has this study been submitted to any other Research Ethics Board (REB), Institutional Review Board (IRB), or Research Ethics Committee (REC)?
☐ Yes - attach the approval letter or other relevant correspondence with this application.
☐ Yes, but awaiting decision from the other REB/IRB/REC
☐ No
☐ Unknown


A6. Has this study been disapproved by any other REB/IRB/REC?
☐ Yes - attach the REB/IRB/REC letter with this application.
☐ No


A7. Is this an investigator-initiated study?
☐ Yes 
☐ No


A8. Is this an industry-sponsored study?
☐ Yes - identify the sponsor: Click here to enter text.
☐ No


A9. Is this a student or fellow/resident project?
☐ Yes 
☐ No

If Yes, specify the program: 
☐ Fellow/Resident    ☐  MD     ☐  PhD     ☐  Master’s    ☐ Undergraduate


A10. Is this a multi-site study?
☐ Yes 
☐ No


A11. What is the role of your hospital or healthcare facility in this study?
	     




How will you make the results of this study public (select all that apply)?
☐ Peer reviewed publication 
☐ Thesis or dissertation 
☐ Web-based study registry. Provide the website and study identification number (e.g., NCT number):  	    
	     


☐ Presentation
☐ Social media       	
☐ Report to participants (explain):
	     


☐ Other (explain):
	     




SECTION B: INVESTIGATORS

B1. Who will serve as the Principal Investigator for this study?
Note, the Principal Investigator cannot be an undergraduate, graduate student, research, or clinical   trainee.

	First Name: 
	     

	Last Name:
	     

	Degree(s): 
	     

	Institution: 
	     

	Address: 
	     

	City: 
	     

	Province:  
	     

	Phone Number:
	[bookmark: Text99]     




B2. Does this study have Co-Investigators?
☐ Yes
☐ No

If Yes, provide the contact information for each Co-Investigator below. List additional names and contact information on a separate, appended page. 
	First Name: 
	     

	Last Name:
	     

	Degree(s): 
	     

	Institution: 
	     

	Address: 
	     

	City: 
	     

	Province:  
	     

	Phone Number:
	[bookmark: Text100]     



	First Name: 
	     

	Last Name:
	     

	Degree(s): 
	     

	Institution: 
	     

	Address: 
	     

	City: 
	     

	Province:  
	     

	Phone Number:
	[bookmark: Text101]     




B3. Does this study have a Study Coordinator/Administrative Study Contact?
☐ Yes
☐ No

If Yes, are they the primary contact for the study?
☐ Yes  
☐ No

Provide the Study Coordinator’s contact information:
	First Name: 
	     

	Last Name:
	     

	Degree(s): 
	     

	Institution: 
	     

	Address: 
	     

	City: 
	     

	Province:  
	     

	Phone Number:
	[bookmark: Text102]     




B4. Is this study part of a student or other trainee’s academic program?
☐ Yes 
☐ No


B5. Is the Principal Investigator the trainee’s supervisor? 
☐ Yes
☐ No
☐ Not applicable 

If No, provide the supervisor’s contact information:
	First Name: 
	     

	Last Name:
	     

	Degree(s): 
	     

	Institution: 
	     

	Address: 
	     

	City: 
	     

	Province:  
	     

	Phone Number:
	[bookmark: Text103]     





SECTION C: DESCRIPTION & METHODOLOGY

C1. The design of this research includes (select all that apply): 
☐ Observational Research methods (Specify the type): Click here to enter text.
☐ Interventional Research (Clinical Trials)
☐ Other (specify): Click here to enter text.


C2. This study will involve the following (select all that apply):
	☐ Chemotherapy		
	☐ Questionnaire/Survey     

	☐ Drugs or Biologics (including vaccines)
	☐ Focus Group     

	☐ Medical Devices	
	☐ Interview  

	☐ Radiotherapy	
	☐ Exercise	

	☐ Surgery
	☐ Cognitive/Behavioral Therapy

	☐ Gene Therapy/Stem Cell/Transplant
	☐ Natural Health Product and/or Non-Prescription Drug

	

	☐ Other (specify): Click here to enter text.




C3. How would you explain this study to a lay person? Provide a high-level lay summary of the study. 
	     




C4. What is the rationale for this study?
	     




C5. What are the objectives of this study?
	     




C6. Outline your study methodology:
	     




C7. Do any of the following conditions (a-d, directly below) apply to this study?
☐ Yes  
☐ No
a. At least one study facility is located in the United States (U.S.), a U.S. territory, or other foreign jurisdiction
b. The study is conducted under a U.S. FDA Investigational New Drug Application (IND) or Investigational Device Exemption (IDE) or other foreign jurisdiction equivalent
c. The study involves a drug, biological, or device product that is manufactured in and exported from the U.S., a U.S. territory, or other foreign jurisdiction
d. The study evaluates at least one drug, biological, or device product regulated by the U.S. FDA or foreign jurisdiction equivalent


C8. This study will include the following population(s) (select all that apply):  
	☐ Patients	
☐ Healthy volunteers		
☐ People with incurable disease		
☐ Elderly people
☐ People in medical emergencies	
☐ First Nations, Inuit, and Métis Peoples of Canada 
☐ People in long-term care	
☐ People in poverty
☐ People with mental health issues

	☐ Prisoners/persons in detention
☐ People who lack capacity to consent	
☐ People in palliative care 
☐ Pregnant women
☐ Fetal tissue or placenta
☐ Staff 
☐ Students					
☐ Participants unable communicate
☐ None of the above				
☐ Other (specify): Click here.
	



C9. Do you have any age, sex, gender, language, ethnic-specific, or race-specific inclusion or exclusion  
 criteria? 
☐ Yes
☐ No

If Yes, explain:
	     


 
C10. What is your primary outcome and how will it be measured?
	     




C11. [bookmark: _Hlk216789391]What is your secondary outcome and how will it be measured? Either provide a summary or the section 
   and page number in the protocol.
	     




C12. What is your sample size?

Local: Click here to enter text.     Total (for multi-site research): Click here to enter text.


C13. How did you determine your sample size?
	     




C14. How will you analyze your data? Either provide a summary or the section and page number in the 
   protocol.
	     




C15. How will surveys/questionnaires/interviews/focus be administered and/or the interviews/focus groups be 
   conducted?
	     



	
C16. Provide the URL for any web-based electronic materials (as applicable): Click here to enter text.

A copy of each of these materials is required as part of this application.



SECTION D: CLINICAL TRIALS

If this is not a clinical trial, proceed directly to SECTION E: STUDY INTERVENTIONS 

What type of clinical trial is this (select all that apply)? 

	☐ Investigational Drug(s) 
☐ Investigational Biologic(s)
☐ Investigational Natural Health Product(s) 
☐ Investigational Medical Device(s)
	☐ Gene Therapy/Stem Cell/Transplant
☐ Radiation Modality(ies) 
☐ Other (specify): Click here to enter text.


	☐ Pilot          ☐ Phase 1          ☐ Phase 2          ☐ Phase 3          ☐ Phase 4          ☐ Unknown   

	☐ Randomized          ☐ Single Blind          ☐ Double Blind          ☐ Open Label     




Will this trial use an active comparator?
☐ Yes   
☐ No

If Yes, justify that the comparator is standard care and that clinical equipoise exists:
	     




Will this trial use a placebo control?
☐ Yes
☐ No

If Yes, justify that the placebo is necessary and that clinical equipoise exists:
	     



If Yes, describe how you will reduce the risks to participants assigned to the placebo:
	     




Does this clinical trial require Health Canada approval?
☐ Yes 
☐ No

If Yes, who submitted the Clinical Trial Application to the Office of Clinical Trials of Health Canada?
☐ Lead Qualified Investigator
☐ Local Qualified Investigator
☐ Sponsor
☐ Other (specify): Click here to enter text.


Have you submitted a NOL or ITA to perform this study from Health Canada?
☐ Yes 
☐ No - submission to CO-REB will not be accepted until the appropriate regulatory authorization have    been received.
☐ Not applicable


Are there any other agencies providing regulatory approval and/or oversight of this clinical trial (e.g., U.S. Food and Drug Administration, European Medicines Agency)?
☐ Yes   
☐ No

If Yes, identify these agencies:
	     




Has the study been registered on a clinical trial registry?
☐ Yes 
☐ No - all clinical trials must be registered before patient recruitment can begin.

If Yes, provide the registry information:

Registry Name: Click here to enter text.                        Registration Number: Click here to enter text.

If No, explain why the trial is not registered:
	     





[bookmark: _SECTION_E:_STUDY]SECTION E: STUDY INTERVENTIONS

E1. Does this study involve any diagnostic testing?
☐ Yes 
☐ No

If Yes, specify: 
☐ Imaging
☐ Laboratory
☐ Other (specify): Click here to enter text.  


E2. Will any drugs be administered to participants in accordance with the study protocol?
☐ Yes 
☐ No

If Yes, list all drugs identified in the study protocol:

	Investigational
	Generic Name
	Brand Name

	☐ Yes  ☐ No
	     
	     

	☐ Yes  ☐ No
	     
	     

	☐ Yes  ☐ No
	     
	     

	☐ Yes  ☐ No
	     
	     

	☐ Yes  ☐ No
	     
	     




E3. Describe the usual standard of care for this population:
	     




E4. What procedures will be carried out in the study that are not considered part of the diagnostic, therapeutic “routine,” or standard of care? 
	     




E5. Indicate the known residual risks associated with the study. Do not refer to other sections of this form:
	     





SECTION F: RADIATION

F1.  Indicate the sources of radiation/radiopharmaceutical exposure (select all that apply):
☐ Diagnostic, specify Click here to enter text.
☐ Radiation therapy
☐ Other, specify Click here to enter text.


F2. Will research participants be exposed to radiation/radiopharmaceuticals over and above what they would      receive with standard of care?
☐ Yes
☐ No 

If Yes, describe the radiation exposure that is above standard of care: 
	     





SECTION G: BIOLOGICAL SPECIMEN COLLECTION 

G1. Does this study require human tissue or biological specimen (e.g., cadaver, biological fluids) collection and/or analysis?
☐  Yes
☐  No – proceed to SECTION H: RECRUITMENT


G2. What type of specimen(s) will be collected from the study participants?
	     




G3.  Will stem cells be collected or used in this study?
☐ Yes
☐  No

If Yes, describe the stem cell component of the study: 
	     




G4.  How will the specimens be collected (select all that apply)?
☐ Previously acquired clinical specimens (i.e., leftover or archived specimens)
☐ Prospectively collected for this study (i.e., not yet collected)
☐ Other: Click here to enter text.


G5. Will a material transfer agreement (MTA) or similar contract in place to ensure secure transfer and storage of specimens?
☐ Not applicable 
☐ Yes
☐ No, explain and justify:  
	     




G6.  Select the purpose(s) for which the specimens will be collected (select all that apply):
☐ For the purposes of this study (excluding specimens taken as part of normal care or for safety)
☐ Stored or retained or banked for any future testing
☐ For genetic testing (e.g. gene identification, gene mapping, genomic analysis, DNA screening) – attach 
     as a separate Informed Consent for Genetic Testing form with this application.


G7. If samples are being collected for the purposes for the study, indicate whether the collection is (select all that apply): 
☐ Optional 
☐ Mandatory
☐ Not applicable

a. Describe how the specimens will be used in this study: 
	     



b. Where will the specimens be sent (e.g., name & address including country)? Include where the specimens will be ultimately held. 
	     



c. Indicate how long the specimens will be retained: 
	     



d. Describe what will happen to the specimens at the end of that period (e.g., destroyed, returned): 
	     



e. Indicate to what extent the study participant is able to withdraw specimens collected for the purposes of the study after the specimens have been shipped offsite, and any limitations to the withdrawal: 
	     




G8. If samples are being collected for genetic testing will it be (select all that apply): 
☐ Optional
☐ Mandatory
☐ Not applicable

a. Describe the planned genetic testing: 
	     




b. Where will specimens be sent (e.g. name & address including country)? 
	     




c. Indicate how long the specimens will be retained:
	     




d. Describe what will happen to the specimens at the end of that period (e.g. destroyed, returned):
	     




e. Indicate to what extent the study participant is able to withdraw specimens collected for genetic testing after the specimens have been shipped offsite, and any limitations to the withdrawal: 
	     




f. Will study participants or their family members or their health care providers be informed of any clinically actionable findings?
☐ Yes
☐ No

If Yes, describe what information will be shared and with whom? 
	     




g. How will consent be obtained to release this information?
	     




h. Describe whether participants will be given the option of not receiving information about themselves:
	     



If No, explain/justify: 
	     




G9. If samples are being stored or retained or banked for any future testing, please indicate whether the sample collection to be stored or retained or banked for any future testing is (select all that apply): 
☐ Optional 
☐ Mandatory
☐ Not applicable

a. Where will the repository be located (e.g. name of repository & address including country)? 
	     




b. Where will the associated data be located (e.g. name & address including country)?
	     




c. Who will be the custodian of the specimens that will be stored or retained or banked for any future testing? 
	     




d. Who will have access to the stored specimens and data? 
	     




e. Describe what will happen to the specimens and data at the end of the storage period: 
	     




f. Indicate to what extent the study participant is able to withdraw banked specimens, and any limitations to the withdrawal: 
	     




[bookmark: _Hlk219882074]
[bookmark: H]SECTION H: RECRUITMENT

Any document to be viewed by a study participant (e.g. recruitment posters, letters, consent/assent forms, information sheets) must be included with your application.

H1. How do you plan to recruit participants (select all that apply)?
☐ Investigators or members of the study team will approach their own patients
☐ Investigators will receive referrals from other health care providers (i.e. non-study personnel)
☐ Advertising (e.g. poster, pamphlet, email)
☐ Database of people who consented to future contact; explain: 
	     



☐ Direct approach (e.g. random digit dialing); explain: 
	     



☐ Educational records (e.g. information from a registrar); explain: 
	     



☐ Other: Click here to enter text.


H2. Do you need to screen Personal Health Information (PHI) to identify potential study participants? 
☐ Yes
☐ No

If Yes, describe your screening/identification process:
	     



Note: investigators must destroy all information collected during screening/identification in a secure manner as soon as screening is complete.
	

H3. Does your recruitment plan require you to approach potential participants in the following ways:
	In Person           
	☐ Yes     
	☐ No

	Telephone
	☐ Yes     
	☐ No

	Email	
	☐ Yes     
	☐ No

	Letter	
	☐ Yes     
	☐ No

	Social Media      
	☐ Yes     
	☐ No

	Other:
	Click here to enter text.



If Yes to any of the above, include all recruitment materials (e.g. pamphlets, posters, in person/telephone scripts, emails) in this application.


H4. Will the potential participant’s permission be obtained to be contacted for research purposes?
☐ Yes
☐ No
☐ Not applicable (e.g. if potential participant self-refers)

If Yes, will initial contact/identification of participants be made by someone within the patient’s circle of care? 
☐ Yes
☐ No, explain why: 
	     





SECTION I: CONSENT

I1. Do you need to request a waiver of consent for this study?
☐ Yes 
☐ No

If Yes, provide justification for a waiver or alterations of consent in your study protocol. 

Ensure your justification complies with TCPS2 - 2022, Article 3.7A and PHIPA, 2004, c. 3, Sched A, s.44 (3) 

Proceed directly to SECTION J: SAFETY AND MONITORING if you do not plan to seek consent from participants. 


I2. What form of consent will you be seeking participants? (Check all that apply)
☐ Written
☐ Oral
☐ Implied
☐ Broad


I3. Will the study include participants who may not have the capacity to consent? 
☐ Yes 
☐ No

If Yes, explain how you will assess capacity to consent throughout this study and who will conduct this assessment:
	     	



Attach an informed consent form(s) suitable for participants who may demonstrate a capacity to consent, an informed consent form for substitute decision makers, and a separate, assent form for participants who do not have the capacity to consent.


I4. Describe the consent process:
	     




I5. Who will obtain consent to participate?
	     




I6. Is there a relationship between the participants and any of the following persons?
Person obtaining consent:	☐ Yes     ☐ No
Investigator:  			☐ Yes     ☐ No
Study team member:		☐ Yes     ☐ No

If Yes to any of the above, explain the nature of the relationship (e.g., physician, employer) and what steps will be taken to avoid the perception of undue influence:
	     




I7. How much time will participants have to consider the information about the study before being asked to give consent?
	     




I8. Will participants have the option to withdraw from this study?
☐ Yes
☐ No

If Yes, what do they have to do to withdraw:
	     



If No, explain:
	     	





[bookmark: j][bookmark: Text13]SECTION J: SAFETY AND MONITORING

Note: all studies must be monitored to ensure participant safety and confidentiality, and to ensure the integrity of data collection and analysis.

J1. How will you monitor the conduct of this study? 
	     	




J2. Will an interim data analysis be done?
☐ Yes 
☐ No

If Yes, describe the nature and timing of this analysis: 
	     	




J3. Does this study have a steering committee?
☐ Yes
☐ No

If Yes, provide a copy of the committee’s Terms of Reference with this application or provide a description of the steering committee below: 
	     	




J4. Is there a data and safety monitoring board (DSMB) or committee (DSMC)?
☐ Yes   	
☐ No

If Yes, submit a copy of the DSMB/DSMC charter with this application. If a charter is not available, please provide a description of the DSMB/DSMC below:
	     	




J5. Is the DSMB/DSMC independent of the sponsor?
☐ Yes
☐ No 
☐ Not applicable

If No, identify what alternative arrangements are in place to monitor the safety data and by whom and how the study decisions will be communicated to CO-REB:
	     	





SECTION K: RISKS AND BENEFITS

K1. List the known risks of study intervention(s) including approximate rate of occurrence, severity, and reversibility:
☐ Not applicable
	     	




K2. List the risks of any tests, procedures, or other protocol-mandated activities that are conducted for research purposes only, including approximate rates of occurrence, severity, and reversibility:   
☐ Not applicable
	     	




K3. For studies involving placebo, washout or withholding treatment, list any risks related to withdrawal or absence of treatment: 
☐ Not applicable
	     	




K4. Include a summary of the data regarding reproductive risks, such as teratogenicity or embryotoxicity, risk to breastfeeding, or risk to conception:
☐ Not applicable
	     	




K5. Does participation in this study affect alternatives for future care?
☐ Yes
☐ No
☐ Not applicable

If Yes, explain:
	     	




K6. How will you minimize and manage risks to study participants?
	     	




K7. How will the scientific community benefit from this study?
	     	




K8. How will society benefit from this study?
	     	





SECTION L: COLLECTION, STORAGE, & PROTECTION OF PERSONAL INFORMATION

Please refer to the Information and Privacy Commissioner of Ontario’s (IPC) De-identification Guidelines for Structured Data for general guidance on de-identifying structured data.

Storage and Coding
In accordance with privacy regulations and best practices, researchers must deploy administrative, technical, and physical safeguards to protect personal health information (PHI) and personal information (PI).
· Paper records containing PHI and PI must be stored in a secure location (e.g., locked filing cabinet) with restricted access to authorized study personnel.
· Electronic records containing PHI and PI must be stored on secure, institution-approved systems with appropriate administrative, physical, and technical safeguards (e.g., password protection, access controls, encryption, firewall protection, and regular backups).
· Mobile or portable devices (e.g., laptops, USB drives, tablets) may only store PHI and PI if they are encrypted and access-controlled in accordance with institutional policies.

To minimize privacy risks, direct identifiers should not be used in datasets unless necessary for the approved research purpose. PHI and PI must be coded using study-specific identification numbers where feasible and re-identification keys must be stored separately from the coded dataset, secured with appropriate administrative, physical, and technical safeguards and only accessible to authorized research personnel.


L1. What type of information do you plan to collect:
☐ Coded information
☐ Anonymized information 
☐ Anonymous information
☐ Identifiable (i.e. you need to view identifiers in individual health records or access cases in health registries or research repositories)

Select all identifiers:
	☐ Full name
	☐ Driver’s license number

	☐ Full date of birth
	☐ Address

	☐ Partial date of birth (e.g., year/month only)
	☐ Telephone number

	☐ Age 
	☐ Fax number

	☐ Sex
	☐ E-Mail address

	☐ Gender identity
	☐ Voice/audio recording

	☐ Full postal code
	☐ Video recording

	☐ First 3 digits of postal code
	☐ Social Insurance Number (SIN) number

	☐ Pathology specimen number
	☐ Device identifier

	☐ Medical device identifier
	☐ Internet Protocol address (IP address)

	☐ Admission date
	☐ Family/caregiver names and/or contact information

	☐ Discharge date
	☐ Other: Click here to enter text.

	☐ Race and/or ethnicity
	

	☐ Identifiable photographs (e.g., full-face photos, or other photos containing identifiable information)
	

	
	


Justify the collection of each identifier checked above:
	     




L2. Indicate the location(s) where the collection/abstraction of data will occur:
	     




L3. What is the source of the data or biological material you are accessing?
[bookmark: _Hlk219717817]☐ Health Records 
☐ Electronic Medical Record (specify): Click here to enter text.
☐ Health Registry (specify): Click here to enter text.
☐ Research Repository (specify): Click here to enter text.

a. Who maintains the health registry and/or repository? 
	     	




b. Has the custodian of the health registry and/or repository granted access/use for research purposes?  
☐ Yes
☐ No
☐ Yes, pending REB approval

c. Where is the health registry and/or repository located?
	     	




d. In what format is the health registry and/or repository currently stored? 
	     	


			


L4. How will you record study data at your site?
☐ Data Collection Form / Case Report Form (CRF). Attach the Demographic form of the CRF with this application.
[bookmark: _Hlk25320524]☐ Other (specify): Click here to enter text.


L5. Will REDCapTM be used to collect and manage study data?
☐ Yes
☐ No

REDCapTM is a secure web application designed to support PHIPA-compliant data capture and management. 


L6. Will you use a coding system to protect participant information?
☐ Yes
☐ No

If Yes, describe the coding system (e.g., non-identifiable, alphanumeric): 
	     



If No, explain: 
	     




L7. Provide details below on how physical (paper) and/or digital (electronic) collection tools will protect the information being collected. Note: If direct identifiers must be retained, they must be isolated on a separate dedicated server and/or network without external access. 

PHYSICAL / PAPER (check all that apply)
☐ Completed data forms will be stored in a locked filing cabinet in a secure location	
☐ Access to premises will be controlled (e.g., security clearances, pass cards)	
☐ Not Applicable
☐ Other (specify): 
	     



DIGITAL / ELECTRONIC (check all that apply)
Computer security methods to prevent unauthorized access will be:	
☐ Password Protected	
☐ Encrypted – include name of software: Click here to enter text.	
☐ Virus protected
☐ Firewalled
☐ Not Applicable
☐ Other (specify): 
	     	




L8. Do you plan to anonymize the study data?
☐ Yes
☐ No

If Yes, when? 
	     	



If No, why not? 
	     	



Note: investigators are required to destroy identifiers or links at the earliest possible time  


L9. How long will you keep the study data? Click here to enter text.

Note: if this study requires Health Canada authorization, all records must be retained for 15 years from the completion of the study. For all other studies, CO-REB recommends a retention period of 10 years from the completion of the study. Institutions, sponsors, and external investigators may set other requirements.


L10. What will you do with the study data after the retention period? 
	     	





SECTION M: TRANSMISSION OF DATA

M1. Does this study require you to send data outside of the institution where it was collected?
☐ Yes
☐ No

If No, proceed directly to SECTION N: SECONDARY USE OF DATA


M2. Where will the data be sent? 
	     



Note: Any data transmitted to the United States may be subject to access by U.S. government authorities without restriction. Investigators must inform study participants of this possibility when informed consent is required for the study.


M3. List the names and institutional affiliations of persons not identified in Section B: Investigators who will have access to study identifiers:
☐ Not applicable

	[bookmark: _Hlk25570025]Name
	Primary Institutional Affiliation
	Role on Project

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     




M4. List any additional study team members who will have access to study related information, (e.g. abstractors, co-investigators, students/trainee, statisticians, collaborators)
☐ Not applicable

	Name and Degree(s)
	Primary Institutional Affiliation
	Role on Project

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     




M5. Will the data be transmitted (select all that apply)? 
☐ Yes
☐ No

If Yes, select all that apply. 
☐ Fax
☐ Email (Note: transmission of data via personal email is not permitted)
☐ Canada Post (Note: study data must be delivered by Registered Mail)
☐ Private courier (Note: study data must be tracked and signature provided upon delivery)
☐ Virtual platform. How will access be granted: Click here to enter text.
☐ Other (specify): Click here to enter text.

If No, how will access to the data be granted: 
	     	





[bookmark: Text14]SECTION N: SECONDARY USE OF DATA

N1. Will you link the collected data with any other data set (e.g., Statistics Canada; ICES):
☐ Yes
☐ No

If Yes, specify:
	     



Identify the data set(s): 
	     



Identify specific data that will be linked to the data set: 
	     



Explain how the linkage(s) will be made:  
	     



Explain why the linkage(s) is/are required:  
	     




N2. [bookmark: _Hlk25582769]Will the data be stored in a research repository for future use?
☐ Yes
☐ No

If Yes, please specify:

Where will the data be stored? 
	     	



Who will be the data custodian? 
	     	



Who will have access to the database? 
	     	



What security measures will be in place to protect the data? 
	     	



Please note, even if unknown at this time, any secondary analysis of data stored in a research repository must be approved by CO- REB.



[bookmark: _Hlk219790605]SECTION O: FUNDING

O1. Does this study require any financial or in-kind support?
☐ Yes - Attach an itemized study budget with this application. The budget should reflect all costs to complete the study, including non-monetary compensation (i.e. in-kind support).
☐ No

If No, please proceed directly to SECTION P: CONTRACTS AND AGREEMENTS


O2. Please indicate the source of funding for this study (select all that apply):
☐ Industry – specify: Click here to enter text.
☐ Government – specify: Click here to enter text.
☐ Charitable Foundation – specify: Click here to enter text.
☐ Internal – specify: Click here to enter text.
☐ Other – specify: Click here to enter text.


O3. What is the status of funding?
☐ Funding obtained
☐ Funding applied for/pending; expected decision date: Click or tap to enter a date.
[bookmark: _Hlk25571207]☐ No funding required; please explain: Click here to enter text.


O4. If funding is not awarded, do you plan to proceed with the study?
☐ Yes
☐ No
☐ Not applicable

If Yes, are there sufficient resources to cover all study expenses?
☐ Yes
☐ No 


O5. Will participants receive any incentives to participate?
☐ Yes 
☐ No

If Yes, please select all that apply: 
☐ Payment for time
Amount: Click here to enter text. 
Justification for compensation: Click here to enter text. 
☐ Gifts for participation. Specify items: Click here to enter text. 
Value: Click here to enter text. 
☐ Other (please specify): Click here to enter text. 


O6. Will participants receive any reimbursement for costs incurred while participating?
☐ Yes 
☐ No

If Yes, please select all that apply: 
☐ Reimbursement for expenses incurred for research participation
Amount: Click here to enter text. 
Specify (e.g., travel, meals, parking): Click here to enter text. 
☐ Payment for time
Amount: Click here to enter text. 
Justification for compensation: Click here to enter text. 
☐ Other (please specify):  Click here to enter text.



[bookmark: P][bookmark: _Hlk219790636]SECTION P: CONTRACTS AND AGREEMENTS

P1. Is there any party external to the institution involved with the research that will be entering into a contract or agreement (e.g., Data Sharing Agreement; Clinical Trial Agreement; Material Transfer Agreement; Collaboration Agreement) with the institution?
☐ Yes
☐ No - proceed directly to SECTION Q: CONFLICTS OF INTEREST

If Yes, please identify the other parties involved in the agreement: 
	     




P2. Will the contract or agreement limit your access to the research data or your right to publish the study results? 
☐ Yes
☐ No

If Yes, explain: 
	     




P3. Has the contract or agreement been submitted to your organization’s contracts or legal team for review? 
☐ Yes
☐ No

If No, explain:
	     





[bookmark: Q]SECTION Q: CONFLICTS OF INTEREST

Note: conflicts of interest do not imply wrongdoing.

It is the responsibility of the Principal Investigator to determine if any of the conflicts listed below apply to any persons involved in the research study or any member of their immediate family. Disclose all contracts, budgets, and any conflicts of interest (actual, apparent, perceived, or potential) relating to this project. Conflicts of interest may also arise with regard to disclosure of personal health information.

Q1. Will any investigators, members of the research team, and/or their partners or immediate family members:

	· Function as an advisor, employee, officer, director, or consultant for the study sponsor or funding source?
	☐ Yes
	☐ No

	
	
	

	· Have direct or indirect interest in the drug, device, or technology employed in this research study (including inventorship, patents, or stocks)?
	☐ Yes
	☐ No

	
	
	

	· Receive any honorarium or other personal benefits from the sponsor (apart from fees for service)?
	☐ Yes
	☐ No

	
	
	

	· Use services of a family member or a company in which you or a family member has a direct interest?
	☐ Yes
	☐ No

	
	
	

	· Receive direct or indirect financial benefit from the disclosure of personal health information
	☐ Yes
	☐ No

	
	
	

	· Have a competing interest (situations in which the researcher may be influenced to draw conclusions against the interest of the sponsor or another interested party to the study because the researcher or a family member has an opposing interest related to the research, including a legal suit against a company or sponsor or a financial interest in a competing company or product)
	☐ Yes
	☐ No



Describe other potential conflicts of interest (if applicable) 
	     	




Q2. Provide more information about each of the conflicts of interest identified above:
	     	




Q3. Explain how you will manage each of the conflicts of interest identified above:
	     	







SECTION R: ATTESTATIONS AND SIGNATURES 

PRINCIPAL INVESTIGATOR
· I attest that, to the best of my knowledge, the information in this application is complete, current, and accurate.
· I attest that I am appropriately qualified to conduct this research, entitled to provide medical oversight under the applicable laws (if applicable), and that I am a member in good standing with my respective regulatory authority.
· As the PI: 
· I assume full responsibility for the scientific and ethical conduct of the research at this institution.
· I agree to conduct this research in compliance with TCPS2 (2nd edition of Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans); AND in accordance with all applicable laws, regulations, or guidelines (e.g., Food and Drugs Act and applicable Regulations; International Conference on Harmonization Guidance E6: Good Clinical Practice; and PIHIPA.
· I attest that I have sufficient space, time, and resources to conduct this research.
· I certify that all researchers and other personnel (research team) involved in this project at this institution are appropriately qualified and experienced or will undergo appropriate training to fulfill their role in this project.
· I acknowledge that I am responsible for promptly reporting to CO-REB:
· Modifications or amendments, such as changes in Site PI, site-specific required changes to the consent form, etc.
· All local reportable events that meet CO-REB reporting criteria, including but not limited to local unexpected, serious adverse events (SAEs), privacy breaches, protocol deviations, and any new information that may adversely affect the safety of the participants or significantly affect the conduct of the research.
· Annual Renewal form, annually or as often as requested by CO-REB.
· Research completion or termination. 
· I certify that CO-REB approval and all institutional approvals will be obtained before the research will commence.
· I will ensure that all CO-REB approved changes will be implemented at my site, when relevant.
· I certify that the research team will adhere to the protocol and consent form as approved by CO-REB unless to eliminate an immediate safety hazard to participants and in accordance with any conditions placed on CO-REB approval.
· I certify that all information provided in this application represents an accurate description of the conduct of the research at this site.




	[bookmark: Text49]     	
	
	

	Principal Investigator
	Signature
	Date




Signatures of all study team members and individuals reviewing health records, registries, and repositories:
	Print Name
	Signature
	Date Signed

	     
	
	     

	     
	
	     

	     
	
	     

	     
	
	     

	     
	
	     

	     
	
	     








INSTITUTIONAL REPRESENTATIVE

· I attest that this institution authorizes delegation of ethical oversight to CO-REB in respect of the research, in keeping with the obligations as set out in the Board of Record Agreement.
· I attest that the Principal Investigator is a researcher in good standing with this institution and is appropriately qualified to act as the Principal Investigator for the conduct of this study at this institution.
· I confirm that the Principal Investigator has access to the resources necessary to conduct the study.
· I attest that the Principal Investigator has completed any mandatory clinical research training required at this institution, if applicable and, if a physician, has been appropriately credentialed.
· I attest that this institution has entered (or will enter) into appropriate contractual agreements with funders, sponsors, and/or other institutions and that the study budget has been (or will be) reviewed and financial conflict of interest has been (or will be) addressed.
· I attest that this institution will notify CO-REB if institutional approval is suspended or terminated for this study.


	     	
	
	     

	Institutional Representative
	Signature
	Date
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