Application for Contract Review

The Research Institute of the McGill University Health Centre
[image: image1.emf]Office of Clinical Contracts 

(Version 2009/07/16)

Instructions for submitting a contract for review:

The contract will only be accepted for review when a complete package (including application, contract, budget & protocol) has been received by the OCC. Please allow sufficient time for the contract to be reviewed, approved, signed and other regulatory approvals to be obtained. Note: Ethics approval will not be released to the Investigator unless the contract has been signed.
To Submit a Contract for Review, send the following by e-mail: 

· Completed Application for Contract Review (this form)

· Contract in Word with tracking changes activated

· Protocol

To:
newstudy@muhc.mcgill.ca
AND send the signed original of the Application to:
Office of Clinical Contracts

The Research Institute of the McGill University Health Centre

2155 Guy Street, Suite 500 Montreal QC H3H 2R9
Tel:  
934-1934 ext: 42334 / 71480
Fax:  
934-8577                                                                                                                                       

Note:  the Protocol may be sent by internal mail with the signed Application

1. GENERAL INFORMATION
Type of Contract for Review (Choose one of the following):
 FORMCHECKBOX 
 Industry-sponsored (Clinical Trial Agreement)
 FORMCHECKBOX 
 Inter-institutional

 FORMCHECKBOX 
 Granting Agency
 FORMCHECKBOX 
 Consulting Agreement

 FORMCHECKBOX 
 Letter of Indemnification
 FORMCHECKBOX 
 Licensing Agreement

 FORMCHECKBOX 
 Non-clinical Research Agreement
 FORMCHECKBOX 
 Material Transfer Agreement

 FORMCHECKBOX 
 Other: 
2.   INVESTIGATOR INFORMATION
Principal Investigator's Name:      
MUHC Site: 
 FORMCHECKBOX 
 MCH     FORMCHECKBOX 
 MCI     FORMCHECKBOX 
 MGH     FORMCHECKBOX 
 RVH     FORMCHECKBOX 
 MNH     FORMCHECKBOX 
 Lachine 
MUHC Research Site Mailing Address:
     

     

     
Phone:      
Fax:      



E-mail:      


Name of person completing this form:      
Phone:      
Fax:      
E-mail:      
Pager:      
Location to send contract for signature:
3.1 SPONSOR INFORMATION 
Sponsor Name:      
Mailing Address:
     

     

     
Clinical Research Associate (CRA) Name:      
(person to contact for contract and invoices)

Phone:      
Fax:      



E-mail:      
3.2 Clinical Research Organization (CRO) 
CRO Name:      
Mailing Address:
     

     

     
Clinical Research Associate (CRA) Name:      
(person to contact for contract and invoices)

Phone:      
Fax:      



E-mail:      
3.3 INVOICE FOR REVIEW FEE – Industry-sponsored studies:

(The following information must be complete in order for the contract to be accepted for review)

Sponsor or CRO Name:      
Name of Person to whose attention invoice is addressed:      
Mailing Address:
     

     

     
Phone:      
Fax:      



E-mail:      
4. STUDY INFORMATION


Sponsor’s Protocol Number:      
Study Title:       

Has the study been submitted for Research Ethics Board Review? 

 FORMCHECKBOX 
 Yes 
Study#           
 FORMCHECKBOX 
 No

5. CONTRACT INFORMATION
Has the investigator already contacted the sponsor to request changes in the contract? 

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Investigator's specific comments about the agreement: 

     
Is this an investigator-initiated study?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes, summarize contribution of investigator:

     
6. INVESTIGATOR INSURANCE
While the Quebec Hospital Association provides general liability and professional liability for all other staff, the Investigator and each sub-investigator and clinician who is also a licensed physician and who is engaged by the Research Centre to support and assist in the Study are covered by their membership in the Canadian Medical Protective Association or their own private insurance.

Is the Investigator a member of the Canadian Medical Protective Association (CMPA)?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If not, does the Investigator have personal insurance coverage for this research project?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Name of Insurance Carrier:       

7.   BUDGET INFORMATION
(A detailed copy of the budget, usually an appendix to the contract, must be forwarded along with this application.)

	
The following items should be included in your budget negotiations:

	· MUHC Study Review Fee: $10,000

	· Overhead: Sufficient funds to cover the 30% Institutional overhead for industry-sponsored studies (overhead percentages may vary for studies funded by other sources, however all studies are subject to a minimum of 15% overhead as per MSSS regulations)

	· Start-up costs: we suggest $5,000 non-refundable or the cost of one completed research subject

	· Pharmacy costs: remember to refer to the Research Pharmacy contract before finalizing your budget

	· Archiving costs: In accordance with Health Canada regulations, study documents must be archived for a period of 25 years. Sponsor is requested to reimburse Investigator, upon receipt of an invoice issued by Investigator, for costs incurred for archiving and storage of all study documentation, to a maximum of $2,500, to be determined at termination of the Study.

	· Additional costs:  advertising, costs related to time spent for chart reviews and enrolling subjects, costs involved in additional serious adverse event (SAE) reporting


Note:  the OCC will invoice your sponsor directly for the study review fee charged on all industry-sponsored studies

Please provide the following information with regard to the study budget:

Is the budget still under negotiation?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 

Total budget: $     
Total cost per research subject: $     
Does this total cost include the 30% overhead charge:
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 

Or is the 30% overhead in addition to the total cost? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 

If your answer is “No” to the 2 previous questions please explain:         

Percentage of overhead:      
Are the funds in 
 FORMCHECKBOX 
 Canadian
or 
 FORMCHECKBOX 
 United States currency?

Projected number of research subjects:      
Projected date for Site Initiation Meeting:      
Projected start date of study:                             

Projected end date of study:                                        
Investigator's specific comments about the study budget: 

     
8. DECLARATION OF PRINCIPAL INVESTIGATOR:
(As well as sending it by e-mail, please ensure that a signed original of this form is submitted to the OCC. The contract will not be released by the OCC without a signed version of this application on file.)

I hereby declare that the information provided herein to the Office of Clinical Contracts, to the MUHC Pharmacy and to the Director of Professional Services reflects, to the best of my knowledge, the impact of the Research Project on the MUHC Hospital Services.  

By signing this form I agree to the following:

All cheques issued by the Sponsor for this Research project will be made payable to the Research Institute of the McGill University Health Centre (RI-MUHC)

All payments received from the Sponsor are to be deposited with the RI-MUHC

I will adhere to the terms of the MUHC Pharmacy Agreement with regard to dispensation of investigational drugs during the conduct of this Research Project

I agree that I will not bill the RAMQ for any of the services paid for by the Sponsor in the conduct of this Research Project

All research subjects are residents of Canada holding a valid Provincial Healthcare card.

Agreed and consented to:

_____________________________________

Signature of Principal Investigator

Principal Investigator 

     
(Print Name)

Date: _________________________________

_____________________________________

Signature of Director of Department or Division

     
(Print Name)

Date: _________________________________

This form has been completed by:
_____________________________________

Signature of person completing this form 

     
(Print Name)

Date: ________________________________
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