	

	


	


1. 	PROTOCOL AND SUPPORTING DOCUMENTS

Includes but not limited to the following documents:

Protocol & Protocol Amendments
· Current approved Protocol and/or Amendments
· Signature page(s) for the protocol and any amendments 
· Included tracking of changes or summary of changes
· Previously approved protocol and/or amendments may be kept in separate location 

Data Safety Monitoring Plan
· Keep all approved versions
· Outside review committee (such as a DSMB) Charter document or SOP detailing membership, meeting frequency, what is reviewed, and plan for dissemination for recommendation

Investigator Brochure
· maintain most current brochure including updates and revision 
· if an IB will not be utilized, an equivalent packet of information (e.g., product monograph, product insert) with safety information should be kept on file

*insert a note in this section indicating location of documents if located elsewhere

	


Protocol and Supporting Documents































































	

	


	


2. 	INFORMED CONSENT

Includes but not limited to the following documents:

· All consent versions, past and current
· All variations: Healthy Controls, Participants
· All signed originals consent by the participants (can store in a separate binder in a secured location)
· Consent version tracking log re: consents sent/approved by REB
· Consent version tracking log re: consents signed by participants

*insert a note in this section indicating location of documents if located elsewhere

	


Informed Consent
































































	

	


	


3. 	RESEARCH ETHICS BOARD (REB) APPROVALS & CORRESPONDENCE

Includes but not limited to the following documents:

Approval Letters and Renewals
· Initial REB approval letter (original) for protocol, for consent form(s) 
· Any amendments identified by protocol number and/or title and date of approval 
· Patient recruitment advertisement approvals and educational material
· Corresponding REB letter(s) 
· REB roster documents that the REB’s composition is in compliance with TCPS2 and GCP guidelines
· REB attestation (if applicable)
· For studies also conducted in the United States: Federal Wide Assurance (FWA) – from Department of Health and Human Sciences (DHHS) through the Office for Human Research protections (OHRP) documenting that the REB complies with 45 CFR part 46
· Progress reports and annual REB renewals

Ongoing REB Communication
· REB correspondence—letters of submission (includes any institution application)
· REB notification of and responses to serious adverse events at your institution (file in Safety Section in binder)
· Documentation of submission of safety reports to REB and REB responses (file in Safety Section in binder)
· Close out/final report notice

*insert a note in this section indicating location of documents if located elsewhere
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Research Ethics Approvals & Correspondence
































































	

	


	


4. 	STUDY STAFF

Includes but not limited to the following documents:

· Curricula vitae for all principal and sub-investigators and site staff 
· Copy of Medical license of licensed research team members, for all principal and sub-investigators and appropriate site staff  (if applicable)

Training
· Site initiation visit (SIV) attendance log and minutes (if available)
· Protocol or Study Procedure(s) related training certificates/logs
· All other appropriate Research Training Certificates

Delegation of Responsibility Log/Form
· Outlines the specific study related procedures that each member is delegated to perform 
· In addition to their name and signature – there should be a place for the PI to initial that he/she agrees to assign this person these responsibilities.

*insert a note in this section indicating location of documents if located elsewhere
























	


Study Staff
































































	

	


	


5. 	SCREENING / RECRUITMENT & ENROLLMENT LOGS

Includes but not limited to the following documents:

Screening/Recruitment & Enrollment Log - list all participants screened, regardless of their enrollment status
· Potential participants
· Participants who have signed consent

Research Participant Identification Log
· This is for the site only, monitors will check that you have this but will not copy this (PHI)
· Used when study ended to be able to track participants in case it is necessary to contact them

*insert a note in this section indicating location of documents if located elsewhere




















	


Screening / Recruitment & Enrollment Logs















































































	

	


	


6. 	OTHER LOGS

Includes but not limited to the following documents:

Site Visit Log
· signatures of monitors, auditors, all other personnel performing a site visit include the date(s) of the site visit

*insert a note in this section indicating location of documents if located elsewhere

	


Other Logs































































	

	


	


7. 	LABORATORY

Includes but not limited to the following documents:

· A copy of the most recent certificate issued showing the expiration date for labs used in the research study
· Lab normal ranges for all tests performed in study
· CV of Director of Lab
· Sample requisition

*insert a note in this section indicating location of documents if located elsewhere

	


Laboratory
































































	

	


	


8. 	DIAGNOSTIC IMAGING

Includes but not limited to the following documents:

· Provider agreement(s)
· Radiation safety approval
· Sample requisition


*insert a note in this section indicating location of documents if located elsewhere



































	


Diagnostic Imaging
































































	

	


	


9. 	INVESTIGATIONAL PRODUCT (IP) ACCOUNTABILITY*

(*Drug, Device and Natural Health Products)

Includes but not limited to the following documents:

· IP accountability logs
· IP order forms
· IP shipment records
· Disposition and/or return of unused or damaged study kit records
· Drug return to the sponsor for destruction form (if applicable)

*insert a note in this section indicating location of documents if located elsewhere
























	


Investigational Product (IP) Accountability
































































	

	


	


10. 	STUDY EQUIPMENT & SUPPLIES

Includes but not limited to the following documents:

· Calibration logs
· Temperature logs
· Receipts

*insert a note in this section indicating location of documents if located elsewhere




















	


Study Equipment & Supplies















































































	


11. 	COPY OF CASE REPORT FORMS (CRFS) &/OR DATA COLLECTION TOOLS

Includes but not limited to the following documents:

· All past and present working (“final”) versions of CRFs and CRF completion guidelines
· All past and present working versions of data collection tools

*insert a note in this section indicating location of documents if located elsewhere

	


Case Report Forms, &/or Data Collection Tools































































	

	


	


12. 	SAFETY REPORTS

Includes but not limited to the following documents:

· This will include reports received from sponsor/other sites (IND, MedWatch) if more than one site and also SAE reports
· 	Including those sent to Health Canada that are applicable
· 	Internal and external reports to REB
· 	Safety reports sent to sponsor
· 	Any logs tracking these reports
· Master serious adverse event (SAE) reporting form and instructions for completion 
· DSMB reports and correspondence
· Other related correspondence

*insert a note in this section indicating location of documents if located elsewhere

	


Safety Reports
































































	

	


	


13. 	STUDY AGREEMENTS

Includes but not limited to the following documents:

· Signed Clinical Study Agreement (If Clinical Study Agreement is filed elsewhere, insert a note to file in this section indicating where the contract is located)
· Signed Confidentiality Disclosure Agreement (If CDA is filed elsewhere, insert a note in this section indicating location of documents)

*insert a note in this section indicating location of documents if located elsewhere



































	


Study Agreements
































































	

	


	


14. 	OTHER COMMUNICATIONS

Includes but not limited to the following documents:

· Sponsor
· Monitoring report copies  
· Enrollment confirmation faxes 
· Randomization, screening and enrollment reports

· Coordinating Centre (NIH, etc)

· Contract Research Organization (CRO)

· Other Departments in Hospital

*insert a note in this section indicating location of documents if located elsewhere
























	


Other Communications
































































	

	


	


15. 	STUDY REPORT(S)

Includes but not limited to the following documents:

· A copy of the study report(s) including final provided by the sponsor




*insert a note in this section indicating location of documents if located elsewhere




















	


Study Report(s)















































































	


APPENDIX A: CLINICAL TRIAL APPLICATION

Includes but not limited to the following documents:

Application
· Clinical Trials Application and all correspondence to and from Health Canada
· Qualified Investigator Undertaking (QIU)
· Clinical Trial Site Information Form
· Other applicable forms

Approval
· Copy of No Objection Letter (NOL)

Correspondence
· Include Clarifaxes, emails, letters

*insert a note in this section indicating location of documents if located elsewhere

	


A.  Clinical Trial Application































































	

	


	


APPENDIX B: INSTITUTIONAL APPROVALS

Includes but not limited to the following documents:

· operational approval
· research agreement(s)
· administrative approval

*insert a note in this section indicating location of documents if located elsewhere

	


B. Institutional Approvals
































































	

	


	


APPENDIX C: STANDARD OPERATING PROCEDURES

Includes but not limited to the following documents:









*insert a note in this section indicating location of documents if located elsewhere



































	


C. Standard Operating Procedures
































































	

	


	


APPENDIX D:

Includes but not limited to the following documents:










*insert a note in this section indicating location of documents if located elsewhere
























	


D.
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APPENDIX E: 

Includes but not limited to the following documents:





*insert a note in this section indicating location of documents if located elsewhere




















	


E.















































































