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Application for Ethics Review of Research Involving Humans

Form 1A:  Faculty Research

RESEARCH REQUIRING ETHICS REVIEW:  
Please note that ethics review is required for research activities that meet the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (TCPS 2) Chapter 2, Article 2.1’s definition:
http://www.pre.ethics.gc.ca/eng/policy-politique/initiatives/tcps2-eptc2/chapter2-chapitre2/#toc02-1a 

General Instructions:

This application form has been revised to facilitate the application and review process.  It is designed to be completed electronically.  Use the space provided (or create more space if necessary) to provide the information requested.  Please do not skip items: Answer “n/a” if the questions do not apply to your research.  Double click on a yes/no box to indicate your response.

Please type all information (Press the tab key or use the mouse to advance to the next field.)
	A. General Information

	1.   FULL TITLE OF THE RESEARCH     

      (Title should be identical to that of any 

      corresponding grant.)                     
	       

	2.  INVESTIGATOR CONTACTS

	ROLE
	NAME
	INSTITUTION
	DEPARTMENT
	PHONE

(INCLUDING ALTERNATE)
	EMAIL

(INCLUDING ALTERNATE)

	PRINCIPAL INVESTIGATOR
	     
	     
	     
	     
	     

	CO-INVESTIGATOR
	     
	     
	     
	     
	     

	CO-INVESTIGATOR
	     
	     
	     
	     
	     

	CO-INVESTIGATOR
	     
	     
	     
	     
	     

	CO-INVESTIGATOR
	     
	     
	     
	     
	     

	3. funding information
(Please notify the REB if/when your funding circumstances change so we can clear the release of research funds.) 

	 FORMCHECKBOX 
  Unfunded  
 FORMCHECKBOX 
  Funding Sought 
Agency:                                                                                  Grant Name:      
 FORMCHECKBOX 
  Funded

Agency:                     
Grant Number or Grant Date:          
Grant Name:              
Funding Period:    From (dd/mm/yyyy)                             To (dd/mm/yyyy)                                   

	a)  Has this or similar application been submitted previously to the SMU Research Ethics Board?  (If yes, attach a copy of the application and approval letter).
	 FORMCHECKBOX 
Yes
 FORMCHECKBOX 

No

	b)  Has this research project been reviewed by another institution’s ethics board? 
Note:  Some research projects involving multiple locations or colleagues require multi-ethics review.  If you have ethics approval from another institution, complete Application Form 1C instead and attach a copy of the application you submitted to that institution along with the approval letter.
     
	 FORMCHECKBOX 
Yes
 FORMCHECKBOX 

No

	4.  scholarly review

Please describe any scholarly review that this proposed research has been subjected to (if any).
     

	5.  project start & end dates

When do you plan to start data collection?                                              Date (dd/mm/yyyy):         
Note:  Engaging with participants (e.g., recruitment or the informed consent process) constitutes the start of data collection.

	When do you expect this project to be completed?                                  Date (dd/mm/yyyy):        
Note:  The time of completion is when all data have been collected from subjects, no further contact with them will be made and all data are recorded and stored in accordance with the provisions of the approved application.  

	B.
Summary of Proposed Research

	1.
Purpose and Rationale for Proposed Research
Briefly describe the proposed research project in non-technical language.  The Research Ethics Board is composed of members drawn from across the academic disciplines and members of the community, therefore in plain, clear language identify the purpose and objectives of the study, and any hypotheses or research questions to be investigated.  Include references to similar research in the area and, if the study involves risk to participants, a description of how other researchers have managed these risks.  Please avoid attaching appendices with portions of theses or manuscripts.
 FORMTEXT 

     
 

	2.
Proposed Methodology
Describe in some detail all types of procedures and methods to be used in the study. Provide a sequential description of what the participants will be invited to do in the study and what information will be obtained from participants. Describe and attach a copy of all materials to be used in this study such as reference measures or scripts of interview questions.  In more methodically complex research a figure or a timeline may be helpful.  Please avoid acronyms and jargon.    
     


	3.
Participants Involved in the Study

(a)  Indicate who you will recruit as potential participants in this study.

	

Undergraduate Students
	 FORMCHECKBOX 

	Senior Citizens
	 FORMCHECKBOX 


	

Graduate Students
	 FORMCHECKBOX 

	Adolescents
	 FORMCHECKBOX 


	

Faculty or Staff
	 FORMCHECKBOX 

	Children
	 FORMCHECKBOX 


	

Adults (Excluding students)
	 FORMCHECKBOX 

	Other (specify)
	 FORMCHECKBOX 


	(b) Please specify: 
(i) The expected number of participants: 
                
(ii)    The group or ethnic affiliation, gender, age range, and any other special characteristics:

                

(iii) Identify any exclusion criteria:
              


	(c) Where relevant, please explain any pre-existing relationship between the researcher(s) and the researched (e.g., Instructor-student; Manager-employee; Minister-congregant).
     


	(d) Is the researcher, associates or research assistants in a direct position of power in relation to the participants outside the scope of the research study? If yes, explain below.                              Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 

           


	(e) Will you be collecting in-class research data from your own students?                  Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 
     
    If yes, explain below.
     

	(f) Will the targeted research population consist of any group that will not be able to give free and informed consent: for example, the mentally disabled, minors (under 18) or any institutionalized individuals such as prisoners?  If yes, explain below.                                                                                   Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 

             

	4.
Recruitment Process and Study Location
(a) Describe how and by whom the potential participants will be recruited.       
(b) Attach a copy of any materials to be used for recruitment (e.g., emails, posters, flyers, advertisements, letters and telephone scripts).            
                                                                                

	
(c)  Identify where the study will take place.


On Campus
 FORMCHECKBOX 

               Building:                        Room Number:            
   
          Off Campus:        

           FORMCHECKBOX 
  HRM
                                         Please specify:      
           FORMCHECKBOX 
  NS                                              Please specify:      
           FORMCHECKBOX 
  Out of province                          Please specify:      
           FORMCHECKBOX 
  Outside of Canada                     Please specify:           


                                                         Note: Please specify the city, region and organization, etc.

	Note: Research to be performed outside the jurisdiction or country of the institution that employs the researcher shall undergo prospective ethics review both (a) by the REB within the researcher's institution; and (b) by the REB, where such exists, with the legal responsibility and equivalent ethical and procedural safeguards in the country or jurisdiction where the research is to be done (TCPS 2, Art. 8.3). The TCPS 2 recognizes that national and international standards for research involving humans are evolving continually.

 (d)    If  the research activity is outside the jurisdiction or country of the institution that employs the
researcher, verify that the requirements of the following articles of the TCPS 2 have been met, 
that all answers to the following articles have been provided in the body of this application 
(All boxes must be checked and/or explanation provided):

TCPS 2, Art. 8.4 (b)

 FORMCHECKBOX 
 Relevant information about the rules governing research involving humans and the ethics

      review requirements at the research site, where any exist

          
 FORMCHECKBOX 
 The names and contact information for the relevant REB or comparable ethics bodies

          
 FORMCHECKBOX 
 Relevant information about the target populations and circumstances that might have a    

     bearing on the research ethics review by the researchers’ home REB

          
Relevant Reading: TCPS 2- Chapter 8 (http://www.pre.ethics.gc.ca/eng/policy-politique/initiatives/tcps2-eptc2/chapter8-chapitre8/) 

	5.
Compensation of Participants

(a)      If you are compensating participants, please provide details:
                         
(c) How will you deal with compensation if participants choose to withdraw?
                         
Note:  If compensation is offered, it should not provide undue influence on an individual’s decision to participate in the research, nor should it be a simple token.  Participants can be duly compensated for time spent participating in the study.  When participants represent a particular profession, compensation per time spent may be appropriate.  Justification for the amount of compensation to be offered to participants should be provided.  It is expected that wherever possible, participants who withdraw will receive partial compensation.


	6.
Feedback to Participants

Where feasible, you should provide participants with information on the outcome of the study.   Briefly describe the plans for providing/offering to provide feedback to study participants.  Include both the plans for providing feedback on the purpose of the study and for the outcomes of the study.  Attach a copy of the feedback letter(s) you will use.
               


	C.
Potential Benefits from the Study

	1.
Identify and describe any known or anticipated direct and indirect benefits to the participants from their involvement in the project. State these (if any) on the Informed Consent form or Information Letter.
               

	2.
Identify and describe any known or anticipated benefits to the scientific community/society from this study. State these (if any) on the Informed Consent form or Information Letter.
               

	D.
Potential Risks from the Study

	In considering the potential risks from this study, it is important to consider group vulnerabilities and research risks.  Group vulnerabilities are any pre-existing vulnerabilities associated with proposed participant groups, e.g., relating to pre-existing physiological or health conditions, cognitive or emotional factors, and socio-economic or legal status.  
Research risks are those that reflect the likelihood and magnitude of harms that participants may experience as a direct result of taking part in this research (e.g., stress or anxiety during data collection, stigma, loss of job, etc.).  For example, consider the likelihood that an event requiring a duty to report intention to cause serious harm might emerge (and would thus require you to breach confidentiality).

             Please discuss these risks as appropriate in the space provided here:
​​​​​​​​​​​​​​​​​​​                  

	2.      Please indicate if the participants as individuals or as part of an identifiable group or community might experience any of the following risks by being part of this research project. In particular, consider any factors that pose potential harm to at-risk groups.
         (a) Physical risks (including any bodily contact or administration of any substance)?                     Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 
 

          (b) Psychological/emotional risks (feeling uncomfortable, embarrassed, anxious or                     Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 
 
                upset)? (Note: Please note that surveys and interview activities entail minimum risk of this category.)
          (c) Social risks (including possible loss of status, privacy and/or reputation)?                                  Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 
 

         (d) Is there any deception involved?                                                                                                        Yes   FORMCHECKBOX 
     No  FORMCHECKBOX 

         (e)  Will your methods induce participants to act against their wishes?                                            Yes   FORMCHECKBOX 
     No  FORMCHECKBOX 
  
   (f)  Will participants be asked to disclose information of intimate or sensitive in nature?          Yes   FORMCHECKBOX 
     No  FORMCHECKBOX 
  
If you answered Yes to any of the above questions, please explain the risks and describe how they will be managed and / or minimized:

The REB requests information on how you plan to monitor and report adverse events (if any), as required by the TCPS 2.
(i)       How would an Adverse Event be handled?

                  
(ii)       Please provide information on how you plan to manage the risks inherent in your research:

            
(iii)       Provide information or resources to participants who might experience adverse effects stemming from participation in your research:
            
      Note:  If you answered Yes to any of the above, be sure you address these during the informed consent process (and on the Informed                               
                 Consent Form or Letter, if applicable.)
           (g)  Will all reasonable precautions be taken to protect the health and safety of participants?                                                                                                                 

                                                                                                                                                                         Yes   FORMCHECKBOX 
     No  FORMCHECKBOX 
  

	3.      For projects that involve data or methods posing greater than minimal risk to participants, or involves a vulnerable population, please provide a brief description of the researcher’s/research team’s experience with this type of research.  The TCPS 2 defines the standard of minimal risk as follows:
         “Minimal risk” research is defined as research in which the probability and magnitude of possible harms implied by participation in the research is no greater than those encountered by participants in those aspects of their everyday life that relate to the research.” (TCPS 2, Chapter 2, B)
              


	E.
Informed Consent Process

	1.    What process will you use to inform the potential participants about the study’s details and to obtain the         participants’ consent for participation?
Information Letter with a signed written Informed Consent Form (attach a copy)
     FORMCHECKBOX 



Information/Cover letter (attach a copy)


                           
     FORMCHECKBOX 

Note: Informed consent is an on-going process that starts with the researcher's first contact with the individual and continues through study completion. Although written consent is most common, the REB understands that many disciplines and cultures do not accept written consent as appropriate. It is the quality of the consent process, not the format that is most important. Any verbal exchange about the study, the written informed consent form and any other written documentation given to participants should provide adequate information for the participant to make an informed decision about his/her participation. Be sure that the process outlines the nature of the tasks required of participants, states the benefits and risks, and describes how the data will be handled (particularly if it is not anonymous). Be sure you provide contact information for the primary researcher, a third party contact (normally the REB Chair), as well as how the results will be available or communicated to participants. If the research involves secondary use of existing sets or collection of personal information from people, please describe how consent from the individuals or authorization from the custodian will be obtained.
Relevant Reading: TCPS 2- Chapter 3 (http://www.pre.ethics.gc.ca/eng/policy-politique/initiatives/tcps2-eptc2/chapter3-chapitre3/#toc03-1) 

	2.
If you will not be obtaining written consent and are applying for a waiver, please explain why. Also, please explain how you are going to ensure participants understand that their participation is voluntary when obtaining verbal consent.
               

	3.
If the target population cannot give free and informed consent, please describe the group (e.g., minors).  Attach a copy of the information letter and permission form you will use to obtain permission from the substitute decision maker. Describe and justify the process you will use to obtain the permission of the parent or legal guardian.
                


	F.
Anonymity of Participants and Confidentiality of Data

	1. (a)  Describe the procedures you will use to ensure anonymity of participants and confidentiality of data both during the research activities and in the release of the findings.  If participant anonymity or confidentiality is not appropriate to this research project, please explain below: (See note below.)

                    


	              (b) Will the data be anonymous?                                                                                Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 



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



	         (d) Will the participants identify themselves in a way that will allow you or anyone 
               else to match their identity to the information that you gathered from them?           Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 
 
              If yes, please explain below.
                         


	              (e) Will it be possible to associate specific information contained in your records  
    with specific participants on the basis of name, position, or other identifying  
    information contained in your records or that of an organization?  If yes, please 
    explain below:                                                                                                             Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 
        
                         

	              (f) Will information on individual participants be disclosed to third parties?   

                   If yes, please explain below:                                                                                        Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 
        
                        


	              (g) Will information about participants be obtained from sources other than the 
                    participants themselves?  If yes, please explain below.                                             Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

                        
        

	(h)    If it becomes possible that the participant’s identity can be deduced by individuals  
     other than the researcher, will the participant be told?                                                 Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

    (i)    Will he or she be able to withdraw from the study?  If yes, please explain below:    Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 
                                                                                                                                                                                
                                  

              (j)  Do you plan to do future research with the data gathered?                                            Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 
 
                 (If yes, include details in the Informed Consent Form/Script.)     
                  Comments:                                                                                                                                                                        
 Note: Anonymity of participants and / or confidentiality of data are often laudable goals but it is not always possible or appropriate in all types of research. In fact, there are limits to confidentiality as described in the TCPS 2; in some traditions, these notions are considered inappropriate. Consider whether this is a desirable goal and, if so, the extent to which your methodology allows you to keep data confidential and participation anonymous. Make sure that the consent process includes an accurate description of these concepts and the ability of your study to fulfill any promises to participants. Things to consider: Use of pseudonyms and / or linkages, labels, generics (e.g., "a small town in northern Newfoundland) and aggregates; Who may access data? 


	2.
Describe the procedures you will follow for secure storage of data, including written records, video/audiotapes or digital media, questionnaires, recordings and computer files. 

Note: If your study deals with sensitive information, describe how your data will be handled in the Informed Consent form. Whenever possible, the REB prefers that data is stored securely on campus. If this isn’t possible or feasible, describe the steps you’ll take to ensure the security of the data.  The TCPS 2 suggests that this judgment should be made using a proportionate risk approach. Thus, the greater the sensitivity of the data, the more it behooves researchers to delineate the steps that will be taken to ensure the secure storage of data and to make certain that the security of the data is maintained. 
     


	3.
(a)  Describe where you will store your data and how long you will retain the data? 

Note:  Senate policy requires that primary data “be preserved as long as there is any reasonable need to refer to them” (“Policy Statement on Integrity in Research and Scholarship and Procedures for Reporting and Investigating Scholarly Misconduct”). The retention of accurately recorded and retrievable results is of utmost importance for the progress of scholarly inquiry. Primary data should remain in the research unit or department and should be preserved as long as there is any reasonable need to refer to it.  In no instance should primary data be destroyed while investigators, colleagues or readers of published results may raise questions answerable only by reference to such data. 
Data Retention after the conclusion of the study should be for a specified period of time, after which the data should be destroyed. Data (either hard copy or electronic) should not be maintained in perpetuity. The sensitivity of the data and the reasons for maintaining the data should be the primary factors determining the length of retention. Recognizing that there are also disciplinary differences, and barring other concerns, the REB suggests a storage/retention period of five years after the completion of the project. Researchers may choose to implement an alternate policy with regard to their data but should explain this choice on the application.
Note: Researchers may wish to store data at the SMU Records Centre.  If you plan to store your data at the SMU Records Centre, please indicate when the data will be destroyed.

(b) How will identifiable manual/electronic data be destroyed?

(c) How will the data be disposed?




	G.
Deception

	If this study involves the use of deception, 
(a) Describe the deception(s) to be used in this study AND justify its use.
                  


	      (b)  Will information be withheld from participants that might reasonably lead them to decline to  

            participate in the study?  If yes, please explain below:
                 

	       (c)  Will the participants be videotaped or audio taped in any manner without their knowledge or 
              consent?  If yes, please explain below:
                 

	      (d)  Outline the process to be used to debrief participants (Attach a copy of the written debriefing sheet).
                  


	H.
participant withdrawal

	(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 that 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. 
        (Note: Include withdrawal deadlines in your Informed Consent Form/Script as it relates to your research.)
                   


	CERTIFICATION

	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 the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (TCPS 2) and all relevant Saint Mary’s University, provincial, national and international policies and regulations that govern research involving human participants.  


	Post Ethics Approval Reporting Requirements

	· ADVERSE EVENT:

I am familiar with the policy on Adverse Events and will respond to such an event immediately and report it to the REB no later than one business day. http://www.smu.ca/policy/documents/9-1004_REB_AdverseEvents.pdf 

· MODIFICATIONS:

Deviations from the project that alter the risks to participants and that are implemented without ethics approval constitute a violation of the TCPS 2 and Saint Mary’s University Senate Policy. Any deviation from the project as originally approved will be submitted as a Modification to Previously Approved Project (Form 2) to the Research Ethics Board for approval prior to its implementation.

· YEARLY RENEWAL:

One month prior to the projects approval expiry, I will submit an Annual Renewal Request for Previously Approved Projects (Form 3) to the Office of Research Ethics to extend the approval for the project if needed.

· CLOSURE:

I will notify the Office of Research Ethics when this study is completed by submitting a Completion of Research (Form 5).

· FUNDING:

I will notify the Office of Research Ethics if/when funding circumstances for this study change so the REB can clear the release of research funds.
CONTACT INFORMATION:

· I will notify the Office of Research Ethics if/when applicant contact information changes.

· NON-COMPLIANCE:

I understand that the SMU REB is obligated to report any cases in which a research protocol does not hold a valid Certificate of Ethical Acceptability or a valid Certificate of Continuation to the Dean of Graduate Studies and Research under the provision of the Saint Mary’s University Policy on Integrity in Research and Scholarship and Procedures for Reporting and Investigating Scholarly Misconduct.

	      _________________________________________                                        Date: ______________________

      Signature of Principal Investigator                                                                             


___________________________________________
Signature of Co-Investigator                                                                              Date: ____________________
​​​​​​​​​​​​​​​​​​​​___________________________________________

Signature of Co-Investigator                                                                              Date: ____________________  
___________________________________________

Signature of Co-Investigator                                                                              Date: ____________________  
___________________________________________

Signature of Co-Investigator                                                                              Date: ____________________  

	 FORMCHECKBOX 

	Did you download the application form from the REB website at (http://www.smu.ca/academic/reb/forms.html) to ensure that you’re working with the most recent version of Form 1A?

	 FORMCHECKBOX 

	Have you submitted your signed original application plus three additional copies (including all attachments) to the Office of Research Ethics located in the Atrium building, Room 211?

	 FORMCHECKBOX 

	Have you typed your application?

	 FORMCHECKBOX 

	Have you answered all questions on the application form?

	 FORMCHECKBOX 

	Have you signed the application?

	 FORMCHECKBOX 


	Have you included all necessary attachments? 
(e.g., Interview protocol, Interview Questions, Surveys, Scales, Scripts, etc.)

	 FORMCHECKBOX 

	Have you included an Informed Consent Form (see www.smu.ca/academic/REB for sample wording) or a script that you plan to use to ensure that participants are informed of what their participation entails and aware of the benefits and risks of your study?

	 FORMCHECKBOX 

	Have you included all necessary attachments? 
(e.g., Interview protocol, Interview Questions, Surveys, Scales, Scripts, etc.)

	 FORMCHECKBOX 

	If applicable, have you included a participant feedback sheet?

	 FORMCHECKBOX 

	If using deception, have you included a debriefing sheet?

	 FORMCHECKBOX 

	Have you described how you will take steps to ensure that your data is secure at all times?

	 FORMCHECKBOX 

	Have you included this completed checklist with your application?


Please note that incomplete applications will result in processing delays.
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