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Bannatyne Campus Research Ethics Boards


P126-770 Bannatyne Avenue



Winnipeg, Mb R3E 0W3

Phone: (204) 
Phone: (204) 789-3255

Winnipeg, Mb 


BANNATYNE CAMPUS RESEARCH ETHICS BOARD

SUBMISSION FORM
All information requested on this form must be typewritten in the space provided.

Do not leave any question blank – indicate “not applicable” by typing N/A and provide rationale why the question is not applicable to your proposal.  Provide all answers on this form and do not reference the protocol.
PART A:
APPROPRIATE ETHICS BOARD REVIEW:

Research proposals involving clinical trials and other biomedical research interventions are reviewed by the Biomedical Research Ethics Board (BREB), while any research involving behavioral sciences, databases, surveys, registries, specimen collection/banking and examination of medical records are reviewed by the Health Research Ethics Board (HREB).

1.0 Research Ethics Board (REB) to which the study is being submitted:

 FORMCHECKBOX 
 Health REB

 FORMCHECKBOX 
 Biomedical REB

TYPE OF STUDY:

2.0
Indicate which of the following best describes the type of investigation proposed (select more than one if applicable):

 FORMCHECKBOX 
  Clinical Trial



 FORMCHECKBOX 
  Open-Label Study

 FORMCHECKBOX 
  Database


 FORMCHECKBOX 
  Randomized Clinical Trial

 FORMCHECKBOX 
  Device/Development
 FORMCHECKBOX 
  Qualitative Study


 FORMCHECKBOX 
  Drug Study (Phase I)

 FORMCHECKBOX 
  Extension Study

 FORMCHECKBOX 
  Registry


 FORMCHECKBOX 
  Drug Study (Phase II)

 FORMCHECKBOX 
  Epidemiological Study
 FORMCHECKBOX 
  Survey


 FORMCHECKBOX 
  Drug Study (Phase III)

 FORMCHECKBOX 
  Pilot Study




 FORMCHECKBOX 
  Drug Study (Phase IV)

 FORMCHECKBOX 
  Other (specify):     
 FORMCHECKBOX 
  Retrospective Record(s) Review
If you are conducting a purely retrospective analysis study of data contained within medical records and/or database(s) please review the new procedures/submission requirements at:   

http://www.umanitoba.ca/faculties/medicine/research/ethics/2086.htm
There is a new submission form to complete for these type of studies. 
http://www.umanitoba.ca/faculties/medicine/research/ethics/2689.htm
 If you have any questions please contact Shelly Rempel-Rossum at 789-3389 or e-mail her at remross@cc.umanitoba.ca
PART B:

PROJECT REGISTRATION:
3.0

Title of Research Study:
	     


4.0

Sponsor protocol number:
	     


5.0
What is the anticipated duration of this study (month/year)?    From:                      To:       
6.0
Is this proposal closely linked to any other proposal previously/simultaneously submitted to either the BREB or HREB?






 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

If yes, describe the relationship of this proposal to the primary study and provide the REB file #:
	     


7.0
Is this is a Single-centre or Multi-centre study?      
  FORMCHECKBOX 
 Single-centre
 FORMCHECKBOX 
 Multi-centre


If this is a Multi-centre study, please provide the names of the other participating Canadian sites:


Site #1:
     

Site #2:
     

Site #3:
     

Site #4:
     
8.0 Principal Investigator: 

The Principal Investigator must be either an employee or student of the University of Manitoba or have an academic appointment with the University of Manitoba or be a researcher affiliated with the WRHA.

Name and Title(s):
     

Department/Program:
     

 FORMCHECKBOX 
 Faculty of Medicine
     FORMCHECKBOX 
 Faculty of Dentistry     FORMCHECKBOX 
 Faculty of Pharmacy 

 FORMCHECKBOX 
 School of Medical Rehabilitation
 FORMCHECKBOX 
 Faculty of      

OR,

 FORMCHECKBOX 
 WRHA Researcher (To qualify as a WRHA Researcher you must be a researcher who is (i) employed by the WRHA or have a written contract for services with the WRHA; or (ii) have privileges under the WRHA’s Medical Staff By–Law. If you are requesting review as a WRHA Researcher, your study must be carried out at facilities owned by or operated by the WRHA or under the direction of the WRHA.)
Institution:      
Mailing Address:     
Phone:      

Fax:      
E-Mail Address:       


9.0
Is this the Principal Investigator’s first time submitting to the Research Ethics Board during the present calendar year?



 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No



If yes, please summarize your credentials/experience relevant to this project in the CV template (maximum 2 page document) provided on the website and include one copy with this submission.  Do not submit your full CV unless requested by the Board.

10.0
Is the Principal Investigator a student?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No


If yes, name of supervisor:       

Department/Program:       

 FORMCHECKBOX 
 Faculty of Medicine
     FORMCHECKBOX 
 Faculty of Dentistry     FORMCHECKBOX 
 Faculty of Pharmacy  
 FORMCHECKBOX 
  School of Medical Rehabilitation
 FORMCHECKBOX 
  Faculty of      



OR, FORMCHECKBOX 
 WRHA Researcher (defined in question # 8.0)

Institution:      

Mailing address (if different from the Principal Investigator):


     

Phone:       

Fax:       

E-Mail Address:      

Purpose of Study:
 FORMCHECKBOX 
Course Work

 FORMCHECKBOX 
  Thesis
 FORMCHECKBOX 
 Dissertation

11.0
Co-Investigators:

Name:       



Institution:      
Name:        



Institution:      
Name:       



Institution:      
Name:        



Institution:      
12.0.
Study Coordinator:



Name:
       



Institution:      


Mailing Address:      


Phone:          

Fax:       
E-Mail Address:       
13.0
Committee correspondence to be directed to (Note: correspondence will be forwarded to one contact only):

 FORMCHECKBOX 
  Principal Investigator  or
 FORMCHECKBOX 
  Study Coordinator

OR:

Name:  
        

Address:       

Phone:          

Fax:       
E-Mail Address:       


14.0
Where will the study be conducted?  Please specify site(s), unit(s) building(s), room number(s):


Site #1:       



Investigator:       

Site #2:       



Investigator:       

Site #3:       



Investigator:       

Site #4:       



Investigator:       
FUNDING SOURCE/SPONSOR AND BUDGET:

15.0
Name and mailing address of Funding Source:

	     


15.1
Classify the type of funding:

 FORMCHECKBOX 
  For-profit sponsor       FORMCHECKBOX 
 Grant        FORMCHECKBOX 
  U of M Internal Funds     FORMCHECKBOX 
 No Funding      FORMCHECKBOX 
  Other


If other please specify:       
15.2
Status of Funding: (Note: generally the REB will not review a proposal until funding is approved.  If the funding agency requires ethics approval prior to awarding the funding please indicate this below. Please contact the REB office for further details.)


 FORMCHECKBOX 
  Awarded

 FORMCHECKBOX 
  Pending

If pending, please justify submission at this time:

	     


15.3
For studies that receive funding from a “for profit sponsor”, please provide either a University of Manitoba Account # or the billing contact and address of the sponsor for invoice purposes.

The office of the Dean of Medicine will assess a fee of $2,500.00 for protocols that are funded by the private sector. Protocols that are not funded by a private sector organization and protocols with small external grants will not be billed.  The fee is NOT dependent upon approval and is applied whether the study is submitted to the full Board or expedited review.  The review fee will also apply if the submission is withdrawn after it has been reviewed. (Please review the guideline titled “Fee Assessment Review of Research Proposal” on our website to determine if your protocol will be charged an Ethics Review Fee.)
	     


16.0
Budget Attached:






 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If no, please explain why: (A copy of the budget will be required prior to the REB granting final approval for the study.)

	     


HEALTH CANADA APPROVAL:
An application must be filed with Health Canada for human clinical trial trials involving drugs, devices, natural health products or homeopathic medicine in Phase I though III of development and comparative bioavailability trials.  This includes trials involving marketed drugs, devices, natural health products or homeopathic medicine, where the proposed trial is outside of the parameter of the approved Drug Identification Number (DIN), Notice of Compliance (NOC), Natural Product Number (NPN) or Homeopathic Medicine Number (DIN-HM), e.g. one or more of the following is different:


a) indication(s) and clinical use;


b) target patient population(s)


c) route of administration; and/or


d) dosage regime(s)
17.0
Does the study involve the use of investigational drugs/devices/natural health products or the use of marketed drugs/devices/ (including natural health products) outside of their approved indications (e.g. new age group, new disease entity or new dose range)?

 FORMCHECKBOX 
  Yes 
Health Canada approval will be required.




 FORMCHECKBOX 
   No   
The study product is being used for a Health Canada approved indication as outlined by either the Drug Identification Number (DIN),Notice of Compliance (NOC), Natural Product Number (NPN) or Homeopathic Medicine Number (DIN-HM).  
 FORMCHECKBOX 
   No  
The study does not involve a drug, device or natural health product.  Go to question 19.0.
17.1
Is the investigational or marketed product a drug?


 FORMCHECKBOX 
  Yes
     FORMCHECKBOX 
  No

17.2
Is the investigational or marketed product a device?


 FORMCHECKBOX 
  Yes
     FORMCHECKBOX 
  No

17.3
Is the investigational or marketed product a natural health product?  
 FORMCHECKBOX 
  Yes
     FORMCHECKBOX 
  No

If yes to any of the above, please provide the name of the study product:       
18.0
Has Health Canada approved the project? (The Health Canada letter of approval will be required prior to the REB granting final approval of the study.)
 FORMCHECKBOX 
   Yes
Date of approval:       
 FORMCHECKBOX 
1 copy of approval letter attached

 FORMCHECKBOX 
   Request for approval has been submitted to Health Canada (Please submit a copy of the Health Canada letter of approval upon receipt.)

Date expected:      
CLINICAL TRIAL REGISTRATION:
For information on the Clinical Trial Registration initiative and the University of Manitoba Bannatyne Campus Research Ethics Boards interim guidelines, please review information @ http://www.umanitoba.ca/medicine/ethics/media/Clinical_Trial_Registration_Feb1_09.doc 
19.0
Is your research project a “clinical trial” as defined by the International Committee of Medical Editors (ICMJE)?






 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No










ICMJE defines a “clinical trial” as:
"Any research study that prospectively assigns human participants or groups of humans to one or more health-related interventions to evaluate the effects of health outcomes." 

Health-related interventions include any intervention used to modify a biomedical or health-related outcome (for example, drugs, surgical procedures, devices, behavioral treatments, dietary interventions, and process-of-care changes). Health outcomes include any biomedical or health-related measures obtained in patients or participants, including pharmacokinetic measures and adverse events. 

If yes, has this clinical trial been (or will it be) registered with a registry that meets the ICMJE standards? 




 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If yes, please provide the following information:

Authorized Registry used: 
     
Unique Clinical Trial Identifier number of the study:       
 FORMCHECKBOX 
 Pending
(If this information is not available at this time of your submission, please forward this information to the Bannatyne Campus Research Ethics office upon receipt.)
If no, what is the sponsor’s or the lead investigator’s (for investigator initiated trials) rationale for not registering the research project submitted with this application.

	     


RADIOACTIVE SUBSTANCES TO HEALTHY HUMAN VOLUNTEERS:

Refer to the policy titled “Procedures for Reviewing Research Requiring Administration of Radioactive Substances to Healthy Human Volunteers”.

Policy and forms can be found on our website: www.umanitoba.ca/faculties/medicine/research/ethics
20.0
Does this research proposal require the administration of a radioactive substance to a healthy human volunteer?







 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No


If yes, please attach the following documents:



Copies attached


20.1
2 copies of the RNSC HRRSC Research Proposal Summary Form

 FORMCHECKBOX 


20.2
1 extra copy of the REB Submission Form




 FORMCHECKBOX 


20.3
1 extra copy of the research protocol/proposal




 FORMCHECKBOX 


20.4
1 extra copy of the Informed Consent Form(s)




 FORMCHECKBOX 

The REB office will forward these documents to the Radionuclide Safety Committee. Final approval of the study will be granted by the Research Ethics Board.
RESEARCH USING PERSONAL HEALTH INFORMATION COLLECTED AS PART OF MANITOBA HEALTH:

21.0
Does the research proposal use personal health information or computerized health care utilization files (“administrative health information”) collected as part of the use of Manitoba’s health care system or held by a government department or agency?


 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No


If yes, you are required to forward an application to the Health Information and Privacy Committee (HIPC) at Manitoba Health.

The HIPC application form is available at:


http://www.gov.mb.ca/health/hipc

If you have any questions or concerns, please contact Lisa Labine at:

(204) 786-7204 or by e-mail @ Lisa.Labine@gov.mb.ca
The investigator is responsible for completing these required forms and submitting them to HIPC.

PART C:

PROJECT DESCRIPTION:

22.0
Provide a clear statement of the purpose and objectives of the project.  (Do not attach pages of the protocol or reference pages in the protocol.)

	     


23.0
Provide a summary of the design and procedures of the research.  Include details of any specific manipulations, interventions, measures, drug names/therapeutic classifications, etc.  (Do not attach pages of the protocol or reference pages in the protocol.)

	     


24.0
If appropriate, specify which treatments or procedures are additional to those required for standard patient care.  If additional hospitalization or outpatient visits are required (or are extended) include the number or days of visits.
	     


PARTICIPANT POPULATION:

25.0
Describe the participant population(s).  Include a description of the major inclusion/exclusion criteria. (.Do not attach pages of the protocol or reference pages in the protocol.)
	     


26.0
Will any participants be included who are:


Healthy volunteers (in clinical trials):





 FORMCHECKBOX 
 Yes
    FORMCHECKBOX 
  No


Minors (under the age of 18 years):





 FORMCHECKBOX 
 Yes
    FORMCHECKBOX 
  No


Cognitively impaired:







 FORMCHECKBOX 
 Yes
    FORMCHECKBOX 
  No


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


 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
  No


Students of researcher’s team:






 FORMCHECKBOX 
 Yes
    FORMCHECKBOX 
  No


Patients/clients of the treating physician or health care provider:


 FORMCHECKBOX 
 Yes
    FORMCHECKBOX 
  No


Employees of researcher’s organization:





 FORMCHECKBOX 
 Yes
    FORMCHECKBOX 
  No


In emergency or life-threatening situations:




 FORMCHECKBOX 
 Yes
    FORMCHECKBOX 
  No


Experiencing language barriers (e.g. illiterate, non-English speaking, dysphasic):
 FORMCHECKBOX 
 Yes
    FORMCHECKBOX 
  No

27.1
Will the research hypothesis be concerned with whether or not a participant is Aboriginal (Inuit, Métis and members of First Nations)?





 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No 

27.2.
Will the analysis of the research results use Aboriginal community membership as a variable?

 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

27.3
Will the interpretation of the research results refer to Aboriginal people, language, history or culture?

 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

27.4
If yes to any of the above (27.1-27.3), please outline any processes to be followed respecting the consultation with the appropriate community in the design and conduct of the study.

	     


SAMPLE SIZE:

28.0
How many participants, including controls, will be enrolled in the entire study (i.e. from all multi-centre sites)?       

Of these, how many participants will be enrolled at this Principal Investigator’s site(s)?       
29.0
Justify the sample size on scientific grounds.  If a formal sample size calculation was not used, give a rationale for the proposed number of participants. (This information is not required for studies only using qualitative methods of data collection.)
	     


STANDARD OF CARE:

30.0
For research involving therapies, procedures and interventions, what is the standard of care in Manitoba for this patient population?
	     


PLACEBO CONTROLLED TRIALS AND TRIALS WITHOLDING STANDARD CARE:

31.0
Are any standard therapies or diagnostic procedures to be withheld during the course of the study?                    








 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

32.0
Will a placebo be used in lieu of standard care?



 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

33.0
Will management or treatment of the participant’s condition be prolonged or delayed because of the research?







 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

34.0
If yes to any of the above (31.0- 33.0), please complete questions 34.1-34.5.  If no to all of the above, proceed to question 35.0.

34.1
Describe how participants will be assigned to the different treatment arms.
	     


34.2
Is there an alternative treatment available?  If so, please explain and indicate how this is conveyed to the participants and where it is discussed in the Informed Consent Form.
	     


34.3
Provide a scientific rationale why “standard of care” must be delayed/withheld or why placebo is used when known effective treatment exists.
	     


34.4
Discuss the ethical justification why “standard of care” may be delayed/withheld or why placebo is used when known effective treatment exists.

	     


34.5
Discuss the potential risks to participants on placebo and how these risks will be minimized so that no harm may result to these participants.  Indicate where this is explained in the Informed Consent Form.
	     


BIOLOGICAL SPECIMENS:
Refer to our guideline titled “Guidelines for Research involving Stored Biological Materials”.

Guideline can be found on our website:  www.umanitoba.ca/faculties/medicine/research/ethics
Biological Materials are meant to include human tissue (e.g. bone, muscle, skin, connective tissue, and organ tissue), hair, blood, body fluids, feces, DNA etc. Informed consent is required even when the biological material to be used in research was acquired incidentally to therapeutic interventions. "Acquired incidentally” refers to material left over from clinical samples or extra samples acquired at the same time as clinical samples.
A separate Informed Consent Form or addendum must be presented to participants of clinical drug trials when specimens are being used for genetic analysis or stored for future research purposes
35.0
Will biological specimens be taken specifically or “acquired incidentally” for the purposes of the research?







 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

35.1
Are any biological specimens being used for genetic analysis?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

35.2
Will the study involve the storage of biological specimens?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If yes to any of the above (35.0-35.2), complete questions 35.2.1- 35.2.4. If no to all of the above, proceed to question 36.0.
35.2.1
Describe what specimens will be taken and the type of research for which the specimens will be used.

	     


35.2.2
Indicate the location and maximum length of storage of these specimens.

	     


35.2.3
Will there be a code that allows linkage of the specimens back to the original study and/or the patient’s clinical records?





 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No


If yes, describe how specimens will be coded to protect confidentiality and indicate who will maintain the link to identifying information.

	     


35.2.4
What are the institutional or sponsor’s procedures/policies for accessing the stored specimens?

	     


INSTRUMENTS TO BE USED IN STUDY:

(Instruments are questionnaires, assessment forms, scales, interviews, surveys and diaries, etc.)

36.0
Will instruments be used in this study?




 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If yes, list all instruments and provide 5 copies of each instrument.

	     


RECRUITMENT:

Refer to our guideline titled “The Application of the PHIA in a Research Ethics Context” when designing your recruitment plan.
Guideline can be found on our website:  www.umanitoba.ca/faculties/medicine/research/ethics 
37.0
How will participants be screened and from where?

	     


38.0
Who will be recruiting participants?  Who is initially contacting participants about the research? How will participants be approached/contacted? (Keeping the participants’ rights to privacy and confidentiality in mind, explain how this is the best approach to recruitment.)
	     


39.0
What is the Investigator’s relationship to the study participants?

	     


40.0
Is advertising being considered as a recruitment method for this trial? (REB approval of all advertisements is required prior to posting.)

 FORMCHECKBOX 
  Yes  If yes, please include 5 copies of all advertising material.       

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Advertising material will be submitted at a later date.

41.0
Will participants be contacted by mail regarding potential participation? (REB approval of any recruitment letter sent to potential participants is required.)

 FORMCHECKBOX 
  Yes  If yes, please include 5 copies of all advertising material.       

 FORMCHECKBOX 
  No

INFORMED CONSENT PROCESS AND DOCUMENTATION:

Refer to our guideline titled “Informed Consent Guidelines” when designing procedures required to obtain informed consent.

Guideline can be found on our website:  www.umanitoba.ca/faculties/medicine/research/ethics 
42.0
Will consent be obtained from potential participants prior to any study-related activity?  

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If no, please justify why consent will not be obtained or justify why consent is not appropriate and then proceed to question 46.0.
	     


43.0
Describe the procedures/processes used to obtain informed consent including where and under what circumstances. 
	     


43.1
Who will obtain consent from participants? Note: clinicians are not permitted to obtain consent from their own patients.
	     


44.0
Will every participant be competent to give fully informed consent on his/her own behalf?

 FORMCHECKBOX 
  Yes   
 FORMCHECKBOX 
  No

If yes, go to question 45.0.  If no, provide details of the nature of the incompetence and indicate who will consent on his/her behalf.
	     


44.1
If a participant is not competent to give fully informed consent, will he/she be able to assent to be a participant? 







 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No  

If yes, explain how assent will be sought. (Include 15/20 copies of an assent form, if appropriate, in your submission.)
	     


45.0
Has the REQUIRED University of Manitoba Bannatyne Campus Ethics Board consent form template for clinical or non-clinical trials been used to document the consent process?

Clinical template of required elements: http://www.umanitoba.ca/faculties/medicine/research/ethics/docs/icfw.doc
Non-clinical template of required elements: http://www.umanitoba.ca/faculties/medicine/research/ethics/docs/hrebicfmw.doc
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If no, please justify and also explain how consent is documented when written consent is not obtained.
	     


COMPENSATION AND COSTS:

46.0
Will the participants be compensated or reimbursed for their time and expenses?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If yes, provide details. Specify the type of reimbursement, amount/value of gift, what the compensation or reimbursement is for, and how payment will be determined for participants who do not complete the study. (This information must be included in the Informed Consent Form.)
	     


47.0
Are participants likely to incur any additional expenses as a result of their participation in this study?








 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
If yes, provide details. Specify the expenses and the amount. (This information must be included in the Informed Consent Form.)

	     


PRIVACY AND CONFIDENTIALITY:
48.0
Describe the procedures used to respect the privacy of participants and to protect the confidentiality of personal data/information and/or personal health information both during the research and in the release of the findings. (Do not state “in compliance with PHIA.”)  Specify what potentially identifying information (e.g. name, address, date of birth, initials, medical records number, etc.) is collected on records that leave the study site and the rationale why these identifiers are required on records that leave the study site.
	     


49..0
Specify how long study data including personal data/information and/or personal health information (potentially identifying information) will be retained and the procedures for securing/storing written records, videotapes, computer discs, recordings and questionnaires, etc. (Note: identifying information needs to be secured/locked.  When identifying information is entered into a computer, the database must be PHIA compliant.)  

	     


50.0
Describe the procedures used to destroy study data including personal data/information and/or personal health information contained in written records, videotapes, computer files and questionnaires, etc.

	     


51.0
Will the PHIN (Personal Health Information Number) be collected?  
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No


If yes, specify why it is being collected.  If no, go to question 52.
	     


51.1
Indicate how the PHIN is going to be linked to other information including identifying information.

	     


52.0
Identify all agencies or individuals who may have access to confidential data collected for this study and information in medical records, now or in the future (e.g. the sponsor(s), CRO’s, regulatory agencies such has Health Canada or the FDA, etc.).  Specify what data they will access and explain the purpose of this access.
	     


Pledge of Confidentiality  - The Personal Health Information Act (PHIA):

PHIA requires that all University of Manitoba employees, students, or agents who handle or are exposed to personal health information take PHIA Orientation and sign a pledge of confidentiality that acknowledges that they are bound by written policy and procedures. 

53.0
Has PHIA Orientation and pledge-signing been completed by all employees, students, and agents? 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
If "No," the Principal Investigator should contact University of Manitoba Access & Privacy Coordinator's Office to make arrangements, fippa@umanitoba.ca
Where all individuals have not completed PHIA Orientation and signed a pledge, and for the purpose of ensuring that they do, Principal Investigators’ contact information will be provided to the University Access & Privacy Coordinator’s Office.  

MONITORING OF SAFETY DATA:

54.0
Is there an independent (of the sponsor) Data and Safety Monitoring Board (DSMB) who will be monitoring the serious adverse events (SAE’s) and safety/efficacy data?












 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No



If not, who will be monitoring this data and what procedures will be used?
	     


55.0
Describe the circumstances under which the study could be stopped early.  Should this occur, describe what provision(s) would be put in place to ensure that the participants are fully informed of the reasons for stopping the study.

	     


56.0
Describe the provisions made to break the code of a double–blind study in an emergency situation, and indicate who has the code.

	     


PARTICIPANT FEEDBACK:

57.0
Briefly describe any plans for provision of feedback to participants about the research after they have completed their participation. How will the feedback be provided and by whom?  If feedback will not be given, please explain why feedback is not planned.

	     


POTENTIAL CONFLICT OF INTEREST:

58.0
Do any of the study personnel or immediate family members have any affiliation with, or financial 

involvement in any organization or entity with a direct or indirect interest in the participant matter or materials of this research?





 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No



If yes, please describe:

	     


59.0
 Is the investigator or any other member of the research team receiving financial compensation to conduct this study?




 

 FORMCHECKBOX 
   Yes 
 FORMCHECKBOX 
  No


If yes, please describe and indicate where in the informed consent the financial disclosure statement is.
	     


60.0
Are there any additional recruitment or study bonuses being paid to the study site (e.g. “recruitment bonuses” paid per patient or for recruiting an accrual goal within a specific time frame, or being paid or paying a “finders fee” for referral of potential participants)?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If yes, specify the amount and what the payment will be used for. (The REB generally will not approve such recruitment incentives or bonuses.  The PI must not accept such bonuses at any time without prior consultation of the REB.)

	     


DATA ANALYSIS:

61.0
Describe what will happen to the data at the end of the study.
	     


62.1
Do you anticipate secondary analysis of study data? (Note: secondary analysis requires further REB approval.)







 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No


If yes, describe what plans there are for future use of the data.
	     


INVESTIGATOR AGREEMENTS/CONTRACTS:

63.0
Has your contract with the Sponsor been reviewed and approved by the Research Service office of your institution?







 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No


If no, please indicate the anticipated date of approval by the appropriate institution(s).

​​​​     
64.0
Does the contract require that the sponsor have direct access to patient clinical records?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No


If yes, the sponsor’s personnel directly reviewing study/clinical records may be required to sign a confidentiality pledge at the institution(s).


65.0
Is this study receiving USA Federal Funds (i.e. NIH grants, Centers for Disease Control, US Army, etc.)?








 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No


If yes, attach the certificate(s) of the online NIH course titled, “Human Participants Protection Education for Research Teams” for all relevant key personnel listed on the grant/contract.


http://cme.cancer.gov/clinicaltrials/learning/humanparticipant-protections.asp

Provide the names of relevant personnel completing on-line course:

	     
     
     
     


OTHER ETHICAL ISSUES:

66.0
Are there any other ethical issues that you would like the committee to consider?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

If yes, please explain:

	     


INSTITUTIONAL APPROVAL:

67.0
Has your research proposal/protocol been submitted to the Research Department of the institution in which you intend to conduct the research? (Prior to commencing any research related activity, institutional approval may be required. In the case of international research, the Bannatyne Campus REB requires evidence of local ethics approval or the reason why local ethics approval is not possible prior to granting final approval to conduct the study.)
 FORMCHECKBOX 
  Yes

Date submitted:       
 FORMCHECKBOX 
  No

If no, indicate date of anticipated submission or provide reason why institutional or local ethics approval is not required.

	     


.

SIGNATURES:

Ensure all signatures have been obtained or indicate in the cover letter that the signature will follow prior to the full board meeting date. 

Signature of Principal Investigator attesting that:

a) all investigators/co-investigators have reviewed the protocol contents and are in agreement with the protocol submitted;

b) all investigator/co-investigators have read the Tri-Council Policy Statement and the University of Manitoba Policy 1406 and agree to abide by the guidelines therein;

c) all study personnel will adhere to the protocol and consent forms as approved by one of the Bannatyne Campus Research Ethics Boards (REB);

d) as the principal investigator I will notify the REB of any protocol changes and report adverse events/experiences in a timely manner as per Bannatyne Campus REB guidelines;

e) the study will not commence until I have received the final certificate of approval from the REB;

f) the study will not commence until the appropriate institutional approval (i.e. local hospital approval or local ethics approval) has been obtained;

g) I will submit a request for annual approval to the REB prior to the expiry date indicated on the approval certificate;

h) I will submit a final study status report to the REB when all study activity is completed at the local site;

i) if I am a University researcher, I hereby consent that the REB may provide written notice of their approval of this protocol to the institution in which the research will be conducted;
j) if I am a WRHA Researcher, I hereby consent that the REB may provide written notice of their review of this protocol to the WRHA and any WRHA facility in which the study will be conducted. The written notice may include my name, whether the protocol was approved or rejected, the reasons for any rejection and any conditions placed on approval;

k) I understand that the $2,500 fee assessed for REB review on applicable protocols (for profit private funder) is NOT dependent on approval and must be paid in a timely manner.  The review fee applies even if the submission is withdrawn or not approved by the Research Ethics Board.  I have made the sponsor aware of this policy;
l) I confirm that all employees, students, and agents handling personal information for this site will complete appropriate PHIA training.
Printed Name of Principal Investigator:      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
Signature of Principal Investigator:





Date:


For Student Projects:

Printed Name of Supervisor:           

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
Signature of Supervisor:






Date:



Signature of Department Head or Delegate attesting that:

I have reviewed this research protocol and confirm that there is sufficient scientific merit to warrant this submission.
Printed Name of Department Head or Delegate:            

 FORMTEXT 
     

 FORMTEXT 
     
Signature of Department Head or Delegate:  



  
Date:


(The department head or delegate signature cannot be involved in the trial as the Principal, Co-Principal Investigator or study coordinator.)
Want to conduct a spell check prior to submitting?

The form is locked which enables you to tab to each question and check box with ease.  To conduct a spell check you must unprotect the document.  After you have completed answering all questions, go to “Tools” on the Tool Bar (or Review pane for Word 2007) and in the drop down menu select “Unprotect Document”.  No password is required.  DO NOT DELETE QUESTIONS on this form OR THE SUBMISSION WILL BE RETURNED to the applicant
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