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La version originale française de cette publication intitulée Formulaire de demande d’évaluation d’un projet multicentrique a été éditée par le ministère de la Santé et des Services sociaux du Québec. Ce dernier décline toute responsabilité en ce qui concerne la présente traduction anglaise et les dommages, pertes ou préjudices susceptibles d’en résulter. En cas de contradiction entre les éditions anglaise et française, cette dernière prévaut.

Multicentred Project Review Application Form 
(must be filled out by the coordinating principal researcher)

	Reference number given to the project by the main REB: MP-
	


Research subject refers to a participant in a research project.

Section 1 – Schedule for preliminary review by local REBs
	Submission deadline to all REBs and concerned institutions (Day 1):
	

	Deadline for receiving comments from local REBs (three weeks after Day 1):
	

	Date on which the main REB holds its meeting:
	


Section 2 – Relevant Documents for Project Ethical Review 

Remarks
You must submit to the competent main REB, the requested number of copies of the complete file in the format required by the committee. You must also forward three copies of the complete file to each local REB of the concerned institutions with a letter indicating that the application is for preliminary review and that the project has been submitted to the main REB. The letter must also contain contact information for the main REB and relevant information regarding the concerned institution (e.g., number of subjects to be approached, department where they will be recruited). You must submit to the institutions where the project will be carried out (in part or entirely) the requested number of copies of the file for the suitability review.
1. Apart from this form, the complete file will comprise at least the following documents. Please indicate by checking the corresponding boxes which documents accompany this application form. 
· The review report of the scientific committee that approved the project, with the contact information of the committee, its decision, as well as its questions, concerns, and comments 

· A letter containing the name and contact information of local REB chairs or, in the absence of an REB, the name and contact information of the concerned institutions as well as the coordinating principal researcher’s pledge to notify said REBs and institutions of the name and contact information of the main REB
· A project summary, using language that is as nontechnical as possible
 
· The proposed research protocol (clearly identified as such and dated), as well as supporting documents and appendices 

· When the research project concerns a product under study (such as a medication, a natural health product, or a medical instrument), a summary of all tolerance, pharmacological, pharmaceutical, and toxicological data published on the product under review as well as a summary of the clinical experience regarding this product to date (e.g., recent investigator’s brochure, a no-objection letter from Health Canada
) 

· A document detailing the coordinating principal researcher’s qualifications for carrying out the project, if  not already known by the institution or the REB (e.g., résumé, research certificate, research privilege or field of practice, proof of right to practice issued by a professional corporation)

· A list of all the steps taken with other REBs to secure approval for the submitted project as well as all previous significant decisions (e.g., negative decision or request for modifications to the project) made by other REBs or authorities having statutory power (in Canada) over this same project as well as the changes made to the research project following these decisions. The reasons for any previous negative decisions, if any, must be submitted.
· Questionnaires and other documents for subjects to be approached or their authorized third parties that will be filled out or used in the project
· Documents used in recruiting subjects (e.g., classified ad, online ad, telephone protocol), including those containing details on reimbursement of fees incurred or access to care or services 

· A description of the ethical difficulties inherent to the project, if not already included in the protocol
· When applicable, provisions regarding compensation in the event of loss and third party liability insurance coverage if not included in the protocol
· The fact sheet (clearly identified as such and dated) and all information for subjects to be approached, written in languages they understand, and in other languages, if necessary
· The consent form (clearly identified as such and dated), written in languages understood by the subjects  to be approached and in other languages, if necessary 

· Relevant parts of the budget and the sponsor/institution/researcher agreement
, for each concerned institution, that may have an impact on project ethics (e.g., regarding payment terms, the investigation of possible institutional or individual conflicts of interest, and the researcher’s freedom to disseminate results)
· A list of proposed methods for ongoing ethical oversight, if not included in the protocol
· Any other document required by the main REB
Section 3 – General Information on the Research Project
	2. Give the full title of the research project as it appears on the cover page of the protocol in the original language:  

	

	

	3. Give, where applicable, the French title of the project:

	

	

	4. Give, where applicable, the project’s short title:

	

	

	5. Give the name and contact information of the coordinating principal researcher:

	Name:
	

	Address :
	

	Telephone:
	
	Fax:
	

	Email:
	

	6. Which of the following situations apply to you? Check the corresponding box(es).

	· You hold a research certificate (e.g., research privilege or field of practice,  proof of right to practice) from the institution affiliated with the main REB

	· The institution with which the main REB is affiliated did not grant you a research certificate but you hold one from another institution.

	· You do not hold a research certificate but you are sponsored by a researcher with whom the main REB is affiliated, and this researcher holds a research certificate from this institution. The sponsor is the person who supervises your activities in the institution whether or not this person is a member of the research team.   

	
Give the name and the telephone number of the  researcher who is sponsoring you: 
	


	7. List current research projects in which you are involved, unless already known to the REB. Specify your role in each project (e.g., coordinating principal researcher, principal researcher, local principal researcher, collaborating researcher).

	Project
	Role

	
	

	
	

	
	

	
	

	
	

	
	


	8. List the concerned institutions with the name, function, and contact information of local researchers confirmed when the project was submitted and indicate whether they fulfill research privilege or field of practice requirements. 

	Name of Institution
	Researcher’s Name
	Researcher’s Function
	Researcher’s Contact  Information 
	Research Privilege or Field of Practice Requirement Fulfilled (e.g., grant, sponsorship)

	CSSS XYZ
	Oscar Petersen
	Local principal researcher
	1111 rue de la Couronne, Québec City 

G1T 9J4   (418) 888-1111

opetersen@music.ca
	Yes

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	9. Indicate categories to which the project belongs (check corresponding box(es)

	· Research under the authority of Health Canada (e.g., clinical trials)



 Check box(es) corresponding to applicable information and answer question 56

	
	· Experimental medication. 


Specify:
	

	
	
	· Phase I
	· Phase II
	· Phase III
	· Phase IV

	
	
	· Phase IB
	· Phase IIB
	· Phase IIIB
	· Other—Specify:
	

	
	· Medical instrument. Specify:
	· Class I
	· Class II
	· Class III
	· Class IV

	
	· Natural health product

	
	· Radiopharmaceutical product

	
	

	
	· Randomized
	· Open
	· Double blind
	· Single blind

	
	

	
	· Placebo
	· Active comparative agent

	
	

	
	Which of the following situations applies to this project?


	
	· 
	The promoter or manufacturer has obtained Health Canada’s authorization (a no-objection letter (NOL), authorization notification). 

	
	· 
	The promoter or manufacturer awaiting Health Canada’s decision.

	
	· 
	The promoter or manufacturer has not submitted an application to Health Canada. 

	
	· 
	Health Canada’s authorization is not necessary. 

Append letter from Health Canada confirming this.

	

	Is the medication, biochemical product, natural health product, or experimental medical device subject to U.S. Food and Drug Administration (FDA) regulations?       Yes   No

	

	· Surgical technique

	· Pilot project or exploratory study

	· Neuroimaging research

	· Nutrition research  

	· Rehabilitation research 

	· Research in the humanities or social sciences (e.g., anthropology, sociology)

	· Epidemiological research

	· Basic research 

	· Genetic or genomic research

	· Psychosocial research 

	· Qualitative research 

	· Retrospective research 

	· Research on lifestyle habits

	· Other—Specify:
	

	10. Indicate special characteristics of the research, if any, by checking corresponding box(es).

	· Research requiring the creation or use of a data or biological material bank. Answer corresponding questions in section 9. 

	· File-based research only

	· Research comprising a genetics or genomics component

	· Research comprising a neuroimaging component

	· Research comprising an extension, substudy, or followup of a project already approved by the main REB 

	Give project number:
	

	· Other. Specify:
	

	11. Indicate project funding source(s) by checking corresponding box(es).

	· No funding

	· Research project funded by private industry (e.g., pharmaceutical or biotechnology company). 

	
Give the sponsor’s name as well as that of the contracting research organization (CRO) affiliated with the project, as the case may be.

	
	Name of sponsor: 
	

	
	Name of CRO: 
	

	· Research project funded by a federal public funding agency. 

	
	Specify funding body: 
	

	· Research project funded by a provincial public funding agency 

	
	Specify the funding agency: 
	

	· Research project funded by a federal ministry 

	
	Specify ministry: 
	

	· Research project funded by a provincial ministry 

	
	Specify ministry:
	

	· Research project funded by a charitable foundation 

	
	Specify foundation: 
	

	· Investigator-initiated research project with industry funding 

	
	Specify company: 
	

	· Research project funded by a U.S. federal funding agency (e.g., NIH, OHRP, VA)

	
	Specify funding agency: 
	

	· Internal funding (e.g., internal competition, departmental funds). Specify:
	

	· Other sources (e.g., self-financed). Specify: 
	

	12. Provide information on research project duration for each concerned institution.

	Name of Institution
	Anticipated Project Duration (months) 

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


	13. Describe the research subject profile. Check corresponding boxes.

	· Men
	· Women

	

	· Fit adults
	· Minors
	· Disabled adults 
	· Adults with a sudden disability

	

	· Persons who are hospitalized 
	· Persons seen by medical staff (e.g., external consultation, private clinic, outpatient clinic)
	· Persons who come to the institution’s emergency department

	· Persons close to subjects to be approached (e.g., related third parties, informal caregivers)
	· Members of institution’s staff 
· Persons recruited for a control group

	· Persons targeted by program.  Specify:
	


	

	· Subjects who, according to the U.S. Department of Health and Human Services, are in one of the following categories. Specify:

	· Pregnant women
	· Human fetuses
	· Newborn (infants)

	· Children
	· Prisoners

	14. Does the project target ethnic, racial or linguistic groups?
	Yes 
	 No  

	15. What is the total number of subjects to be recruited in Québec? Write “to be determined” if the number is still unknown.  

	

	16. How many research subjects do you hope to recruit in each concerned institution? Specify on what grounds. Complete the following table.

	Name of Institution
	Fit Adults
	Disabled Adults, Including those with a Sudden Disability
	Minors

	
	Number
	Grounds
	Number
	Grounds
	Number
	Grounds

	Institution ABC
	10
	Leukemia cases
	
	
	
	

	Center XYZ
	30
	Caregivers
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	17. What will be the duration of research subjects’ participation in the project? Indicate if this varies depending on the concerned institution. 

	

	

	

	

	18. Briefly describe the research project in as nontechnical language as possible and without referring to the protocol (nature of the problem or phenomenon to be studied, primary and secondary objectives of the project, methods to be used).  

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	Check corresponding box(es)
	Yes
	No
	For All Institutions
	For Certain Institutions Only

	19. Does the research project require the use of material resources from the concerned institutions?
	
	
	
	

	If yes, for how long will the resources be needed?
	
	
	
	

	
	

	
	

	
	

	
	

	20. Does the research project require human resources support from the concerned institutions (e.g., identification of subjects to be approached, initial contact, access to user files, access to data or biological material banks under the authority of the institution)? 
	
	
	
	

	If yes, for how long will help be needed for each person from the concerned institutions (per week or per research subject)?
	

	
	

	
	

	
	

	
	

	21. Have the budget and, as the case may be, the contracts (e.g., industry, consultation, or service contracts) been submitted to each concerned institution for their approval? 
	
	
	
	


Section 4 – Scientific Aspects of the Project
	22. Have the scientific aspects of the project been approved by a recognized committee of peers? Yes  No  

	If yes, please specify which of the following recognized committees approved the project:




	· 
	The scientific committee of the coordinating principal researcher’s home institution 

	· 
	The scientific committee of an institution whose research center receives funding from a Québec or federal granting agency

	· 
	The scientific committee of one of the Québec or federal granting agencies, or an agency recognized by one of these

	· 
	A scientific committee of a university (e.g., program committee, thesis committee)

	· 
	The scientific committee of an organization recognized by a member state of the Organization for Economic Cooperation and Development (OECD) such as Institut national de la santé et de la recherche médicale (INSERM) in France, or the National Institutes of Health (NIH) in the United States, or by one of these recognized organizations. 


Section 5 – Benefits, Risks and Inconveniences
	23. What are the anticipated benefits for the subjects to be approached or for groups of the same age or with the same illness or handicap? 

	

	

	

	

	

	

	

	24. After project termination, do you anticipate benefits other than the acquisition of general or theoretical knowledge for users or caregivers in the concerned institutions?  Yes   No


	If yes, describe these benefits.




	

	

	

	

	

	

	25. What risks are involved (physical, psychological, or those associated with cultural identity, the placebo, or the termination of treatment, and so on) for the subjects to be approached? 

	

	

	

	

	

	

	

	26. To what degree are the risks associated with standard practices comparable to those associated with planned project interventions?  Does not apply

	

	

	

	

	

	


	27. What measures are planned to avoid, prevent, and reduce these risks?

	

	

	

	

	

	

	28. In the case of a research project on experimental medications, do all the concerned institutions have adequate oversight mechanisms? 


	 Does not apply            Yes            No

	29. What inconveniences are associated with the research project (e.g., duration of subjects’ participation, discomfort)?

	

	

	

	


Section 6 – Fairness
	30.  Justify, where applicable, the recruitment of minors, disabled adults, or adults with a sudden disability.
 Does not apply

	

	

	

	

	

	31. If ethnic, racial or linguistic groups are targeted by the project, give your reasons. 

 Does not apply

	

	

	

	

	32. Explain how the local community will benefit from positive spinoffs after the research project is terminated? 

	

	

	

	

	


Section 7 –Privacy and Confidentiality 
	33. Does the research project require access to files that already exist?     Yes      No 


If yes, check corresponding box(es).






	· Medical files  

	· Research files  

	· RAMQ files

	· Medecho files

	· Others. Specify:
	

	34. Will subjects to be approached be identified by files held by researchers affiliated with the project, be they medical, research files or research subject banks?  Yes     No

	If yes, have the persons concerned given their consent to this secondary use?   Yes      No

	35. Does the research project require authorization by the director of professional services, or in the absence of such a director, by the executive director of the concerned institutions? 
   Yes      No  









	36. Does the research project require authorization by Commission d’accès à l’information?    Yes     No








	37. How will the information on the identity of subjects to be approached be kept confidential? Check corresponding box(es). 

	· The information will be denominalized (coded).

	· The information will be completely anonymized.

	· The information will be kept in a secure place. Specify where it will be kept and the name of the person or institution responsible.

	
	Location:
	

	
	Name of the person or institution responsible:
	

	· The subjects will not be identifiable from the information on the data collection forms.

	· Other (e.g., signature of a confidentiality agreement by members of the research team). Specify:

	
	

	38. In what form will the project data be kept?  

	· Computer files

	· On paper

	· Video recordings

	· Audio recordings

	· Other. Specify:

	
	

	39. Will information on the identity of subjects be forwarded to the promoter? 



 Yes      No  









If yes, specify and justify the reasons for forwarding if they are not included in the protocol.


	

	

	

	

	40. How long will the data and project documents be kept?
	


Section 8 – Respect for Autonomy of Research Subjects
	41. Will research subjects be contacted initially by someone who is unaffiliated with the research project in the concerned institutions?    Yes      No       Does not apply 

If no, give reasons.


	

	

	

	

	

	

	42. How will research subjects be recruited? Check the corresponding box(es).

	· Letter

	· Telephone

	· Direct approach (e.g., during a consultation)

	· Promotional material (e.g., advertisement, poster, promotional flyer, online advertising, or video) 

	· Internal communication (e.g., Intranet, bulletin boards)
	· External communication (e.g., newspapers, magazines, television, radio, Internet)

	· Other. Specify:
	

	43. Is there a professional relationship between the subjects to be approached and the person who will solicit their consent?    Yes      No  





  



If yes, specify the methods planned to ensure free and informed consent by the subjects to be approached.

	

	

	

	44. Is there a professional relationship between the subjects to be approached and the researcher?   Yes      No 

 If yes, specify the methods planned to ensure free and informed consent by the subjects to be approached.

	

	

	

	45. Will research subjects receive compensation for any losses or constraints they will suffer? 
 Yes      No  

If yes, specify their nature.








	· Monetary compensation. Specify the amount:
	

	· Other types of compensation. Specify: 
	

	46. Will subjects be reimbursed for any expenses incurred during their participation in the project? 
 Yes      No  






 

If yes, check corresponding box(es).

	· Transportation (e.g., taxi, parking)

	· Meals

	· Babysitting

	· Other. Specify:
	

	47. Do documents for research subjects need to be adapted for users from concerned institutions (e.g., language, character size)?  Yes      No  

	48. Will an interpreter or other person be required to read the documents to research subjects? Yes      No  


Section 9 – Researcher Integrity
	49. Will any of the researchers associated with the project (coordinating principal researcher or researchers in concerned institutions) or any of their family members benefit personally, financially or otherwise, from their participation in the project (e.g., performance bonus, intellectual property rights, patent, royalties, stock options)?    Yes      No  

If yes, complete the following table.

	Concerned Institution 
	Name
	Function
	Nature of Personal Benefit

	
	
	
	

	
	
	
	

	
	
	
	

	50. Do any of the researchers associated with the project (coordinating principal researcher or researchers in the concerned institutions) or any of their family members have a financial or other tie to the sponsor  (e.g., consultant, member of the board, employee)?  Yes      No    


If yes, complete the following table.






	Concerned Institution 
	Name
	Function
	Nature of Tie

	
	
	
	

	
	
	
	

	
	
	
	

	51. Does the project provide for payment, a finder’s fee, or bounty-hunting fees to persons responsible for recruiting research subjects?
 Yes      No   

	52. Does the project provide for a competitive enrolment bonus? Yes      No   

	53. Does the project have liability insurance coverage?     Yes      No   

	If yes, does it cover compensation in the event of expenses incurred by research subjects as a result of their participation in the project?    Yes      No   

	54. Will the research results be disseminated?    Yes      No   

	If yes, answer the following questions.  

	57.1 
By what means will they be disseminated?

	

	

	

	57.2 
Does the research contract place any restrictions on the publication of final results or the disclosure of preliminary results?   Yes      No  


If yes, describe and justify them.

	

	

	

	55. Does the research contract allow researchers to disclose project results and any observed undesirable effects to research subjects or their legal representatives?   Yes      No  

If no, justify.





	

	

	

	56. Is the research project registered with a provincial or federal register?    Yes      No  


If yes, answer the following two questions.


	56.1 In which public register has the research project been registered or will it be registered? 

	· ClinicalTrials.gov

	· Controlled-trials.com

	56.2 What is the project’s identifier or registration number?
	


Section 10 – Data or Biological Material Banks
If the project requires the use of an existing data bank, answer only the first block of questions, then go to the following section. If the creation of a bank is planned, answer the questions in block 2. 
Block 1

	57. What is the name of the bank that will be used? 
	

	Append the bank’s policy.

	58. Specify the name and contact information of the bank’s trustee.

	

	59. Have the persons who contributed to the bank already given their consent for projects similar to yours? 
 Yes      No  


Append a copy of the consent form used for this purpose.  


Block 2

	60. Specify the name of the bank’s trustee (individual or institution):
	

	61. Specify the name of the person who will be responsible for the bank’s activities if this person is not a trustee:



	

	62. Specify where the bank is located.

	

	

	

	

	
	Yes
	No

	63. Do you have a policy establishing the bank’s operating rules and procedures (including, as the case may be, standard operating procedures)? 
If yes, append it.

Specify whether the following points are covered:
	
	

	63.1 
A description of the bank (e.g., nature, purpose, vocation, management)

	
	

	63.2 
Collection procedures (e.g., collection and preparation procedures for including material in the bank )  
	
	

	63.3 
Rules concerning processing, conserving, and destroying material in the bank 
	
	

	63.4 
Rules concerning access to bank contents and their use
	
	

	63.5 
Security measures concerning conservation of, access to, and destruction of bank contents, including quality control system
	
	

	63.6 
Rules regarding consent
	
	

	64. Have you appended the consent form for contributions to the bank? 
	
	

	65. What is the nature of the bank’s contents?

	· List of research subjects

	· Sociodemographic data

	· Medical data

	· Genetic data 

	· Biological material of human origin

	· Data on biological material of human origin

	· Photographs, video or audio recordings

	· Other. Specify:
	

	66. How was the bank constituted? Check corresponding box(es).  

	· During consultations or provision of health care services

	· Through research projects

	· Through post mortem  donations

	· Through pathology departments

	· Other. Specify:
	

	67. What degree of confidentiality will be provided regarding personal information or data on biological material of human origin in the bank?

	· Nominalized data or information 

	· Denominalized data or information 

	· Anonymized data or information 

	· Anonymous data or information

	68. What degree of confidentiality will be provided regarding bank contents used or distributed by the researchers? Check corresponding box(es).

	· Nominalized contents

	· Denominalized contents

	· Anonymized contents

	· Anonymous contents

	69. Will security measures (e.g., controlled access, password, controlled input, alarm system) be put in place?
 Yes      No  

	70. How long will bank contents be kept?
	

	71. Has it been determined how the bank contents will be destroyed Yes      No  


Section 11 – Coordinating Principal Researcher’s Declaration
Remarks
The expression breach of ethics is used when the researcher acts in a way that prejudices respect for human dignity or the values that govern the internal workings of science.

I certify that the information on this form is accurate. As coordinating principal researcher, I understand that I am responsible for the coordination of this project in the institutions to which the multicentric mechanism of Ministère de la Santé et des Services sociaux applies. I pledge to
· Inform the REBs and concerned institutions of the name and contact information of the main REB
· Respect the main REB’s decision, the specific requirements of each concerned institution and the compliance with ethical standards that apply to the project
· Report to the main REB and concerned institutions about the project’s progress and the responsibilities that I entrusted to the local researchers and the research team
· Ensure that all authorizations required for carrying out the project in each institution will be obtained in compliance with each institution’s rules.
I authorize the institution to release personal information (information as to my identity) to competent authorities if an accusation of a breach of ethics on my part is substantiated. I pledge that all local researchers associated with this project have given their consent to such a release of information in the same situation. 
	
	
	

	Signature of coordinating principal researcher 

	
	Date

	Followup by Main Research Ethics Committee

	
	File submitted by coordinating principal researcher on:
	

	
	Discussion with the coordinating principal researcher

	
	Comments received from one or more local REBs 
	Number:
	

	
	Other action deemed necessary (e.g., a request by a local REB for additional information concerning comments made)  

	
	Specify:
	

	
	
	
	
	
	


	
	
	

	Signature
	
	Date


	

	Name of signatory 


�. 	While the project review application form issued by the ministry can be used instead of a summary, certain REBs still require a summary. It is for this reason the ministry requests it.


�.  This document must be submitted prior to final project approval by the main REB.


� This does not have to be the final version. However, the final version must be submitted prior to final approval by the main REB.
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