Master File Table of Contents (can be filed electronically or on paper)
This is a template only and can be used for both a Trial Master File (Sponsor) or Investigator Site File (Subsite)
Duplicate for each subsite and add/remove sections as needed
0.0 Master File Guide
	Table of Contents
1.0 Protocol
1.1 Current Protocol
· The most recent REB and HC-approved protocol
1.2 Log of protocol changes 
· A list of all previous protocols and date of REB and HC approval with details of protocol changes  
1.3 Draft Protocols
· Protocols pending approval 
2.0 [bookmark: _Hlk215039680]Informed Consent Form 
2.1 Current ICF 
· The most current REB and HC-approved ICF 
2.2 Log of ICF changes 
· A list of all previous ICFs and the date of REB approval
2.3 All previous ICFs 
· AII previously approved ICFs . 
2.4 Informed Consent Script 
· Script for introducing informed consent at in-person screen 
2.5 Informed Consent Drafts
· Consent drafts pending

3.0 [bookmark: _Hlk215039939]REB Documentation 
3.1 [bookmark: _Hlk215039960]Initial REB approval letter (original)  
· Original Submission Certificate 
· Original Submission Communications (Submission confirmation, ethics submission assignment) 
· Original submission summaries and reviewer notes 
3.2 REB renewals and annual progress reports
· REB annual re-approvals 
3.3 REB submission and approval of Modifications 
· All modifications (Request, Certificate, Reviewer notes, and summaries) 
3.4 REB correspondence 
· Protocol deviations 
· Reportable events 
· Other study-related documents 
3.5 Close out/final report notice 
3.6 Clinicaltrials.gov  
· Application receipt and NCT number
3.7 Annual REB membership list and REB attestation
3.8 Other Documents Related to REB 

4.0 [bookmark: _Hlk215040116]Recruitment Materials 
4.1 [bookmark: _Hlk215040130]Current Recruitment Materials 
· Recruitment Materials 
· Pre-screen Materials
4.2 All Previous Recruitment Materials 
· Previous Recruitment Materials 
· Previous Pre-screen Materials 
4.3 Recruitment plan

5.0 Participant Materials 
5.1 [bookmark: _Hlk215040410]Current Participant Materials 
· Any additional documents participants will be provided with (schedules, instructions etc.) 
5.2 All previous Participant Materials 

6.0 Health Canada 
6.1 [bookmark: _Hlk215040522]Health Canada CTA
·  Original CTA
·  Associated correspondence 
6.2 Health Canada CTA-A & CTA-N Submissions 
· All notifications, amendments and correspondence 
6.3 Approval (NOL) 
6.4 Health Canada OCS
· Letter of Institutional Support 
· HC OCS Submission 
· HC OCS Approval 
· Associated Correspondence 
6.5 Clinical Trial Site Information Form 
6.6 Qualified Investigator Undertaking (QIU) 
6.7 Health Canada Inspections
· Corrective Action Plan
· Findings
· Notification 
· Report 
6.8 Other Health Canada Correspondence 

7.0 Study Team Responsibilities 
7.1 [bookmark: _Hlk215040564]Delegation of Responsibility Log 
7.2 Study Team Information 
· Includes CV (signed and dated), medical license or health regulated licence (if applicable), GCP, div 5 and TCPS2 certificates for all study staff 
· PI
· Co-Investigators 
· Site Staff
· Expiry Log – log of when all study staff's certificates and CVs expire 
· Other protocol-specific training certifications 
· Electronic data system (i.e REDCap) Training
7.3 Staff Training Log 
· Signature for every training session must be documented 
7.4 Organization Chart

8.0 Screening and Recruitment 
8.1 [bookmark: _Hlk215040650]Screen and Recruitment Log
8.2 Randomization Assignment Log 

9.0 [bookmark: _Hlk215040692]Notes to File – all notes to file related to study 

10.0 Data Management and Data Collection
10.1 [bookmark: _Hlk215040490]Data Management Plan 
10.2 CRFs 
· Current CRF
· All Previous CRFs
10.3 Source Document Plan
10.4 Questionnaires 
· All questionnaires used in the study 
10.5 REDCap Project Validation 
· Screenshots proving all fields work in RedCap (project validation)
10.6 System Validation Docs
· OnCore 
· REDCap
· SharePoint 
· Adobe Sign 
10.7 Record Retention and Data Destruction Docs 
·  UCalgary docs about retention and destruction procedures 
10.8 Other 
· Additional documentation about data management and collection 
· REDCap data entry tracker keeps track of what CRFs are not closed due to blood shipments etc. 

11.0 Investigational Product (IP) 
11.1 [bookmark: _Hlk215040624]IP Management Plan 
11.2 IP Accountability Supporting Docs. 
· Order Forms
· Shipment Records 
· Pharmacy Correspondence 
· Dispensing Label 
· Certificate of Analysis
· Drug Accountability logs/Temperature log 
11.3 Investigator Brochure 
11.4 Other documents related to IP

12.0 Standard Operating Procedures 
12.1 [bookmark: _Hlk215040674]N2P SOPs – Templates available here 
· N2P Adoption Record (current and previous if applicable) 
· Letter of Assurance 
· Individual Training Records – includes log of all study staff 
· Signed SOPs 
12.2 Manuals 
· Current Manuals (Trial Manual, Laboratory Manual, etc) 
· [bookmark: _Hlk215040758]Past Manuals 

13.0 Institutional Approvals and Study Agreement 
13.1 [bookmark: _Hlk215040810]Department Approval Form 
· Department Approval 
13.2 AHS Agreements 
13.3 Laboratory 
· Includes agreements for each lab 
13.4 Pharmacy Cost Agreement 
13.5 Diagnostic Imaging
13.6 Research Agreements 
· IP provider, sub-site agreements etc. 
13.7 Other 
· Ex. Questionnaire Licenses 

14.0 Budget and Financial Related 
14.1 [bookmark: _Hlk215040843]Budget 
14.2 Grant Info 
14.3 Insurance 
14.4 Participant Incentive Record 
14.5 Invoices 

15.0 Laboratory 
15.1 Sample Requisition 
15.2 Lab Normal Ranges 
15.3 Log of all Samples 
15.4 Other Laboratory Documents

16.0 Diagnostic Imaging 
16.1 [bookmark: _Hlk215040929]Radiation Safety Approval 
16.2 Sample Requisition 
16.3 MRI Screening Form Template 
16.4 MRI Quality Check 
16.5 MRI Data Manuals 
16.6 Other 

17.0 Equipment 

17.1 [bookmark: _Hlk215040735]Testing reports, Inspection Charts, Calibration Records 
· Calibration Plan
· Calibration Certificates 
17.2 User Guides - Includes Manuals for Breathalyzer and Blood Pressure Machines 
17.3 Other Documentation 
· Correspondence 
· Equipment Agreements and Licenses (includes blood pressure machine, drug tests and pregnancy tests) 
· Low Inventory Log – log to ensure we do not run out of blood test supplies, drug tests or pregnancy tests (not mandatory for master file) 

18.0 Risk Management
18.1 Study Risk Assessment
18.2 Risk Management Plan
· Critical to Quality Factors
· Risk Mitigation Strategies

19.0 Safety Reports 
19.1 Data Safety Monitoring Board (DSMB) 
18.1.1 DSMB Charter
18.1.2 DSMB Meeting Confirmations 
18.1.3 DSMB Meeting Minutes 
18.1.4 DSMB Meeting Presentations 
18.1.5 DSMB Requests 
19.2 Adverse Event Reporting 
18.2.1 CAREB Guidance on Reporting 
18.2.2 CAPA Plan Template 

19.3 Emergency Medication Drug Accountability Log 
· Emergency Medication Log 

19.4 Enrollment and Close Out Signature 
· Audit Receipts only, forms in REDCap under the corresponding participant 
19.5 Other Correspondence Related to Safety 

20.0 Inspections and Audits 
20.1 [bookmark: _Hlk215040876]Monitoring Plan 
20.2 Monitor Information 
20.3 Site Visit Log 
20.4 Site Visit Communications 
20.5 Other Monitoring and Audit Documentation 
20.6 Site Visit Reports 
17.6.1 Monitoring Reports; site initiation
17.6.2 Monitoring Reports; interim 
17.6.3 Monitoring Reports; close-out 
17.6.4 Audit Reports 
17.6.5 Other Communication
[bookmark: _Hlk215040900]
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