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McGill University Health Centre

- Application to Conduct Human Subjects Research -

- Clinical Trial Review -

Annex B
Study Title 






MUHC Study Code:  




(REO use only)     

     
Sponsor Protocol Number:       (as applicable)

· This symbol in the application requires you to take note of the information.

· This symbol in the application indicates that a supplementary document may be required.

A.
Study Design
i) The research methodology to be used will be:
 FORMCHECKBOX 
 Qualitative
 FORMCHECKBOX 
 Quantitative
 FORMCHECKBOX 
 Both
ii) Does the study design include an interim statistical analysis?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If Yes, will subject recruitment be interrupted during the analysis?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
iii) Will both male and female subjects be recruited in proportions 

that reflect occurrence of the disease or condition being studied?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
B.
Safety Reporting 
· If the study is a clinical trial with a therapeutic component, the Investigator must forward a copy of the signed consent document, the “Confirmation of Participation in Research”, and the study’s “Executive Summary” for inclusion in the medical record of each subject. 

· If the study is a clinical trial with a therapeutic component, a “wallet card” with emergency information must be given to each research subject.  For a legally incompetent adult or child subject the card will be given to the person signing on behalf of the study subject.

· If the study is a clinical trial with a therapeutic component, certain nominal information concerning the subject must be included in a Research Subjects Registry held confidentially by the Investigator, and retained for the length of time required by regulations.

i) Will a Safety Committee (DSC or DSMB) monitor the study?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If Yes, is the Safety Committee independent of the Sponsor?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If Yes, please identify the Safety Committee with oversight?      
If Yes, at what interval will a Summary Report be submitted?      
C.
Regulatory Compliance 

· A clinical trial involving human subjects planned for conduct in Canada must comply with the regulations stipulated by the Food and Drugs Act, including the Food and Drug Regulations, or the Medical Devices Regulations and be authorized by Health Canada (HC) through issue of a No Objection Letter (NOL).
· A clinical trial regulated by the US Food and Drug Administration (FDA), conducted at a non-US site must conform to the laws and regulations of the country in which the research is conducted (attestation).  Refer to the US 21 CFR 312.120(c)(1), and 21 CFR 814.15(a) and (b). 
· Research activities involving human subjects sponsored in whole or in part by the US federal government, including the Public Health Service, is conducted at the MUHC in compliance with “Terms of the Federal Wide Assurance (FWA) for International (Non-US) Institutions”.
i) 
The study will be conducted:
 FORMCHECKBOX 
 Internationally
 FORMCHECKBOX 
 in Canada only
 FORMCHECKBOX 
 at MUHC/McGill only
ii)
Is the clinical trial subject to the Canadian “Food and Drugs Act” including the “Food and Drug Regulations” or the “Medical Devices Regulations”?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
iii)
Is the study a randomized clinical trial?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If Yes, the study must be registered in an internationally recognized Clinical Trial Registry by the Sponsor, or the Sponsor - Investigator before REB approval for the study will be issued.


iv)
For a clinical trial involving an investigational drug or a biological, or a new indication for a marked product, was a Clinical Trial Application (CTA) filed with HC to seek regulatory approval to conduct the study? 

 FORMCHECKBOX 
 Yes, HC reviewed the study and issued a “No Objection Letter” (NOL).

 FORMCHECKBOX 
 Yes, the sponsor filed for HC review and the CTA decision is pending.  
 FORMCHECKBOX 
 Yes, but the HC review determined the study does not require a CTA.      
 FORMCHECKBOX 
 No, the sponsor has not applied for review or filed a CTA with HC.  
 FORMCHECKBOX 
 The study is not a clinical trial investigating a drug or a biological.  

· HC’s NOL must be appended.  If an NOL is not required append HC correspondence to justify.
v)  
For a clinical trial involving a medical device, was an Application for Investigational Testing Authorization (ITA) filed with HC to seek regulatory approval to conduct the study? 

 FORMCHECKBOX 
 Yes, HC reviewed the study and issued a “No Objection Letter”(NOL).

 FORMCHECKBOX 
 Yes, the sponsor filed for HC review and the ITA decision is pending.  
 FORMCHECKBOX 
 Yes, but the HC review determined the study does not require an ITA.      
 FORMCHECKBOX 
 No, the sponsor has not applied for review or filed an ITA with HC.  
 FORMCHECKBOX 
 The study is not investigating a medical device.  

· Append HC NOL if available.  If REB approval is required prior to HC issuing an NOL, please inform the REB to request the approval appropriate to current HC ITA review procedures.

· If an NOL is not required append HC correspondence to justify. 
vi)
Is the investigational drug, biological or medical device subject to regulation of the US Food and Drug Administration (FDA)?  Indicate the study’s FDA regulatory status.
 FORMCHECKBOX 
 Yes, an Investigational New Drug Application (IND) is on file with the FDA.

 FORMCHECKBOX 
 Yes, an Investigational Device Exemption (IDE) is on file with the FDA.

 FORMCHECKBOX 
 No, the FDA does not require an Investigational New Drug Application (IND).

 FORMCHECKBOX 
 No, the FDA does not require an Investigational Device Exemption (IDE).

 FORMCHECKBOX 
 The study is not investigating a drug, biological or medical device.
vii) Has the study drug, biological or medical device been used at MUHC or McGill via Emergency Drug Release, Special Access Program or Expanded Availability?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
· If Yes, submit the ethics approval for that use, if applicable.

D.
Finances and Resources
· During the conduct of the study the REB and the Office of Clinical Contracts (OCC) must be informed if the Principal Investigator becomes aware of a new financial arrangement involving the Study Sponsor or representative, and any local Study Investigator and/or Personnel, and/or their immediate family member.
Have the Clinical Research Agreement, Data Use Agreement and all other written contracts involving the conduct of the clinical trial been submitted for review to the OCC?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

ix
Page 3 of 3

