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REQUEST FOR REVIEW 
1. Please complete this form, AND attach the full research proposal.  Do not answer questions by referring reviewers to “see the research proposal”.  

2. Use as much space as you need to fully answer the questions.  

3. Please submit 10 copies of your complete protocol package, as well as an electronic copy, to:

Linda Barrett-Smith

CREBA

c/o Alberta Innovates – Health Solutions
Suite 1500, 10104 - 103 Avenue
Edmonton, Alberta, T5J 4A7
Email: linda.barrett-smith@albertainnovates.ca
SECTION A: GENERAL INFORMATION

 FORMCHECKBOX 

This is a student/resident project and/or is part of academic requirements.  

 FORMCHECKBOX 

Other:      
	A1.  Project Title

	Title of Project: 

     



	A2.  Principal Investigator                                           FORMCHECKBOX 
 curriculum vitae attached

· This is the person primarily responsible for the project.. 
· For collaborative research this is the person who will receive correspondence and to whom questions will be directed.

· If this project is part of a student’s academic requirements, the supervisor must be listed as the Principal Investigator, not the student.  

	Name:      
Position:      
Organization:      

	Mailing Address:

     
 

	City & Province:

     
	Postal Code:

     
	Phone:

     
	Fax:

     

	E-mail Address: 

     

	Signature:

     
	Date:

     


	A3.  Other Investigator(s) and Advisors Information              FORMCHECKBOX 
 curriculum vitae(s) attached

· Identify the person(s) who will be providing advice and assistance.  Please use additional space as necessary to name each person on the research team.  
· For each person, please indicate their role:

 FORMCHECKBOX 
      Co-investigator       

 FORMCHECKBOX 
      Advisor
 FORMCHECKBOX 
      Student/Resident

	Name:     
Position:     
Organization:     

	Mailing Address:

     


	City & Province:

     
	Postal Code:

     
	Phone:

     
	Fax:

     

	E-mail Address:

     

	Signature:

     
	Date:

     


	A4. Project Location 

List locations where the participant recruitment and data collection will occur.

	Where will the research be conducted?       

	Health Organization(s)
	Facility Name(s)

	     
	     

	Other: Specify (e.g. Edmonton Public Schools, participants’ homes)
     

	Authorizing Signature(s)

This signature indicates that the administration of the facilities mentioned in A4 has reviewed the protocol, is aware of the impact of the study on their facility and endorse the implementation of the study.  A signature is required from each facility. This signature verifies that all statements regarding the standards of practice used within the jurisdiction are accurate and true.  

	Name (please print):     

	Position:     

	Signature:

     
	Date:

     


	A5.  Student/Resident Projects 

	Are you a:

 FORMCHECKBOX 
  Undergraduate student                     
 FORMCHECKBOX 
  Graduate student

 FORMCHECKBOX 
  Summer Student

 FORMCHECKBOX 
  Resident
 FORMCHECKBOX 
  N/A



	Name of the educational institution:       


	Department/Program:       


SECTION B: DETAILS ABOUT THE STUDY 

	B1.  Type of Investigation 

	 FORMCHECKBOX 
  Research                     

 FORMCHECKBOX 
  Program Evaluation

 FORMCHECKBOX 
  Quality Assurance/Quality Improvement
 FORMCHECKBOX 
  Other_____________________



	Type of study 

(e.g. health services research, clinical trial, population health research)
	Method of inquiry 

(e.g. multi-centred trial, cohort study, case series, record analysis, surveys, interviews, focus groups)

	     

	     

	Description of the Project

	B2. Who and what initiated the project?  What impact might the individual/community experience?

     


	B3.  Provide a clear statement of the purpose and objectives of the project.

     


	B4.  If the project is research, state the hypotheses and/or research questions.

     


	B5. If the project is research, briefly summarize past human and/or animal research (your literature review) that justifies this project. For non-research projects, please summarize relevant literature or best practices that explain the usefulness of this project. 
     


	Risks and Benefits

	B6.  What are the benefits of the proposed project for the participant and/or for knowledge in general?

     


	B7.  What adverse effects may result from the project?  How will adverse effects be dealt with?  Please note that adverse effects are not limited to physical risks, but include psychological, emotional, and spiritual risks to the individual, the group and the community.

     


	Project Methods

	B8.  Please indicate and briefly describe your project design.   
 FORMCHECKBOX 
  Qualitative:  If your project is qualitative in nature, or has a qualitative component, what methodology (e.g. phenomenology, ethnography) will you be using and how is that methodology appropriate to the goals of your project?  
 FORMCHECKBOX 
  Quantitative:  If your project is quantitative in nature, or has a quantitative component, what methodology (e.g. experimental, quasi experimental, etc.) will you be using, what are the key elements of your data, how will they be statistically analyzed, and how will this analysis enable you to achieve the goals of your project?  



	Research Sample/ Population

	B9.  What is your sample size? (Provide sample size calculation, if applicable.)
     


	B10. Justification for sample size. 

     


	B11.  Are your research participants: 

	 FORMCHECKBOX 

	Under 18 years of age?

	 FORMCHECKBOX 

	Cognitively Impaired?

	 FORMCHECKBOX 

	Residing in institutions? (e.g. prison, extended care facility, mental facility )

	 FORMCHECKBOX 

	Students?

	 FORMCHECKBOX 

	Employees of researchers’ organization?

	 FORMCHECKBOX 

	Have language barriers? (e.g. illiterate, not English-speaking, dysphasic)

	 FORMCHECKBOX 

	In another country?

	B12. What are the major inclusion/exclusion criteria for persons participating in the study and what are the justifications for the criteria?

     


	Recruitment 

	B13.  Are you planning to use any recruitment aids such as posters, newspaper advertisements, radio announcements, or letters of invitation?  If so, please indicate the reading level of each aid and check (() if it has been attached to the form as an appendix.      


	Recruitment Aid #1 – Specify (e.g. poster, letter etc.):       
 FORMCHECKBOX 
    Not Applicable   
What is the Reading Level?      
 (e.g. Grade 7)  
  FORMCHECKBOX 
     Attached
__________________________________________________________________

Recruitment Aid #2 – Specify:       
 FORMCHECKBOX 
    Not Applicable   

What is the Reading Level?      
 (e.g. Grade 7)  

  FORMCHECKBOX 
     Attached
______________________________________________________________________

Information Letter #1 – Specify (e.g. letter for interviews, focus groups etc.) :       
 FORMCHECKBOX 
    Not Applicable   

What is the Reading Level?      
 (e.g. Grade 7)  
 FORMCHECKBOX 
     Attached
______________________________________________________________________

Information Letter #2 – Specify:       
 FORMCHECKBOX 
    Not Applicable
What is the Reading Level?      
 (e.g. Grade 7)  
 FORMCHECKBOX 
      Attached
______________________________________________________________________

Consent Form #1 – Specify (e.g.  consent for interview, focus group etc.) :       
 FORMCHECKBOX 
    Not Applicable
What is the Reading Level?      
 (e.g. Grade 7)  
 FORMCHECKBOX 
     Attached
______________________________________________________________________

Consent Form #2 – Specify:       
 FORMCHECKBOX 
    Not Applicable
WW   What is the Reading Level?      
 (e.g. Grade 7)  
 FORMCHECKBOX 
     Attached



	B14.  What steps have been taken to make the recruitment aids, information letters, and consent forms understood by the study participant? 
     


	B15. What, if any, interventions will the participant receive?

     


	B16. Which interventions are additional to those required for standard patient care/service?

     


	B17. If the procedures include a blind, under what conditions will the code be broken and what provisions have been made for this?  Who will have the code?

     


	Obtaining Consent     

	B18.  Clearly detail who will be recruiting participants and obtaining consent, and the procedures for doing this.  If applicable, specify whether participants will be randomly assigned to groups before or after consent has been attained.

     


	B19.  Specify methods for dealing with groups identified in #B12.  If the participants are not able/competent to give fully informed consent, who will consent on their behalf?
     


	B20. Will you seek individual consent for access to patient information? Does the project require consent to approach after the research is completed for follow-up? (i.e. Section 55, “Consent for Information,” Health Information Act of Alberta) 

     


	B21. Do any of the procedures include the use of deception or partial disclosure of information to participants?  If yes, provide rationale for the deception or partial disclosure.  Describe the procedures for (a) debriefing the participants and (b) giving them a second opportunity to consent to participate after debriefing.

     


	Data Analysis

	B22. What are the primary and secondary outcome variables that will be measured and how will you measure these variables? 

     


	B23. Provide details about your data analysis methods. (Please list anyone helping you design your analysis.)

     



SECTION C: Privacy Protection 

	Privacy Protection

Protection of the privacy and confidentiality of data, especially if it is identifiable, is critical. This section must indicate that the data collection and storage measures will ensure privacy and confidentiality.

	C1. List the name of the organization, records repository, and in the case of database information, the individual data elements that will be collected.  
     


	C2. Will you be accessing information from a database outside of your control?  If yes, please describe and attach a letter of support authorizing your access to that database.

     


	C3. State the reason why the specific pieces of information are required for the project.

     


	C3. Who will have access to the information in its identifiable form?  (Use job titles rather than individual names.) 
     


	C4. Who will have access to abstracted information (identifiers removed)? 
(Use job titles rather than individual names.) 

     


	C5.  Who will have access to the listing of names and study ID numbers?  (Use job titles rather than individual names.) 
     


	C6. Should confidentiality agreements be signed with any of the above who have access to participant information?  If yes, attach a copy of the agreement form that will be used in the project. (See www.creba.ca for a confidentiality agreement template.)
     


	C7. State whether there will be any subsequent disclosures for secondary purposes beyond those stated in the project.   
     


	C8.  Provide details on the location of the information collected, the manner of storage, the proposed retention period, and how the information will be destroyed.

     


	Safety Approvals

	C9. Please check (() whether or not this study requires any of the following safety approvals. All studies must meet federal safety standards. If a safety approval is needed, please indicate whether the approval documentation is pending or attached as an appendix to this form.

	Biohazardous Materials:

	 FORMCHECKBOX 

	Not Applicable
	 FORMCHECKBOX 

	Pending
	 FORMCHECKBOX 

	Attached

	Electromechanical:

	 FORMCHECKBOX 

	Not Applicable
	 FORMCHECKBOX 

	Pending
	 FORMCHECKBOX 

	Attached

	Health Protection Branch or Other Canadian Federal Agency:

	 FORMCHECKBOX 

	Not Applicable
	 FORMCHECKBOX 

	Pending
	 FORMCHECKBOX 

	Attached

	Radiation:

	 FORMCHECKBOX 

	Not Applicable
	 FORMCHECKBOX 

	Pending
	 FORMCHECKBOX 

	Attached


SECTION D: Funding 

	D1. Funding 

	How is the project funded?  Please check (() the appropriate box.

	 FORMCHECKBOX 

	Funding approved; specify source(s):      


	 FORMCHECKBOX 

	Funding pending; specify source(s):      


	 FORMCHECKBOX 

	No external funding required.


	D2. Budget

Please check here (() that you have included the budget as part of your project proposal.  The budget must include details of investigator payments and recruitment incentives (if present).     

	 FORMCHECKBOX 

	Budget included

	Are any of the investigators involved receiving any direct personal remuneration or other personal or family financial benefits for taking part in this investigation, direct or indirect? If so, append a letter detailing these activities.  Please attach this letter to your budget. 

     


	D3. If the participants will be offered compensation for participating in the research, provide details. Specify the amount, what the compensation is for, and how payment will be determined for participants who do not complete the study.

     



SECTION E: Dissemination 

	E1 What are your plans, strategies or mechanisms to inform your study participants of the results?  
     
If this is not applicable, feasible, or appropriate for your study, briefly explain why. 

     



�
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Date received: __________





Protocol #: _____________
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