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THE COUNCIL OF RESEARCH ETHICS BOARD (COREB):
COMMON REB APPLICATION FORM 

INSTRUCTIONS:

1) Please refer to the COREB: Common REB Application Guidelines when completing this application. All sections of this application must be completed before it will be considered for an ethical review by the Research Ethics Board (REB) at the facility where the research will take place (i.e. the research site facility). If a section is not applicable, please indicate “Not Applicable” and provide a brief explanation in the space provided. Unless specifically indicated, do not refer to or attach other documents as a means to complete a section of the REB application.

2) A complete application and supporting documents (e.g. original study protocol, investigator’s brochures) must be submitted to the primary site for REB review and each site where this research will take place.  When selecting the primary site for REB review, please refer to the COREB Common REB Application Form Guidelines for directions. It is the responsibility of the applicant to contact each research site REB (see Appendix A for contact information) for instructions regarding; a) the number of copies to be submitted, b) submission deadlines, etc.

ETHICS REVIEW AND APPROVAL STATUS:

COREB Research Site Facilities in the Ottawa Region

	Application submitted to: 
(check all that apply):


	*Ethics Review and Approval Status:
(Check all that apply and indicate date where applicable)

	
	Date of  Application Submission:
	Primary Site for REB Review
	Review Pending
	Conditional

Approval

Received
	Date of Final

REB Approval


	□
	University of Ottawa – 

Social Sciences and Humanities
	
	□
	□
	□
	

	□
	University of Ottawa – 

Health Sciences and Sciences
	
	□
	□
	□
	

	□
	University of Ottawa – 

Heart Institute
	
	□
	□
	□
	

	□
	The Ottawa Hospital
	
	□
	□
	□
	

	□
	Children’s Hospital of Eastern Ontario 
	
	□
	□
	□
	

	□
	Royal Ottawa Health Care Group
	
	□
	□
	□
	

	□
	Bruyère Continuing Care
	
	□
	□
	□
	

	□
	The Rehabilitation Centre
	
	□
	□
	□
	

	□
	Montfort Hospital
	
	□
	□
	□
	

	□
	Other (specify):


	
	□
	□
	□
	


*Please include all relevant correspondence related to ethics review of the research study by COREB REBs (e.g. REB review letter, replies, approval form).  If applying to more than one site, please indicate which site will be the primary site for ethics review – see Guidelines for the selection of the primary site for REB review.

RESEARCH ETHICS APPLICATION

Please Use the Guidelines when Completing this Application             

1. PROTOCOL TITLE:     

2.
STUDY DURATION:
Expected Start Date:
  /  /     DD/MM/YYYY 







Expected End Date:
  /  /     DD/MM/YYYY


3. 
ORIGIN OF STUDY (check one): 

 FORMCHECKBOX 
 a) Investigator Driven
 FORMCHECKBOX 
 b) Corporate Sponsor:

i) Provide name and contact information for corporate sponsor: 
      
ii) Country 
     
4.
PRINCIPAL INVESTIGATOR (See Guidelines) 

This individual has the overall responsibility for the project at all research sites.
	Last Name
	     
	First Name
	     

	Title/Position
	     
	Tel.
	(   )    -     ext.     

	
	
	Fax   
	(   )   -    

	Dept/Unit & Location

	     
	Email 
	     

	Division/

Portfolio
	     
	Signature:


	

	
	
	Date:


	     


5.
RESPONSIBLE SITE INVESTIGATOR (For multiple COREB site projects, cut and paste copies of this section to identify the Responsible Site Investigator for each research site facility) 
Do you have an affiliation with _________________________ (enter the name of the Research Site Facility) and will you serve as the study’s contact person for the facility’s Research Ethics Board?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No      If No, have a delegate complete Section 6a.
	Last Name
	     
	First Name
	     

	Title/Position
	     
	Tel.
	(   )   -     ext.     

	
	
	Fax   
	(   )   -    

	Dept/Unit & Location

	     
	Email 
	     

	Division/

Portfolio
	     
	*Signature:

(See below)
	

	
	
	Date:


	     



*Responsible Site Investigator Agreement – By signing above, I assume full responsibility for the scientific and ethical conduct of the study at my research site as described in this REB application and supporting documentation (e.g. protocol) and agree to conduct this study in compliance with the Tri-Council Policy Statement: Ethical Conduct for Research Involving Human Subjects and any other relevant regulations or guidelines endorsed by the research site facility.  I certify that all researchers and other personnel involved in this project at this institution are appropriately qualified and experienced or will undergo appropriate training and supervision to fulfill their role in this project.

_____ By initialing here, I certify that I meet the requirements of a “Qualified Investigator” as defined by Health Canada.  

            FORMCHECKBOX 
 Not Applicable

6.
CO-INVESTIGATORS (See Guidelines) 


If the Responsible Site Investigator does not have an affiliation with the research site facility, or has an affiliation, but is not available to be the contact person for the REB of the research site, the responsibility for reporting to the REB should be assigned to a Co-Investigator who is listed immediately below in Section 6a.   

 If this is not the case, check off “Not applicable” and begin listing Co-investigators in 6b. 

 FORMCHECKBOX 
  Not applicable

	a) Last Name


	     
	First Name
	     

	Title/Position
	     
	Tel.
	(   )   -     ext.      

	
	
	Fax   
	(   )   -    

	Dept/Unit & Location
	     
	Email 
	     

	Division/

Portfolio
	     
	Signature:


	

	
	
	Date:


	     



I have an affiliation with _____________________________ (enter the name of the Research 
Site Facility) and will serve as the study’s contact person for facility’s Research Ethics Board. 



 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No  

6.
CO-INVESTIGATORS (cont’d)
	b) Last Name


	     
	First Name
	     

	Title/Position
	     
	Tel.
	(   )   -     ext.      

	
	
	Fax   
	(   )   -    

	Dept/Unit & Locatio

	     
	Email 
	     

	Division/

Portfolio
	     
	Signature:


	

	
	
	Date:


	     


	c) Last Name
	     
	First Name
	     

	Title/Position
	     
	Tel.
	(   )   -     ext.      

	
	
	Fax   
	(   )   -    

	Dept/Unit & Location

	     
	Email 
	     

	Division/

Portfolio
	     
	Signature:


	

	
	
	Date:


	     


	d) Last Name
	     
	First Name
	     

	Title/Position
	     
	Tel.
	(   )   -     ext.      

	
	
	Fax   
	(   )   -    

	Dept/Unit & Location
	     
	Email 
	     

	Division/

Portfolio
	     
	Signature:


	

	
	
	Date:


	     


	e) Last Name
	     
	First Name
	     

	Title/Position
	     
	Tel.
	(   )   -     ext.      

	
	
	Fax   
	(   )   -    

	Dept/Unit & Location
	     
	Email 
	     

	Division/

Portfolio
	     
	Signature:


	

	
	
	Date:


	     


As needed, cut and paste additions to this section in order to list all co-investigators.
7.
REVIEW TYPE (See Guidelines)
Please indicate whether you are requesting a full or an expedited review.  (Please contact each research site for more information on the criteria for each type of review)

	 FORMCHECKBOX 

	Full Review

	 FORMCHECKBOX 

	Expedited Review


8.
STUDY TYPE AND DESIGN (See Guidelines)


(Describe the Research Project by checking as many of the following as apply)

	a) Type of Study:

	 FORMCHECKBOX 

	Experimental Research/Clinical Trial

	 FORMCHECKBOX 

	Drug Study (Check one):    Phase I  FORMCHECKBOX 
           Phase II  FORMCHECKBOX 
,            Phase III  FORMCHECKBOX 
,              Phase IV  FORMCHECKBOX 
               

	 FORMCHECKBOX 

	Observational Research

	 FORMCHECKBOX 

	Pilot Study

	 FORMCHECKBOX 

	Sequel to previously approved project (Protocol #  or title:      )

	 FORMCHECKBOX 

	Genetic Research (Genetic Addendum must be included with completed application)

	 FORMCHECKBOX 

	Program Evaluation

	 FORMCHECKBOX 

	Chart Review

	 FORMCHECKBOX 

	Qualitative Research (e.g. Case Study, etc.)

	 FORMCHECKBOX 

	Study involves the secondary use of personal health information or other confidential information

	 FORMCHECKBOX 

	Survey

	 FORMCHECKBOX 

	Other (describe):

	b) Study Design:

	 FORMCHECKBOX 

	Controlled Experimental Study (e.g. Randomized Controlled Trial)

	 FORMCHECKBOX 

	Experimental  Study  Employing 
	 FORMCHECKBOX 

	Single-Blind or
	 FORMCHECKBOX 

	Double-Blind (or more) methodology.

	 FORMCHECKBOX 

	Case-Control study

	 FORMCHECKBOX 

	Cohort study

	 FORMCHECKBOX 

	Cross-sectional Study

	 FORMCHECKBOX 

	Longitudinal Study

	 FORMCHECKBOX 

	Case Study

	 FORMCHECKBOX 

	Quality Assurance Study 
	 FORMCHECKBOX 
 within a single facility  
	 FORMCHECKBOX 
 across multiple facilities
	

	 FORMCHECKBOX 

	Other (describe):


9.
RESEARCH PROJECTS REQUIRING HEALTH CANADA APPROVAL

 (See Guidelines)

 FORMCHECKBOX 

Not Applicable
	 FORMCHECKBOX 

	Medical Device Research

Please indicate the status of the Health Canada application/approval: 

.

	
	 FORMCHECKBOX 

	Health Canada Application/Approval is attached (insert as next page)

	
	 FORMCHECKBOX 

	The investigator will require a conditional approval letter from the REB in order to obtain a “No Objection Letter” from Health Canada. Conditional approval letters will be provided if the REB approval is the only impediment to the issuing of a Health Canada license. 

Please forward the “No Objection Letter” to the REB office as soon as it is available. This is mandatory prior to final REB approval.

	 FORMCHECKBOX 

	Drug Trial

Please attach a letter from sponsor indicating Health Canada application/approval. 

This is mandatory prior to final REB approval.

	
	 FORMCHECKBOX 

	Health Canada Application/Approval is attached (insert as next page)


10.
STUDY SUMMARY/ABSTRACT (See Guidelines)

This summary must be suitable for lay audience (approximately 200 words). 
Please note that this is not a substitute for the full protocol, and do not refer the 
reader to sections of an attached protocol.
     
11.     PURPOSE AND OBJECTIVES (See Guidelines)
a) Based on the current literature, justify the need for this study. Clearly outline the rationale and hypothesis to be tested:
     
b) Objectives of the project:

     
c) Clinical relevance of the project:
     
12.
DESCRIPTION OF METHODS AND PROCEDURES (See Guidelines)
a) Study Design and Methodology: 

     
b) Primary Outcome Measures:

     
c) Plan for the Analyses of the Results: 

     
13.
SAMPLE SIZE AND RESEARCH SITES (See Guidelines)


a) Total number of research participants being recruited at all centres globally:        
b) Total number of sites       and list countries      .  
c) Please indicate the number of research participants to be recruited at each COREB research site below:
	University of Ottawa – 

Social Sciences and Humanities
	

	University of Ottawa – 

Health Sciences and Sciences
	

	University of Ottawa – 

Heart Institute
	

	Ottawa Hospital
	

	Children’s Hospital of Eastern Ontario
	

	Montfort Hospital
	

	The Rehabilitation Centre
	

	Bruyère Continuing Care
	

	Royal Ottawa Health Care Group
	

	Other (Specify)


	


d) Is the enrollment of individuals into multiple studies likely to be an issue in this subject population? 
      FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No
e) How was the answer to 13d determined? If the answer was “yes”, also indicate how this will be addressed.


     
f) For quantitative studies, include sample size power calculations (see Appendix A in the Guidelines for details). For qualitative studies indicate approximate sample size and rationale. You may refer to the protocol for this information.

     
14.
DESCRIPTION OF STUDY POPULATION (See Guidelines)

a) Inclusion criteria - Who is being recruited and what are the criteria for their selection? 
     
b) Exclusion criteria – Which research participants are excluded from participation? 
     
c)  Which linguistic groups will be recruited?     


French-speaking:  FORMCHECKBOX 

        English-speaking:  FORMCHECKBOX 

      Other  FORMCHECKBOX 
  (specify):       


Please note that all documentation (e.g. advertisements, telephone scripts, information/consent forms, de-briefing summaries, etc) should be translated into the language of each linguistic group being recruited for the study and submitted for review after the primary version (English or French) is approved.
15.
IDENTIFICATION AND RECRUITMENT OF RESEARCH PARTICIPANTS


(See Guidelines)
a) Describe how the research study will be publicized for recruitment purposes. If the initial contact is by letter, telephone, e-mail, web-site and/or advertisement, attach applicable copies of the text to be used. For studies recruiting participants from different linguistic groups, please forward the translated texts after the primary versions (English or French) texts have been approved. 

     
Texts are attached: 
   
 FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No              FORMCHECKBOX 
  Not applicable

Translated texts will follow:
 FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No              FORMCHECKBOX 
  Not applicable
b) If the identification of prospective subjects will involve using information from their personal health information record, describe how the patient’s agreement to be contacted by the researcher(s) will be obtained by members of his/her health care team or by the custodian of his/her health information record. 
 FORMCHECKBOX 
  Not applicable  
     
c) Once identified, how will prospective research participants be recruited?  
     
d) How will the researcher ensure that there are no breaches of a prospective participant’s privacy during the recruitment process?  

     
e) Does the study include subjects in a control group? 
  FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No

If yes, are the identification and/or recruitment consent processes different from those described above?  
 FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No

If yes, provide details.

     
f) Will research participants receive financial compensation?  
 FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No

If yes, please explain the purpose of the compensation (e.g. reimbursement for expenses, gifts for participation, compensation for time, etc.). 
g) Commission fees that are to be paid to health professionals or research staff for the successful recruitment of research participants are prohibited (see Guidelines). Nonetheless, reimbursement for time spent recruiting is permitted. If fees are to be paid for the recruitment of subjects, please provide details below.  

     

 FORMCHECKBOX 
  Not applicable 
16.
PROCEDURES FOR SEEKING INFORMED CONSENT (See Guidelines)
a) Will informed consent be obtained from the study participants or their legal representatives?

 FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No

If yes, complete Sections 16b to 16h. If no, answer “Not applicable” in Sections 16b to 16h and complete Section 16i. 
b) What is the reading comprehension grade level of the information/consent form? Please include a description of the methodology used to make this determination. 
     

 FORMCHECKBOX 
  Not applicable
c) Is the information/consent form written at the reading level of the population being sampled?  
 FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Unknown  
 FORMCHECKBOX 
  Not applicable
If No or Unknown, describe the methodology to ensure that research subjects have a sufficient understanding to give “informed” consent (e.g. utilization of a reading level that is generally accepted as being appropriate for the population under study). 
     
d) If the information consent form is written, attach a copy. If consent will be oral (in-person or via telephone), append a copy of the script to the application form that will be used during the consent process and given to the research participant for his/her information. For a description of elements that are required by the TCPS to be included in the consent form and consent process, please see Appendix C of the Guidelines.
The information/consent form or oral script is attached:  
 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No  
 FORMCHECKBOX 
  Not applicable 

e) Describe the consent process (e.g. who will obtain consent and how will the research staff ensure that “informed” consent has been obtained?). In the case of oral consent, include a description of how and where the oral consent for each subject will be documented.  
     

 FORMCHECKBOX 
  Not applicable
f) Is there a relationship (e.g. physician-patient, employer-employee, professor-student) between the subjects and the person obtaining consent?
 FORMCHECKBOX 
 Yes             FORMCHECKBOX 
 No

 FORMCHECKBOX 
  Not applicable
If yes, explain the nature of the relationship and describe the steps that will be taken to minimize the potential of coercion, real or perceived.
     
g) Will personal health information be accessed without first obtaining consent? 

 FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No

 FORMCHECKBOX 
  Not applicable
If yes, provide justification. As required by the Personal Health Information Protection Act, also attach a copy of the agreement between the health care custodian and the study’s investigator(s) that outlines the terms and obligations imposed upon the investigators when using personal health information for research purposes without obtaining the patient’s consent. 
     
h) For studies that involve more than one contact with participants, describe the methodology that will be used to ensure that the participant’s consent is current.  

     

 FORMCHECKBOX 
  Not applicable
i) For studies where informed consent will not be obtained, please justify according to all of the requirements of Articles 2.1(c), 2.3 and 2.8 of the Tri-Council Policy Statement (see the Guidelines for the specific requirements that must be met). 

       

17.
COMPETENCY TO GIVE CONSENT (See Guidelines)
a) Does the research study include research participants who may not be capable of giving informed consent? 
  FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No   

If yes, please justify according to the conditions outlined in the Guidelines.

     
b) In studies where the research participants may not be capable of giving informed consent, please describe the methods that will be used to determine a participant’s capacity to give consent. 

     

 FORMCHECKBOX 
  Not applicable
c) For those participants who are not capable of providing informed consent, describe how consent will be obtained and from whom. Also, outline your plans to ensure that the free and informed consent of an appropriately authorized third party remains current for the duration of the study, so long as the subject remains incompetent. 
     

 FORMCHECKBOX 
  Not applicable
d) In studies where the research participants may not be capable of giving informed consent, describe the study’s plans to regularly assess capacity and to obtain consent if the individual later becomes capable of providing consent. 
     

 FORMCHECKBOX 
  Not applicable
e) In studies where the research participants may not be capable of giving informed consent, describe the methods that will be used to ensure that participants who display “dissent” behaviors will be precluded or withdrawn from participating in the study. 

     

 FORMCHECKBOX 
  Not applicable
f) Does the research study include research participants who are below the age of 18 years?

  FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No
If yes, explain how and from whom informed consent will be obtained.
     
g) Does the research project involve emergency situations where consent cannot be obtained? 
  FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No
If yes, please provide justification for proceeding without consent, and describe plans to seek consent to use the data if the individual later becomes able to provide consent or the individual’s legal representative is found (see the Guidelines for all of the conditions that must be met).  

     
18.
RISKS, BENEFITS AND USUAL STANDARD OF CARE (See Guidelines)
a) For research studies involving the research site facility’s patients, document the usual standard of care for this population in the research site facility and describe how the usual standard of care will be affected for patients participating in this study.  If changes in the standard of care will vary according to the group to which patients are assigned, document the changes in the usual care for each group.
     

 FORMCHECKBOX 
  Not applicable
b) For research studies that do not involve patients and where research participants will be recruited from other sources (e.g. general public), describe the frequency, duration and nature of contacts with research participants that are required by the study.
     

 FORMCHECKBOX 
  Not applicable
c) Document the risks associated with the study.  When the research participant is a patient, document the risks as compared to the usual care that the patient would receive.  If the risks vary according to the group to which patients are assigned, document the risks for each group. 

     
d) Will participation in this study affect alternatives for the future care of the participant?  

     
e) Will the management of the participant’s condition be prolonged or delayed as a result of the research?  
  FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No            FORMCHECKBOX 
  Not applicable

If yes, describe any risks associated with prolongation or delay (e.g. washout period, withholding of treatment or absence of treatment).
     
f) Are there any standard therapies, diagnostic procedures or information to be withheld from participants for the purpose of the study? 
  FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No              FORMCHECKBOX 
  Not applicable

If yes, describe the risks and benefits to the participants.  In the case of risks to the research participant that go beyond those of usual care, please provide the justification for exposing the research participants to these additional risks. 
     
g) Are there any restrictions being placed on the study’s participants? 
 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
If yes, please explain 

     
h) Are placebos being used?  
 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No
If yes, please explain and provide justification according to the Tri-Council Policy Statement (see guidelines). 
     
i) Does this study involve any deception of, or withholding information from study participants?   
  FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No 
If yes, please explain the justification for employing these techniques (see guidelines for conditions under which these techniques may be used). 

     
j) Outline the criteria for the early withdrawal of research participant(s). 

     
k) Describe any possible benefits to the research participants as a result of their participation in the research study. 

     
19.
CONFIDENTIALITY (See Guidelines)
a) List the types of records containing personal information that will be accessed in the course of this study.  Please outline the health information custodian’s requirements for access, and whether the requirements have been met and access has been approved.

     
b) Describe the methods that will be employed to maintain confidentiality during the time that research data sets contain personal identifiers. If different data collection mediums are being used (e.g. paper forms, audiotapes, video tapes, local computer databases, web-based database), describe the security measures that will be used for each medium. 

     
c) Describe how and when the data will be encoded to remove all personal identifiers from the data collected during the course of the study.

     
d) If data containing personal identifiers will not be encoded at the earliest opportunity, please justify.  

     

 FORMCHECKBOX 
  Not applicable
e) Please indicate where the code-list will be stored and when it will be destroyed.  Please note that the Health Records Departments of some facilities offer a service to store code-lists over long periods of time (e.g. 25 years). 

     
f) If data containing personal identifiers will be transferred to another facility, please justify. In addition, please provide documentation that ensures the confidentiality of this information at the receiving facility (see guidelines for specific requirements).  The transfer of information to another facility should also be described in the information/consent form.
     
g) Will project research staff be required to sign a Pledge of Confidentiality to comply with the policy and procedures of the research site facility?  
 FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No          FORMCHECKBOX 
  Not applicable

If No or Not Applicable, please explain.
     
20.       MONITORING (See Guidelines)
a) Is there a plan to monitor the study (e.g. internal audits or sponsor-initiated site visits)?  
 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No  

If yes, describe briefly and append the plan as an appendix.
     
b) For sponsor-initiated research (e.g. drug trials, medical devices) is there a data safety monitoring board in place?  
 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No           FORMCHECKBOX 
  Not applicable 
If yes, describe the composition of the board’s members.  Are the board’s members independent of the study and/or sponsor?
     
c) Are there interim analyses planned? 
 FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No  

If yes, describe briefly.

     
d) Describe the stopping rules for the study.

     
21.
PUBLICATION AND DISSEMINATION OF RESULTS (See Guidelines)
a) If this study is funded, will the investigator(s) require the approval of the sponsor(s) before publication or dissemination of the results?      FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No  
 FORMCHECKBOX 
  Not applicable

If yes, please explain
     
b) Please describe the plan for publication and other dissemination of the study’s results. 
     
c) Will a summary of the results be available in multiple languages?

English   FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No  
French    FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No  
Other 
   FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 No   If yes, specify       
22.
BUDGET (See Guidelines)
a) Has this research been funded?    
 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No 

b)  If yes, provide the:

Name of the Agency/Sponsor:      

Name of the Contact Person for the Agency/Sponsor:      

Address:      

Telephone:      

E-mail Address:      

Agency/Sponsor Protocol number (if applicable):     

Amount of funding received: $      

 c) If no, has funding been applied for?:   FORMCHECKBOX 
Yes          FORMCHECKBOX 
 No

If yes, please provide the name of the Agency/Sponsor: 
     

 FORMTEXT 
    

Amount of funding applied for:  



               

Date submitted:





  /  /         









DD/MM/YYYY
d)  A detailed budget is attached as an appendix.     FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No
d) If there is no funding or insufficient funding for this project, how will the cost of the study be financed? 
     
23.
CONTRACTS (See Guidelines)
a) Please list and attach copies of all contracts/agreements with the corporate sponsor(s), public funding agencies or other parties (e.g. copyright holders) that are related to this study. These contracts/agreements may include but are not limited to clinical trial agreements, material transfer agreements involving human material and licensing agreements for the use of copyrighted materials.
     
All contracts have been forwarded to the relevant departments at the research site. 

 FORMCHECKBOX 
Yes            FORMCHECKBOX 
 No          FORMCHECKBOX 
  Not applicable 
         
If No, please explain
     
b) Please indicate who will cover the costs of treatment not covered by the provincial health plan in case of injury directly resulting from participation in a research study (e.g. sponsor, research facility or university).

     
24.
POTENTIAL CONFLICTS OF INTEREST (See Guidelines)
a) Please indicate whether the Principal Investigator, Responsible Site Investigator or any Co-Investigators or other research staff involved in this research study or any member of their immediate family:


i) function as an advisor, employee, officer, director or consultant for the study 
sponsor? 
 FORMCHECKBOX 
Yes         FORMCHECKBOX 
 No

ii) have direct or indirect financial interest in the sponsoring corporation (e.g. 
stocks) drug, device or technology employed (e.g. patents) in this research 
study? 
 FORMCHECKBOX 
Yes         FORMCHECKBOX 
 No

iii) receive an honorarium or other financial benefits from the sponsor (apart 
from fee for service or regular salary)? 
 FORMCHECKBOX 
Yes        FORMCHECKBOX 
 No

iv) are receiving incentives to recruit research participants for this study?
 FORMCHECKBOX 
Yes         FORMCHECKBOX 
 No
If the answer is yes to any of the above questions, append a letter detailing these activities. Please include a description of all conflicts of interest (actual, apparent, perceived, or potential) relating to this project.

b) Does this study comply with the current “conflict of interest” policies of the research site facility? 
 FORMCHECKBOX 
Yes         FORMCHECKBOX 
 No           FORMCHECKBOX 
  Not applicable
If no or not applicable, please explain.
     
25.
DIVISION/DEPARTMENT/PROGRAM APPROVAL (This should not be completed by an administrator who is listed as the study’s Principal Investigator, Responsible Site Investigator or Co-Investigator)
Hospital and university administrators share responsibility for research activities within their division, department or program.  The purpose of this signature section is to ensure that administrators at research sites are aware of: a) the research activities undertaken in their division, department or program and b) the impact of these activities on the resources of their division, department or program and the patients and the communities they serve.

I have reviewed this application and by signing below, I certify that: 


a) the study is consistent with hospital/faculty policies and mission  


 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No           FORMCHECKBOX 
  Not applicable


b) the study resources (budget, space, and support staff) and/or the resources of my 
division, department or program are adequate to support the study, 


 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No           FORMCHECKBOX 
  Not applicable


c) there are an adequate number of research participants suitable to be approached 
for enrolment for this study 


 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No            FORMCHECKBOX 
  Not applicable 


d) this population is not being excessively recruited for clinical research. 


 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No            FORMCHECKBOX 
  Not applicable

Name:


     

Contact Number:
 (   )   -     ext.      

Title/Position:

     

Dept/Unit & Location:
     

Signature:

     

Date:


     
Please Note: In the case where a study will affect more than one financial cost centre within a facility, separate copies of Section 24 should be completed for each cost centre. Please contact each research site to identify the appropriate administrators. 
26. 
CONTINGENCY PLANNING (See Guidelines) 

Outline the contingency plans for this project if the research hospital site becomes closed to all but essential personnel during an epidemic, pandemic or civil disaster. In the contingency plan, please describe the specific steps that will be taken to suspend the project at the hospital research site.  If the health of the research subjects may be adversely affected by the suspension of the project, outline the steps that will be taken to protect the interests of the research subjects.     
     
Appendix A: Contact Information for 
COREB Research Ethics Boards (REBs) 
	Name of REB

	Name of the Chair
	Contact Person for the REB 


	University of Ottawa:

Social Sciences and Humanities REB 

	Dr. Peter Beyer 

Department of Classic and Religious Studies, 

University of Ottawa, 
70 Laurier Avenue East
Ottawa, Ontario

K1N 6N6
(613) 562-5800 ext. 1178

	Catherine Paquet
Room 159,
Tabaret Hall, 550 Cumberland, 
University of Ottawa 
Ottawa, Ontario 
K1N 6N5
(613) 562-5800 ext. 1787

cpaquet@uottawa.ca 



	University of Ottawa:

Health Sciences and Sciences REB

	Dr. Daniel Lagarec
(613) 562-5704

dlagarec@uottawa.ca
	Catherine Paquet
Room 159,
Tabaret Hall, 550 Cumberland, 
University of Ottawa 
Ottawa, Ontario
K1N 6N5
(613) 562-5800 ext. 1787

cpaquet@uottawa.ca 



	University of Ottawa:

Heart Institute REB


	Dr. Richard Davies

40 Ruskin Street
Room H147 
Ottawa, Ontario 
K1Y 4W7
rfdavies@ottawaheart.ca

	Alison Irwin

751 Parkdale Avenue
Suite 106
Ottawa, Ontario

K1Y 1J7
(613) 798-5555 ext. 19865
airwin@ohri.ca 



	The Ottawa Hospital REB


	Dr. Raphael Saginur
751 Parkdale Avenue, 

Suite 106
Ottawa, Ontario 

K1Y 1J7 

rsaginur@ohri.ca

	Christine Banyard or Linda Longpré
751 Parkdale Avenue

Suite 106
Ottawa, Ontario

K1Y 1J7
(613) 798-5555 ext. 14902 or 13523

cbanyard@ohri.ca or 

llongpre@ohri.ca



Appendix A: Contact Information for the Chairs

of COREB Research Ethics Boards (REBs) cont’d

	Name of REB


	Name of the Chair
	Contact Person for the REB 



	Children’s Hospital of Eastern Ontario REB 
	Dr. Carole Gentile

401 Smyth Road, 
Ottawa, Ontario
K1H 8L1
(613) 737-7600 ext. 3624 gentile@cheo.on.ca
	Sharon Haig

401 Smyth Road, 
Ottawa, Ontario 
K1H 8L1
(613) 737-7600 ext. 3272
shaig@cheo.on.ca 



	Royal Ottawa Health Care Group REB


	Dr. Alan Douglass

1145 Carling Avenue

Ottawa , Ontario

K1Z 7K4

(613) 722-6521 ext 6226

alan.douglass@rohcg.on.ca

	Dr. Keith Busby
1145 Carling Avenue 
Ottawa, Ontario 
K1Z 7K4
(613) 722-6521 ext. 6214

keith.busby@rohcg.on.ca


	Bruyère Continuing Care 

	Dr. Lisa Sweet

43 Bruyère St.

Ottawa, Ontario

K1N 5C8
(613) 562-4262 ext. 1368

lsweet@bruyere.org 
	 Debbie Brown
43 Bruyère St.

Ottawa, Ontario

K1N 5C8
(613) 562-4262 ext. 4003

dbrown@bruyere.org

	The Rehabilitation Centre REB 


	Dr. Keith Wilson

505 Smyth Road 
Ottawa, Ontario, 
K1H 8M2
(613) 737-7350 ext. 75608

kewilson@ottawahospital.on.ca 

  
	 Conrad Amenta 

(613) 737-7350, ext 75246 amenta@ottawahospital.on.ca 

	Montfort Hospital


	Dr. Harvey Barkun

713 Montreal Road 
Ottawa, Ontario 
K1K 0T2
(613) 746-4621 Ext. 6004.

scorneau@montfort.on.ca
	Brian Malcolmson, 

(613) 746-4621 Ext. 6003. bmalcolmson@montfort.on.ca 

Suzanne Corneau, 

713 Montreal Road 
Ottawa, Ontario 
K1K 0T2
(613) 746-4621 Ext. 6004.

scorneau@montfort.on.ca
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