Appendix (B)
Human Participants Research Protocol

(Funded OR Not Minimal Risk) 

(revised on November 30, 2009)
	Human Participants Research Protocol
(Funded OR Not Minimal Risk)

	

	Students who conduct a research study using human participants must complete the Tri-Council Policy Statement (TCPS) tutorial, available online at www.pre.ethics.gc.ca/english/tutorial, and obtain a research ethics clearance prior to the conduct of research.  If the research is not approved prior to the start of research, the research will not have received research ethics clearance and will be deemed unacceptable for submission as a component of this course.  Information regarding the use of human participants in research studies may be found on the Faculty of Graduate Studies webpage  www.yorku.ca/grads/policies/ethics.htm.
Students are advised that all human participants in the research must have either signed a written consent form or have provided oral consent for their participation in the research.  Students also are advised that the consent forms will be retained by the Principal Investigator (i.e. the student) for 2 years following the completion of the research.

	

	IF the research being conducted is associated with a faculty member’s existing research project, which has already been approved by the Human Participants Review Sub-Committee (HRPC) through the Office of Research Services (ORS), students will submit the following documentation to the Graduate Program Office.


	1.
	MRP Proposal;

	2.
	Ethics Approval Form (in the MRP guidelines);

	3.
	TCPS tutorial completion certificate dated within the past 2 years prior to the submission of MRP Proposal;   (Note that the certificate is issued on-line upon the completion of tutorial.)

	4.
	Statement of Relationship Between Proposal and an Existing HPRC Approved Research/Facilities Form (Form TD4 in this Appendix) plus attachment(s) as outlined in the Form.

	

	Otherwise, students are required to follow an alternate ethics approval process to be carried out by the Human Participants Review Sub-Committee (HRPC) through the Office of Research Ethics (ORE).   The MRP Supervisor is required to first contact the Chair of the Graduate Programme’s Ethics Review Committee to establish and follow through the approval process.
Students will submit an original copy and 6 photocopies of the enclosed HPRC Protocol Form (refer to p. 7 onwards in this Appendix) plus attachment(s) as outlined in the Form to ORE, located on 5th Floor of York Research Tower.    (Note:   This particular protocol form is prepared by ORE and may be modified from time to time.   Therefore, students are advised to download the latest version from the ORE website at    www.arts.yorku.ca/research_and_teaching/documents/HPRC_ethicsreviewprotocol.pdf)
To assist students in completing this HPRC Protocol Form, the following “tools” are enclosed with this appendix.    
(1) Informed Consent Document Checklist for Researchers (refer to Form TD3 in this Appendix)

(2) Informed Consent Statement Sample;   (refer to p. 6  in this Appendix)



	In addition, students will submit the following documentation to the Graduate Program Office.

	
	

	1.
	MRP Proposal;

	2.
	Ethics Approval Form (in the MRP guidelines);

	3.
	TCPS tutorial completion certificate dated within the past 2 years prior to the submission of MRP Proposal;     (Note that the certificate is issued on-line upon the completion of tutorial.)

	4.
	A photocopy of the HPRC Protocol Form plus attachment(s) outlined in the Form as stated above.


	* The definition of minimal risk being used is the one given in the SSHRC/NSERC/MRC Tri-               
        Council Policy Statement “Ethical Conduct for Research involving Humans” (August, 1998):  
“If potential subjects can reasonably be expected to regard the probability and magnitude of possible harms implied by participation in the research to be no greater than those encountered by the subject in those aspects of his or her everyday life that relate to the research, then the research can be regarded as within the range of minimal risk.” (p. 15)

Graduate students doing Major Research Papers, Theses, or Dissertations in which research involving human participants occurs are required to be familiar with York University’s policies about the use of human participants and should be familiar with the SSHRC/NSERC/MRC Tri-Council Policy Statement “Ethical Conduct for Research involving Humans” (August, 1998).  These can be found at the Office of Research Ethics (ORE), 5th Floor of York Research Tower or on the web at 
www.pre.ethics.gc.ca/english/policystatement/policystatement.cfm
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TD4 Form

Statement of Relationship between Proposal

and Existing Approved Research/Facilities
Student: _______________________________________________________________






(please print)

Graduate Program: _________Critical Disability Studies ________________________

Proposal Title: 
__________________________________________________________

______________________________________________________________________

Please check appropriate box:

( Research Involving Human Participants
The above proposal is a subset of a larger project (see title below) for which I am a principal Investigator.  The full project has existing approval (attached) from the York University Human Participants Review Committee (HPRC).  All the procedures, the methods for participant recruitment and methods for obtaining informed consent within this proposal were included in the HPRC application of the full project and have not changed.  The informed consent form has not changed.  

(  Research Involving Animals
The above proposal is a subset of a larger project (see title below) for which I am a principal Investigator.  The full project has existing approval (attached) from the York University Animal Care Committee (ACC).  All the procedures for animal care and use within this proposal were included in the Animal Use and Care Protocol application of the full project and have not changed. 

(  Research Involving Biohazards
The above proposal is a subset of a larger project (see title below) for which I am a principal Investigator.  The full project has existing approval (attached) from the York University Advisory Committee on Biological Safety (ACBS).  All the procedures relating to the use of biological hazards within this proposal were included in the Biosafety Certificate (Research) application of the full project and have not changed.

Supervisor’s Name: _______________________________________________________

Supervisor’s Signature: ____________________________________________________

Date: _____________________________________


             
Form effective March 2005
Form TD3

INFORMED CONSENT DOCUMENT CHECKLIST FOR RESEARCHERS
	YES
	NO
	N/A
	DESCRIPTION

	
	
	----
	Have you included a brief description of the purpose/rationale of the study?

	
	
	----
	Have your included a brief description of the study design?

	
	
	
	If the research involves a questionnaire or a survey, have you provided the questionnaire or survey? 

	
	
	----
	Have you indicated the time commitment required of participants?

	
	
	----
	Have you indicated whether and what incentives are offered to participants and why?

	
	
	----
	Have you included a brief description of risks/benefits and mitigation methods?

	                                 
	
	
	If the study involves any type of physiological assessment or procedure (such as those studies undertaken by Kinesiology and/or psychology researchers), have you provided the following information in the Informed Consent Document?: 

i. Information about the expertise of the researchers conducting the study (i.e., if it involves giving an injection, that the researcher is competent to do so) 

ii. Notification to participants that are being taken to safeguard their person  

iii. Notification to participants of any potential risks and/or impacts to their person due to their participation

iv. Information for participants on any anticipated circumstances arising from their participation in the study 

v. Notification to participants of any benefits 

vi. Contact information for participants regarding resources available to them should any concerns arise at a later date

	
	
	----
	Have your described the methods by which confidentiality and anonymity will be attained and maintained?

	
	
	----
	Have you included statements of the following (as applicable)?:

i. Participants have the right not to answer questions 

ii. Participants have the right to withdraw at any time 

iii. Should a participant withdraw from the study, all data generated as a consequence of their participation shall be destroyed 

iv. Participants shall address any ethical concerns regarding the research to the Manager of Office of Research Ethics

v. How the research will be presented or reported

	
	
	----
	Have you described the storage method, length of retention and disposal method of all data gathered during the study?

	
	
	----

	Have you included a statement indicating that the research has been reviewed and approved for compliance to research ethics protocols by the Human Participants Review Subcommittee (HPRC) of York University?

	
	
	----
	Have you provided contact information for participants should they have questions (a contact phone number for your Graduate Program Office and contact information for the Manager of Research Ethics for the University at the Office of Research Ethics, 5th floor of York Research Tower, phone 416-736-5914)

	
	
	----
	Have you provided contact information for yourself as the Principal Investigator (your name, your campus address, your status--i.e., Graduate Student)

	
	
	
	If the study involves the use of a minor, have you included: 

i. A separate information letter to the parents of the minor 

ii. A separate parental permission letter which is to be attached to the minor’s letter of “assent”

iii. A line for the Parent or Guardian to indicate their relationship to the minor

iv. A signature line for the parent/guardian of the minor. 

	
	
	----
	Have you included a signature line and a date line for participants?

	
	
	----
	Have you included a signature and a date line for yourself as Principal Investigator?

	
	
	----
	If you intend to publish or present your findings, include a relevant statement.  i.e. It is possible that the results of this study will be disseminated through publication and/or presentation.  Anonymity will be maintained.

	
	
	----
	Have you requested participants to provide a “fake name” in the informed consent letter/form?

	
	

	
	

	
	

	
	

	Student’s Name and Signature:
	

	
	         (Print Name)                              (Signature)

	
	

	
	

	
	

	Supervisor’s Name and Signature:
	

	
	         (Print Name)                              (Signature)

	
	


SAMPLE INFORMED CONSENT FORM
Date: 

Study Name:

Researchers:

Sponsors: 

York University and

Purpose of the Research:

What You Will Be Asked to Do in the Research: 
[Include a statement regarding the estimated time commitment for the participant].
Risks and Discomforts: 
We do not foresee any risks or discomfort from your participation in the research. [If there is a possibility of harm, it needs to be described]

Benefits of the Research and Benefits to You:

Voluntary Participation: 
Your participation in the study is completely voluntary and you may choose to stop participating at any time.  Your decision not to volunteer will not influence the [treatment you may be receiving] [nature of the ongoing relationship you may have with the researchers or study staff] nature of your relationship with York University either now, or in the future.

Withdrawal from the Study:  
You can stop participating in the study at any time, for any reason, if you so decide.  If you decide to stop participating, you will still be eligible to receive the promised pay for agreeing to be in the project.  Your decision to stop participating, or to refuse to answer particular questions, will not affect your relationship with the researchers, York University, or any other group associated with this project. In the event you withdraw from the study, all associated data collected will be immediately destroyed.

Confidentiality: 
[Unless you choose otherwise] [Indicate if the interviewing or recording of the participant will be associated with identifying information] All information you supply during the research will be held in confidence and unless you specifically indicate your consent, your name will not appear in any report or publication of the research.  [Indicate how the data will be collected, e.g. handwritten notes, video/audio tapes, digital device.] Your data will be safely stored in a locked facility [or indicate how the data will be securely stored] and only research staff will have access to this information. [Indicate how long the data will be stored and whether it will be destroyed after the study (and how) or will the data will be archived (and if so, where). Confidentiality will be provided to the fullest extent possible by law.

Questions About the Research?  
If you have questions about the research in general or about your role in the study, please feel free to contact myself (telephone and/or email address) or my Principal Supervisor, Professor XXXXXX (telephone and/or e-mail address).  The proposal of this research has been reviewed and approved by York University’s Human Participants Review Sub-Committee (HRPC) through the Office of Research Ethics (ORE) and conforms to the standards of the Canadian Tri-Council Research Ethics guidelines.  If you have any questions about this process, or about your rights as a participant in the study, please contact Alison Collins-Mrakas, Manager of Office of Research Ethics (Tel:  416-736-5914; Email:  acollins@yorku.ca).

Legal Rights and Signatures:

I (fill in your name here), consent to participate in (insert study name here) conducted by (insert investigator name here).  I have understood the nature of this project and wish to participate.  I am not waiving any of my legal rights by signing this form; however, I understand that unless I provide a “fake name” as below, I am waiving the right to be anonymous in any report or publication of the research.   My signature below indicates my consent.
	To be filled out by the Participant:
	
	To be filled out by the Principal Investigator:

	
	
	

	
	
	

	Name of Participant
	
	Name of Principal Investigator

	
	
	

	
	
	

	Signature of Participant

	
	Signature of Principal Investigator

	
	
	

	
	
	

	Participant’s “fake name” (please print)
	
	Date

	
	
	

	
	
	

	Date
	
	


HUMAN PARTICIPANTS REVIEW SUB-COMMITTEE (HPRC)

Protocol Form

Who should complete this Protocol Form?
All faculty members (including contract, adjuncts, and seconded) and students, who are conducting funded or un-funded, minimal or more than minimal risk* research that involves the use of human participants, must complete this Protocol Form.  Students who are conducting funded minimal or more than minimal risk research that involves the use of human participants must also complete this form. This includes all experiments, interviews, and participant observation. If you are a student and your research is non-funded AND minimal risk, please consult with your Department Chair's, Graduate Program Director's or Faculty Dean's office to discuss the approval process for your research.

How long will the review process take?
The average time to process minimal risk protocols is approximately twenty working days from the date of receipt in the Office of Research Ethics (ORE).  INCOMPLETE OR ILLEGIBLE PROTOCOLS WILL BE RETURNED TO THE RESEARCHER, WHICH WILL DELAY THE PROCESS.
Is there an electronic version of the Protocol Form?
The Protocol Form is available on the ORE website (http://research.yorku.ca/securehome/research_services/resethics_secure/humanethics/file_2_protocol_form___final_REVISED1.pdf) in either .pdf or web-based format.  An electronic version of it can also be e-mailed upon request in either Word or WordPerfect.  Alternatively, responses do not need to be completed on the Protocol Form, but can be completed on the researcher’s own sheets.

Who can I contact if I have any questions?
Please contact the Manager, Office of Research Ethics - Alison Collins-Mrakas at ext. 55914 (acollinsyorku.ca).

*The HPRC uses the definition of minimal risk as outlined in the SSHRC/NSERC/CIHR Tri-Council Policy Statement “Ethical Conduct for Research involving Humans” (August 1998):  “If potential subjects can reasonably be expected to regard the probability and magnitude of possible harms implied by participation in the research to be no greater than those encountered by the subject in those aspects of his or her everyday life that relate to the research then the research can be regarded as within the range of minimal risk” (p. 1.5).  An expanded version of this definition is available from ORS upon request.

Please submit completed form and attachments (plus six copies) to:
Secretary, Human Participants Review Sub-Committee

Office of Research Ethics
5th Floor, York Research Tower
Checklist:
· Original, plus six copies

· Form is signed

· Consent statement is attached (informed consent form, letter, or verbal statement)

PART A - GENERAL INFORMATION
A.
Name of Principal Investigator(s):

B.
Department and Home Faculty (or Research Centre/Institute):

Campus Mailing Address:


Extension:


E-mail:

C.
Names of any other persons involved in the data collection:

D.
Status of Principal Investigator:  

· York Faculty Member




· Graduate Student  

· Undergraduate Student




· Other

If student, please provide course director’s or supervisor’s name:

E.
Title of Research Project:

F.
Is this research defined:           

· Minimal Risk




· Non-minimal Risk

 
(Please see (*) footnote on first page for definition of minimal risk.)

G.
Is this a revised version of a protocol previously reviewed by the HPRC?         

· Yes

· No

If yes, please explain:

H.
Approximate dates for proposed study:  Start:


End:

I.
Is any anticipated funding for this project from internal (i.e., York University) sources?

· Yes 

· No



If yes, what is the funding source?:

J.
Is any anticipated funding for this project from any external (i.e., outside York) sources?

· Yes

· No

If yes, what is the funding agency and/or program?:

PART B - RESEARCH INFORMATION
1.
In layperson’s terms, please provide a general and brief description of the research (e.g., hypotheses, goals and objectives, etc.).

2.
State who the participant(s) will be (e.g., experimental subjects, interviewees, community members to be observed, etc.).  Please provide details about the research subjects that are relevant to your particular research (number, age, sex, students, children, businesspeople, government employees, etc.).  Also discuss the relationship of the researchers to the prospective subjects (e.g., teacher, parent, advisor, stranger, etc.).

3.
How will participants be recruited (e.g., snowball technique, random sampling, previously known to interviewer, telephone solicitation, etc.)?

4.
Will you be offering inducements to participate (e.g., money, gift certificates, academic credit, etc.)?

· Yes

· No

If yes, please elaborate:

5.
What exactly will be required of the participant(s) (e.g., answer a formal questionnaire, respond to interview questions, engage in a free-ranging discussion, undergo any medical procedures, etc.)?  If applicable, please attach any research instruments (e.g., sample interview questions, questionnaires, etc.).

6.
What, if any, are the risks to the participants?

Or, 

· No risks:

7.
What, if any, are the benefits to the participants?

Or, 

· No benefits

8.
Is there a possibility of commercialization of research findings? If so, would give rise to an apparent or actual or potential conflict of interest on the part of researchers, the University or sponsors?

· Yes

· No

If yes, please elaborate.

9.
This section pertains to issues around informed consent.  Before completing, please read “Important Statement Regarding Informed Consent” attached to the end of this form.
(a)
Will you provide to the participants a full explanation of the research prior to their participation?

· Yes

· No

If no, please elaborate:

(b)
Is substitute consent involved (e.g., children, youths under 16, incompetent adults, etc.)?

· Yes

· No

If  yes, please elaborate:

(c)
Is deception involved?

· Yes

· No
       If  yes, please elaborate (including issues around debriefing, if applicable):
(d)
Will individuals remain anonymous?


Please note that it is expected that participants remain anonymous unless participants explicitly have given their permission otherwise.

· Yes


· No

If no, please elaborate:

(e)
Will the data be kept confidential?


Please note that it is expected that the data be kept confidential unless the participants explicitly have given their permission otherwise.

· Yes

· No

If  no, please elaborate:

(f)
How will informed consent be obtained? (please check one):

· Informed Consent Form (please attach draft version)

· Letter* (please attach draft version)

· Verbally* (please attach draft approximation of what participants will be verbally told)

*
If informed consent is being obtained by letter or verbally, please provide a rationale regarding why an informed consent form is not being used.

10.
Is there any additional information that you would like to add that may assist the HPRC in reviewing your protocol?

I have examined the guidelines and principles detailed above, and the Senate Policy for the Ethics Review Process for Research Involving Human Participants, and affirm that, to the best of my knowledge, this research conforms thereto.  I hereby undertake to notify the Human Participants Review Committee if I make any major procedural changes involving the use of human participants on this project.  I will also notify the Human Participants Review Committee if any unforeseen risks not specified in the research proposal appear.  In such a case, the study will be suspended pending clarification.







____




_______________
Signature of Principal Investigator (PI)



Date







_______



_______________
Signature of Faculty Advisor (if PI is a student)


Date

Item 9 - Important Statement Regarding Informed Consent
A.
The HPRC has adopted the position that all human participants (e.g., interviewees, research subjects, community members, etc) have the right to be informed of:

· the nature of the research (hypotheses, goals and objectives, etc.);

· the research methodology to be used (e.g., medical procedures, questionnaires, participant observation, etc.);

· any risks or benefits;

· their right not to participate, not to answer any questions, and/or to terminate participation at anytime without prejudice (e.g., without academic penalty, withdrawal of remuneration, etc.)

· their right to anonymity and confidentiality;

· any other issues of which the participants should be aware that are relevant to specific protocols and research projects.

B.
The HPRC recognizes that the manner the researcher uses to obtain the informed consent varies according to the nature of the research, status of the participants, and culturally-specific norms.  Although the HPRC requires that the principles of informed consent (outlined in A. above) be met, it is very flexible in how this consent is obtained.  The HPRC will accept any of the three methods outlined below:

1.
Informed consent form:  The traditional informed consent form is the standard for research involving human participants.  This would detail the principles outlined in A. above, and require the participants’ signatures.

2.
Letter:  Where the traditional informed consent form is not appropriate (e.g., interviews with artists or government officials, mass mailed questionnaires, etc.), the researcher may wish to seek permission through a letter inviting them to participate.  This letter must nonetheless incorporate the principles of informed consent outlined in A. above.

3.
Verbal statement:  In some instances, where written communication is not feasible (children, illiterate adults, certain communities), researchers can relay the principles outlined in A. above verbally.

Although it is impossible to come up with one generic model that will suffice for every research endeavour, a sample of all three types of informed consent statements are attached for your reference.  (These are “real-life” examples previously reviewed and approved by the committee, and used with permission of the researchers, having expunged identifying information.)

C.
The HPRC recognizes that researchers completing this protocol may not be at the stage of their research where they are able to provide this information.  Nonetheless, the HPRC requires that a “best effort” draft be attached to this protocol.  PROTOCOLS THAT DO NOT ATTACH THIS INFORMATION WILL BE RETURNED TO THE RESEARCHER.
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