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        Research Ethics Board 
ADMINISTRATIVE RESEARCH
APPLICATION TO INVOLVE HUMAN PARTICIPANTS/SUBJECTS IN RESEARCH

	SECTION A – PROJECT OVERVIEW


Title of Research Project:





	     


Principal Investigator: All applications require a single primary investigator with whom the REB will communicate. 
	Title:                            
	Name:      

	Department:      
	Institution/Agency/Organization:      

	Mailing address:      

	Phone:                                          
	Fax:      
	Email:      


Alternate Contact (e.g., Research Coordinator):
	Title:                      Name:      

	Phone:                                            
	Fax:      
	Email:      


Co-Investigators:

Are co-investigators involved?  
Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 
 
	Title:                   
	Name:      

	Department:      

	Mailing address:      

	Phone:                                          
	Fax:      
	Email:      


	Title:                   
	Name:      

	Department:      

	Mailing address:      

	Phone:                                          
	Fax:      
	Email:      


Please append additional pages if necessary.

Researchers from another institution who are a part of a research team, irrespective of their role, must seek clarification from their institutional REB as to the requirement for review and clearance.

For each researcher, please indicate if REB clearance is required or briefly provide the rationale for why it is not required:

Has this application been submitted to another institutional REB?
      
   
 FORMCHECKBOX 
   Yes
 FORMCHECKBOX 
   No

If YES,

a.
provide the name of the board:  
b.
provide the date of submission:  
c.
provide the decision:

              
         FORMCHECKBOX 
   In Process
  FORMCHECKBOX 
   Yes
 FORMCHECKBOX 
   No

Project start and end dates (Year/Month/Day):

Estimated start date for this project:

YY/MM/DD



Estimated start date for data collection:

YY/MM/DD

Estimated completion date for this project:
YY/MM/DD

Estimated date for feedback to participants:
YY/MM/DD

Please indicate the funding status of the project:    Funded               Applied for funding           Unfunded 
Funding Title (Exact title): 

	     


Source of Funding: 
	     


Grant Account Number: 
	     


Please ensure you have completed the following: 
Reviewed the University of Windsor Administrative Policy 
 FORMCHECKBOX 
   
Completed the Administrative Survey Policy Form

 FORMCHECKBOX 
   

Please include the completed Administrative Policy Form with the Research Ethics Application 


	SECTION B – GENERAL INFORMATION


RATIONALE

Describe the purpose and background rationale for the proposed project, and the hypotheses or research questions to be examined in this study. This background should be succinct, but include all information that an educated layperson needs to understand the purpose of the proposed project.

     
METHODS

(See the companion document for issues relevant to types of research available at www.uwindsor.ca/reb) 

Please indicate all the research methods that apply:

  Ethnography

  Action Research



  Survey
  Observation




  Focus Group


  Documentary/Filmmaking


  Interview
  Experimental lab study


  Human Tissues



  Oral/Life history 



  Experimental behavioral study


  Online Research (complete online research checklist)


  Other 
Procedural overview

Provide a step-by-step outline of all procedures that will occur between the point of first contact with participants until the completion of the study. The total time required to complete the procedures and the number of points of contact must be described.

	


Please describe each of the distinct specific methods which are administered during the procedure. Be detailed and attach all relevant documents.  If you require additional space for method outlines, please append additional pages if necessary. Provide figures, diagrams, or pictures as required to completely describe the method to an educated layperson.
Method #1:

	     


Method #2 (if applicable):

	     


Add additional methods as required

Please provide 6 to 8 ‘Key Words’ to identify this project.  Please provide 6-8 key words to identify this project.

	     


Do any of the methods involve: 


Audio Recording?


 No               Yes


Still Recording?


 No               Yes


Video Recording?


 No               Yes


Digital recording (in any form)?
 No               Yes

If Yes to any of the above, please describe the need and significance to the project, and address issues related to data security for recorded information. 
	


PARTICIPANTS/INFORMANTS OR DATA SUBJECTS

Describe the participants that will be recruited, or the subjects about whom personal information will be collected (i.e., numbers, age, special characteristics, etc.).  Where active recruitment is required, please describe inclusion and exclusion criteria.  Where the research involves extraction or collection of personal information, please describe from whom the information will be obtained and what it will include (include permission letters). 

     
RECRUITMENT

Where there is formal recruitment, please describe how and from where the participants will be recruited.  

Where participant observation is to be used, please explain the form of “insertion of the researcher into the setting” that will be used (e.g. living in a community, visiting on a bi-weekly basis, attending organized functions). If applicable, attach letter(s) of permission from organizations where research is to take place.

Attach a copy of any posters, advertisements, participant pool ads, flyers, letters, or telephone scripts to be used for recruitment.

     
EXPERIENCE

Please provide a brief description of the researcher’s/research team’s experience with this type of research. Include all members of the team. (Note: please describe experience relevant to this proposal; this requires providing more than citations or professional qualifications.)
     
COMPENSATION

It is generally advised to provide some form of at least token compensation in appreciation for participation.

(a) Will participants receive compensation for participation?
 







Financial 

Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 







In-kind


Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 

 





Draw


Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 







Other 


Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 

(b) If Yes, please provide details.

      
(c) Where there is a withdrawal clause in the research procedure, if participants choose to withdraw, how will compensation be dealt with?

     
	SECTION C –DESCRIPTION OF THE RISKS AND BENEFITS
OF THE PROPOSED RESEARCH


POSSIBLE RISKS

Please indicate potential risks that the participants as individuals or as part of an identifiable group or community might experience by being part of this research project. Checking ‘Minimal’ indicates that the risk associated with the method meets the definition of minimal risk as set out in the TCPS-2 (2014). 
(Method #1:      )  
(a) Physical risks (including any bodily contact or administration of any substance)? 


 Minimal    Low            Medium        High  

(b) Psychological/emotional risks (feeling uncomfortable, embarrassed, anxious or upset)? 


 Minimal    Low            Medium        High  

(c) Social risks (including possible loss of status, privacy and/or reputation)?
  


 Minimal    Low            Medium        High  

(d) Dual/multiple relationship with study participants?


 Minimal    Low            Medium        High  

(e) Data security (i.e., risk to participant from data exposure)? 


 Minimal    Low            Medium        High  

(f) Tied to deception involved in the study? (See DEBRIEFING section below)

            Minimal    Low            Medium        High  
Please fill in the following:

	Method #1:  [Title here]

	
	Research Risk

	
	Minimal
	Low
	Medium
	High

	Group Vulnerability
	
	
	
	

	Low
	 1
	 1
	 2
	 2

	Medium
	 1
	 2
	 2
	 3

	High
	 2
	 2
	 3
	 3


	Method #2 (if applicable):[Title here]

	
	
	Research Risk
	
	

	
	Minimal
	Low
	Medium
	High

	Group Vulnerability
	
	
	
	

	Low
	 1
	 1
	 2
	 2

	Medium
	 1
	 2
	 2
	 3

	High
	 2
	 2
	 3
	 3


Add matrices for additional methods as required.

1.  Briefly describe each risk associated with group vulnerability and methods used in this research. Address any actually

known risks associated with the research, and any risks that might be reasonably perceived by the participant. 

	     


2.  In light of your answers above, please explain and describe how the potential risks will be managed and/or minimized.

     
POSSIBLE BENEFITS

Discuss any potential direct benefits to the participants from their involvement in the project; these might include compensation, or other benefits (education about research methods, useful knowledge gained about self, etc).  Comment on the (potential) benefits to the scientific/scholarly community or society that would justify involvement of participants in this study.

     
	SECTION D – THE INFORMED CONSENT PROCESS


THE CONSENT PROCESS

Describe the process that the investigator(s) will be using to obtain informed consent.  If there will be no written consent form, please explain (e.g. discipline, cultural appropriateness, enhanced risk etc.).  Please note, it is the quality of the consent, not the format that is important.  If the research involves extraction or collection of personal information from a data subject/participant, please describe how consent from the individuals or authorization from the custodian will be obtained and documented. 

For information about the required elements in the information letter and consent form, please refer to http://www.uwindsor.ca/reb.

Will the data obtained from the subjects of this research project be used in subsequent research studies?  

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If YES, please indicate on the Consent Form that the data may be used in other research studies

Where applicable, please attach a copy of the Information Letter/Consent Form, Audio/Video Recording Consent Form, the content of any telephone script, letters of administrative consent or authorization and/or any other material that will be used in the informed consent process.

     
Post-Study Information
Whenever possible, upon completion of the study, participants/subjects should be informed of the results. Describe below the arrangements for provision of this feedback.

     
PARTICIPANT WITHDRAWAL 

(Note that this will need to be detailed on the Consent Form.)

(a)
Where applicable, please describe how the participants will be informed of their right to withdraw from the project.  Outline the procedures which will be followed to allow them to exercise this right.

	


(b)
Indicate what will be done with the participant’s data and any consequences which withdrawal may have on the participant.

	


(c)
If participants will not have the right to withdraw from the project at all, or beyond a certain point, please explain. 

	


(d)
Beyond what point will participant no longer be able to request that their data be withdrawn?  This may be defined by a specific date, or by the occurrence of a particular event (e.g., completion of data collection, after data is anonymized, etc.)
	


	SECTION E – SAFEGUARDS FOR PROTECTING PARTICIPANTS AND DATA


CONFIDENTIALITY/ANONYMITY

(a)
Will the data be treated as confidential?    No       Yes

(b)
Will the participant be anonymous to the researcher or anyone associated with the research?    No        Yes

(c)
Describe the procedures to be used to ensure anonymity/confidentiality of participants or informants (where applicable) -or- the confidentiality of data during the conduct of research and dissemination of results. 

	


(d)
Explain how written records, video/audio recordings, artifacts, and questionnaires will be secured, how long they will be retained, and provide details of their final disposal or storage. Describe the standard data security procedures for your discipline and provide a justification if you intend to store your data for a longer period of time.  If the data may have archival value, discuss this and whether participants will be informed of this possibility during the consent process. 

	


(e)
If participant anonymity or confidentiality is not appropriate to this research project, please explain.

	


(f)
Describe any limitations to protecting the confidentiality of participants whether due to the law, the methods used, the nature of the sample population, or other reasons (e.g., duty to report)

	


(g)
Identify all parties who will have access to the data.

	


(h) Uses of the data. Please describe all forms of output that are anticipated to result from this research (e.g., presentations, written papers, placing data in an archive, creative works, documentary films, etc.). Describe how any potentially identifying information will be handled in each form of output.

	


(i) Subsequent use of data. Will the data potentially be used for other purposes in the future (e.g., teaching, future analysis, publishing of dataset, archiving in an institutional repository, etc.)?  
 Yes No      
If “No”, the data will be solely used for the purposes describe in this application and will not be used for other purposes in the future. 

If “Yes”, participants must be informed of this possibility during the consent process. Subsequent use of the data for new purposes may require additional review by the REB. 
Please describe how the data will be prepared to make it suitable for future use (e.g., anonymization, storage, archiving, etc.). Please describe what future uses might occur (e.g., use within the PIs research group, transmission to other researchers, publication of the dataset, etc.). Please identify any known repositories to which data may be submitted. (The REB recognizes that all potential future uses cannot be anticipated; but does expect that data will be prepared in a manner for future uses that respects the conditions under which the data was originally collected).
	


PRIVACY REGULATIONS

For research involving extraction or collection of personal information, provincial, national and/or international laws may apply.  My signature as Principal Investigator, in Section F of this protocol form, confirms that I understand and will comply with all relevant laws governing the collection and use of personal information in research.  

	SECTION F – SIGNATURES


All researchers must sign below:

As the Principal Investigator on this project, my signature confirms that I will ensure that all procedures performed under the project will be conducted in accordance with all relevant University, provincial, national and international policies and regulations that govern research involving human participants (see [SOURCE, REB Web site], for relevant documentation).  Any deviation from the project as originally approved will be submitted to the Research Ethics Board for approval prior to its implementation.      

For student researchers, my signature confirms that I am a registered student in good standing with the University of Windsor.  My project has been reviewed and approved by my advisory committee (where applicable).  If my status as a student changes, I will inform the REB.

I agree to comply with the Tri-Council Policy Statement and all University of Windsor policies and procedures, governing the protection of human participants in research, including, but not limited to, ensuring that:

· the project is performed by qualified and appropriately trained personnel in accordance with REB protocol;

· no changes to the REB approved protocol or consent form/statement are implemented without notification to the REB of the proposed changes and receipt of the subsequent REB approval;

· significant adverse effects are promptly reported to the REB within 5 working days of occurrence; and

	Signature of Principal Investigator:                                                                      Date:          

Signature of Co-Investigator (s):                                                                           Date:          

Signature of Co-Investigator (s):                                                                           Date:          

Signature of Co-Investigator (s):                                                                           Date:          

Signature of Co-Investigator (s):                                                                           Date:          

Signature of Co-Investigator (s):                                                                           Date:          

Signature of Co-Investigator (s):                                                                           Date:          
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