Checklist of Forms to Use for Initial Review Submission

Please complete the applicable sections below by selecting all the conditions that apply to the research study for which you are requesting initial review.  

For a submission to be complete it must include:
1. All the forms identified below, properly completed

2. The Research Study Protocol

3. The consent / assent documents, if applicable

4. The Investigator Brochure, Report of Prior Investigations or Product Monograph, if applicable

5. The Contract/Material Transfer Agreement and budget, if applicable

6. Documentation of prior peer scientific review, if applicable

7. Advertisements to be used for the study, if applicable

All study documents and accompanying forms must be submitted electronically as email attachments to: newstudy@muhc.mcgill.ca
Section 1 – Type of Study
 FORMCHECKBOX 
 This study uses “only” retrospective (existing) data:

Complete the Request to Access Health Records form and Sections 4, 6 and 7 below.

 FORMCHECKBOX 
 This study uses data collected outside the MUHC:
Complete Sections 2, 3, 4, 6 and 7 below.

 FORMCHECKBOX 
 This study collects prospective (new) data:

Complete Sections 2 to 7 below.
Section 2 – Science

 FORMCHECKBOX 
 This study involves minor subjects (under 18 years of age):


Complete the Pediatric Science Review Form.

 FORMCHECKBOX 
 This study has undergone prior peer scientific review:

Submit all available supporting documents (reviewer comments, response letter, decision letter, etc.)
 FORMCHECKBOX 
 This study has not undergone prior peer scientific review:


Complete the Suggested Reviewers form.

Section 3 – Ethics

 FORMCHECKBOX 
 This is an MUHC ‘only’ study or a study with 4 or fewer sites in Quebec:


Complete the Initial Review form and the Executive Summary.

 FORMCHECKBOX 
 This study is a clinical trial: 

Complete Annex B - Clinical Trial Review.

 FORMCHECKBOX 
 This is a multicentre study with more than 4 sites in Quebec for which I am the MUHC coordinating principal investigator (CPI) (MSSS Multicentre Mechanism):


Complete the Multicentre M-Éval form and the Executive Summary.

 FORMCHECKBOX 
 This is a multicentre study with more than 4 sites in Quebec for which I am the MUHC local principal investigator (MSSS Multicentre Mechanism):
· Inform the Coordinating PI to submit the Ethics documents electronically to newstudy@muhc.mcgill.ca as soon as possible.
· Complete sections 4 to 7 below, as you are responsible for the Site-specific Assessment.

Section 4 – Contract and Budget
 FORMCHECKBOX 
 This study involves a contract or study agreement:


Complete the Application for Contract Review.

 FORMCHECKBOX 
 This study involves transferring data or materials to collaborating institutions:

· Complete the Application for Contract Review.
· Contact the Office of Clinical Contracts (42334 or 71480) to obtain the RI MUHC 
Material Transfer Agreement (MTA) template.

 FORMCHECKBOX 
 This study involves transferring funds to collaborating institutions:

· Complete the Application for Contract Review.
· Contact the Office of Clinical Contracts (42334 or 71480) to obtain the RI MUHC Inter-Institutional Agreement (IIA) template.

Section 5 – Pharmacy
 FORMCHECKBOX 
 This study involves a biologic, drug, placebo or natural health product (whether marketed or not) which will be dispensed by the MUHC Pharmacy:


Complete the Pharmacy Review Form.

 FORMCHECKBOX 
 This study involves a biologic, drug, placebo or natural health product (whether marketed or not) which will be dispensed by the Investigator:


Complete the Pharmacy Self-Evaluation Form.

Section 6 – Hospital Resource Utilization

 FORMCHECKBOX 
 Required Form:


Complete the MUHC Impact Analysis Form.

Section 7 –Media Clearance

 FORMCHECKBOX 
 This study makes use of advertisement:

· Complete the Research Media Clearance Form.
· Use the advertisement templates posted on the RI MUHC website under the Public Relations and Communications heading.
