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Study Start-Up Document Checklist 
Documents Required for Initial Submission of QuickSTART Studies 

 

Guidelines 
Sponsors and applicants participating in the QuickSTART program must use this checklist to 
ensure they have all necessary documents to support an efficient review and study 
activation process. This checklist outlines the key documents required for the Clinical Trial 
Initial Application (CTIA) in Stream as well as those that may be required for local site 
activation.  
 
Document Format and Consistency  
 

- Sponsors must provide documents in submission-ready format. Drafts or 
documents that do not comply with template requirements may result in the 
application being returned as “incomplete” or cause delays in the review process.   

- Ensure the Informed Consent Form (ICF) complies with the current CTO ICF 
template. ICFs that significantly deviate from the CTO template (or OCREB 
template, in the case of oncology studies) may lead to the application being 
returned as “incomplete” or delay the review process. Click here to access the 
current templates   

- Ensure your applications are consistent with information contained in the 
study documents. Any responses you provide in the CTIA (or other applications 
submitted for local site reviews/approval) must align with the study documents.   

 
Documents Requiring Translation 
 

- Documents requiring translation can be submitted for initial ethics review in 
English. Once approved, these documents may then be translated and submitted 
as an amendment for subsequent review and approval.   

 
Documents Required for REB Submission  
 
Documents marked as “Yes” in the Required for REB Submission column in Table 1 are 
submitted by the Lead Applicant for study-wide approval. After study-wide approval is 
granted, Participating Sites will access certain documents directly from the Stream platform 
(e.g., the approved study-wide ICF template(s), medication diaries etc.). For the purposes of 
completing this checklist, Participating Sites should mark these documents as “Received”.  

https://ctontario.ca/programs/streamlined-research-ethics/training/templates-forms/
https://ctontario.ca/programs/streamlined-research-ethics/training/templates-forms/
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Table 1. List of Documents Required for Initial REB Submission of CTIA in Stream and to initiate the Site-Activation Process 
 

Document 
Required for REB 

Submission 

Document Provided by 
Sponsor? Document Received by Site 

(Unless marked N/A by Sponsor) 
Yes N/A 

Budget Yes ☐ ☐ N/A ☐ 

Contract  N/A ☐ ☐ N/A ☐ 

Protocol  Yes ☐ ☐ N/A ☐ 

Investigator Brochure  Yes ☐ ☐ N/A ☐ 

Product Monograph  Yes ☐ ☐ N/A ☐ 
Advertisement/Recruitment Materials  Yes ☐ ☐ N/A ☐ 
Medication Diary  Yes ☐ ☐ N/A ☐ 

Wallet Card/Participant ID Card  Yes ☐ ☐ N/A ☐ 

Participant Questionnaires  Yes ☐ ☐ N/A ☐ 
Informed Consent Form/ Assent Form1 (Must be in the 
current CTO template format (or for oncology studies, in the 
current OCREB template format) 

Yes ☐ ☐ N/A ☐ 

Pre-screening ICF  Yes ☐ ☐ N/A ☐ 

Optional ICFs  Yes ☐ ☐ N/A ☐ 
Translated Patient Facing Materials (Refer to “Documents 
Requiring Translation” on page 1) 

Yes ☐ ☐ N/A ☐ 

Debriefing Materials  Yes ☐ ☐ N/A ☐ 

Interview/Focus Group Scripts  Yes ☐ ☐ N/A ☐ 
Screenshots of Patient Facing Electronic Forms/Materials 
(e.g., ePRO)  

Yes ☐ ☐ N/A ☐ 

Device Manuals (Mandatory if the study has an ITA) Yes ☐ ☐ N/A ☐ 

DSMB-IDMC Charter  Yes ☐ ☐ N/A ☐ 

https://ctontario.ca/programs/streamlined-research-ethics/training/templates-forms/
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Document 
Required for REB 

Submission 

Document Provided by 
Sponsor? Document Received by Site 

(Unless marked N/A by Sponsor) 
Yes N/A 

Health Canada NOL (Check YES if NOL is pending) Yes ☐ ☐ N/A ☐ 

Scientific Peer Reviews (If available) Yes ☐ ☐ N/A ☐ 

Third Party Vendor Details2    Yes ☐ ☐ N/A ☐ 

Data Collection Forms (CRFs)  Yes ☐ ☐ N/A ☐ 

Imaging Manual Guidelines N/A ☐ ☐ N/A ☐ 

Pharmacy Manual N/A ☐ ☐ N/A ☐ 

Lab Manual N/A ☐ ☐ N/A ☐ 

Manuals for any other procedures N/A ☐ ☐ N/A ☐ 

Monitoring Plan (If available) N/A ☐ ☐ N/A ☐ 

Data Management plan (If available) N/A ☐ ☐ N/A ☐ 

Data sharing information N/A ☐ ☐ N/A ☐ 

Sample IP labels in both languages N/A ☐ ☐ N/A ☐ 

Publication plans N/A ☐ ☐ N/A ☐ 

eCRF vendor information and training links N/A ☐ ☐ N/A ☐ 

Dispensing logs N/A ☐ ☐ N/A ☐ 

IWRS sheets N/A ☐ ☐ N/A ☐ 

All study logs – delegation, dispensing, lab specimens etc. N/A ☐ ☐ N/A ☐ 
Training information – slides or any other documentation, 
logins the site needs to train on 

N/A ☐ ☐ N/A ☐ 

Technology requirements and specifications N/A ☐ ☐ N/A ☐ 
1. Current CTO template  (or for oncology studies, in the current OCREB template) 
2. If the study uses third party vendors- information such as vendor name, location, etc, should be available to help populate the CTO consent template.   

https://ctontario.ca/programs/streamlined-research-ethics/training/templates-forms/
https://ocreb.ca/about-ocreb/guidelines-templates-and-sops/
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