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HEALTH SCIENCES CENTRE IMPACT APPROVAL FORM

PATH FOR APPROVAL OF All PROTOCOLS:

The investigator may simultaneously submit protocols to the University of Manitoba Bannatyne Campus Research Ethics Boards, or the Faculty of Nursing Ethical Review Committee and the following;

ADULT PROTOCOLS: The H.S.C. Research Impact Committee (RIC), 3 copies of both protocol & Impact Form,
PEDIATRIC PROTOCOLS: The H.S.C. Pediatric Research Coordinating Committee (PRCC), 3 copies of protocol & 8 copies of Impact Form.

The Office of the Director of Research, H.S.C. will provide all necessary forms and information, (Karen 787-4968).  Please forward all Protocols to Karen Shaw-Allan Dept. of Research, MS7 Thorlakson Bldg.
PLEASE NOTE THE FOLLOWING:
1. No clinical studies can be undertaken until the appropriate approvals have been received.


NOTE:  "ETHICS" APPROVAL IS NOT AUTHORIZATION TO CONDUCT A STUDY AT HEALTH SCIENCES CENTRE.  A copy of the FINAL Ethical Approval letter must be forwarded to the Department of Research, before the study can be approved by the Department of Research.

2.  Investigators and all study personnel are required to sign the PHIA Pledge of Confidentiality (available from the Department of Research).

3.  All research submissions must include a signed “Agreement for Access to Personal Health Information for Research Purposes”, attached pages 2-3(which is part of the impact form).
4.  Adult Protocols will be evaluated by the RIC to determine the impact on H.S.C. services & resources.  Pediatric Protocols will be evaluated by PRCC and RIC.  Adult Protocols will be approved by The Office of the Director of Research, and Pediatric Protocols will be approved by the Chairperson of the PRCC and The Office of the Director of Research.

NOTE:  EXTENSION STUDIES MUST FOLLOW THE SAME PROCESS AS NEW STUDIES.

5. Appeals to the protocol review process must be directed to the Office of your Vice President.

6. The study budget must include the costs of all H.S.C. services & resources to be used.  For CONTRACT research, the study budget must include the 20% institutional surcharge on the total direct costs.

7. Include a copy of the final budget, provided by the study sponsor.  Failure to include this information will result in the approval being delayed until the information is provided.

8. Please review the appropriate section from the H.S.C. Corporate Policy and Procedure Manual on Specific Purpose Accounts.  Definitions of "Contract" and "Grant" are appended here as pages 8 of 8.

NOTE:  IF THE STUDY IS TO BE ADMINISTERED AT THE H.S.C, A NEW ACCOUNT MUST BE OPENED FOR EACH STUDY

9.  Please include a copy of the consent form.

10. Please forward a copy of the “FINAL STUDY STATUS REPORT”.
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	HSC Research

	Department Use Only

	RI#:  _______________


The Personal Health Information Act of Manitoba

AGREEMENT FOR 

ACCESS TO PERSONAL HEALTH INFORMATION 

FOR RESEARCH PURPOSES

BETWEEN:

WINNIPEG REGIONAL HEALTH AUTHORITY ‑ Health Sciences Centre Site

(hereinafter referred to as the "HSC")

‑and‑

     
(hereinafter referred to as the "Principal Investigator")

This agreement is used once a proposal to access personal health information for research purposes has been approved by the HSC. Once the person conducting a health research project ("Principal Investigator") has signed this form and the terms and conditions of access have been approved by the HSC, it becomes a legal agreement between the Principal Investigator and the HSC. The HSC Research Impact Approval Application and the University of Manitoba Research Ethics Boards Approval letters must be appended to this agreement and form part of the legal agreement.

The collection of the information referenced on this Application is authorized by The Personal Health Information Act and will be used only to administer the research project. The Director of the HSC Research Department, 7th Floor Thorlakson Building, Health Sciences Centre, 820 Sherbrook Street, Phone: 787‑2404 can answer any questions concerning this agreement or the collection of the information on this form.

Identification of Principal Investigator

     
Name (last name/first name/initials)

Address:         Telephone:       
E‑mail:       Fax:       
Title of Research Proposal:       
Please provide the following additional information (if applicable):

Institutional Affiliation and/or Department:       
Position:         Academic Advisor (if student):       
February 2002 PHIA Research Agreement
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1. The Principal Investigator has requested access to the following records that contain personal health information and are in the custody or under the control of the HSC for the proposal as identified below:

Describe the Records that will be used in this research proposal:

     
(the "records") 

2. The Principal Investigator agrees to the following terms and conditions:

a not to publish the personal health information requested in a form that could reasonably be expected to identify the individuals concerned.

b to use the personal health information requested solely for the purposes of the above‑named research project;

c to destroy the information or remove all identifying information at the earliest opportunity consistent with the purpose of the project.

· Specify when identifying information will be destroyed:       
· Specify procedures to destroy identifying information:

     
d
to use reasonable safeguards to protect the confidentiality and security of the personal health information:

· Specify safeguards:       
· Attach the REB submission form and specify area where this is stated.

     
3.
The HSC agrees to grant access to the records on the terms and conditions set out in paragraph 2.

	HSC Research Department approval is dependent upon the Principal Investigator providing a copy of the REB final approval letter to the HSC Research Department.


Signed at:        this       day of      , 20     
Principal Investigator 
Director HSC Research Department

Name: 
Name:

____________________________________________  ______________________________________________

· ORIGINAL AGREEMENT TO BE RETAINED IN HSC RESEARCH DEPARTMENT

· SIGNED COPY TO BE FORWARDED TO PRINCIPAL INVESTIGATOR.

February 2002 PHIA Research Agreement
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HEALTH SCIENCES CENTRE IMPACT APPROVAL FORM

Pediatric: FORMCHECKBOX 
 Adult: FORMCHECKBOX 

CONTRACT: FORMCHECKBOX 
 GRANT: FORMCHECKBOX 








 NEW STUDY: FORMCHECKBOX 
  EXTENSION STUDY: FORMCHECKBOX 

ETHIC’S NUMBER:     
PROTOCOL INFORMATION:
1.
PEDIATRIC SUBMISSION (ADULT SUBMISSION PLEASE PROCEED TO QUESTION #2):  

Principal Investigator Signature:_______________________________

Student Supervisor Signature:_______________________________

Student Supervisor Contact Information:     
2.
Co-Investigator(s):     
2a.
Study Staff:     Telephone #:     

E-mail address:     

Position title & duties:     Fax #:     

Have all study personnel signed the PHIA Pledge of Confidentiality
No FORMCHECKBOX 

Yes FORMCHECKBOX 
, If no, it is the Principal Investigator’s responsibility to ensure the pledge is signed.
3.
Funds to be administered by:  


H.S.C FORMCHECKBOX 
  University FORMCHECKBOX 
  SBGH FORMCHECKBOX 
  CCM  FORMCHECKBOX 

4.
Ethics submission to (please forward a copy of the Final Ethical Approval):

The University of Manitoba Bannatyne Campus Research Ethics Boards   FORMCHECKBOX 

The Faculty of Nursing Ethical Review Committee   FORMCHECKBOX 

5.
Patient population of the study:     
6.
Number of patients to be enrolled:     
7.
Duration/period of the study:     
8.
Will the study be conducted using currently assigned space ?     Yes FORMCHECKBOX 
  No FORMCHECKBOX 


If yes, please specify building(s) and room number(s):     
If additional space is required, please contact your building landlord to obtain a Space Request Form

(If you don’t know who your landlord is, call the Research Office @ 787-2404)
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9.
Will Hospital in-patient Nursing staff be involved?  


          Yes FORMCHECKBOX 
  No FORMCHECKBOX 


If yes, which unit(s)?     

If yes, please check off required activity(s):

	Activity
	Check
	Freq
	Res Nurse
	Activity
	check
	Freq
	Res Nurse

	Vital Signs
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	Establishing of IV
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	Infusion of Meds
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	Temperature
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	Heart Rate
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	Specimen Collection
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	Frequent 

Observation
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	Cardiac Monitoring
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	Blood Pressure
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	Respirations
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	IV Therapy
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	Ambulations
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	Fluid intake/output
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	Documentation
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 



Other:     

Increased Nurse:Patient Ratio:     (1:1,1:2,1:4,1:6,Other)


What incremental supplies are required?     
9a.
Will Ambulatory Care Clinics or Day Care Services be required?
    Yes FORMCHECKBOX 
  No FORMCHECKBOX 


If yes, which unit or clinic?     

Will any of the visits be over and above (usual patient care(?

   Yes FORMCHECKBOX 
  No FORMCHECKBOX 


If yes, will services of the Ambulatory Care Nurse/Clerk/Assistant be required?
Yes FORMCHECKBOX 
  No FORMCHECKBOX 


If yes, please check off which activities:

	I)Clerk:
	Check
	Freq
	II)RN:
	Check
	Freq

	Receiving & Registering
	 FORMCHECKBOX 

	     
	Assessment
	 FORMCHECKBOX 

	     

	Appointment Scheduling
	 FORMCHECKBOX 

	     
	Patient Education
	 FORMCHECKBOX 

	     

	Chart Management
	 FORMCHECKBOX 

	     
	Patient Enrollment
	 FORMCHECKBOX 

	     


Other Duties:     Other Duties:     

What incremental supplies are required?     
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10.
Will Laboratory services be required?  


Yes FORMCHECKBOX 
  No FORMCHECKBOX 

10a.
Will Diagnostic Services be required?
Yes FORMCHECKBOX 
  No FORMCHECKBOX 


If yes, please check off required service(s) areas:

	Diagnostic Imaging:
	yes/no
	List Specific exam (i.e. CT Abdomen)
	Cardio Diagnostics:
	yes/no

	CT 
	 FORMCHECKBOX 

	     
	Echocardiography
	 FORMCHECKBOX 


	MRI
	 FORMCHECKBOX 

	     
	Holter Monitoring
	 FORMCHECKBOX 


	Ultrasound
	 FORMCHECKBOX 

	     
	EKG
	 FORMCHECKBOX 


	Angiography
	 FORMCHECKBOX 

	     
	Stress Test
	 FORMCHECKBOX 


	Radiography
	 FORMCHECKBOX 

	     
	Coronary Angiography
	 FORMCHECKBOX 


	Nuclear Medicine
	 FORMCHECKBOX 

	     
	Trans-esophageal echo
	 FORMCHECKBOX 


	Other:
	
	
	CardiacCath Lab
	 FORMCHECKBOX 


	
	 FORMCHECKBOX 

	     
	Neuro Diagnostics:
	Yes/no

	
	 FORMCHECKBOX 

	     
	EEG
	 FORMCHECKBOX 


	
	 FORMCHECKBOX 

	     
	EMG
	 FORMCHECKBOX 


	
	 FORMCHECKBOX 

	     
	Evoked Potentials
	 FORMCHECKBOX 



11.
Will Pharmacy Services be required?  Yes FORMCHECKBOX 
  No FORMCHECKBOX 


Are any medications being supplied at no cost?


Yes FORMCHECKBOX 
  No FORMCHECKBOX 
  Type:     
12.
Will the following services be required?  


Yes FORMCHECKBOX 
  No FORMCHECKBOX 


If yes, please check off affected areas.

	Dietetics
	 FORMCHECKBOX 

	Supply & Distribution
	 FORMCHECKBOX 

	Social Work
	 FORMCHECKBOX 


	Central Processing
	 FORMCHECKBOX 

	Respiratory Therapy
	 FORMCHECKBOX 

	Plant Maintenance
	 FORMCHECKBOX 


	Chaplaincy
	 FORMCHECKBOX 

	Purchasing
	 FORMCHECKBOX 

	Energy Management
	 FORMCHECKBOX 


	Printing
	 FORMCHECKBOX 

	Physical Plant
	 FORMCHECKBOX 

	Housekeeping
	 FORMCHECKBOX 


	Facilities Support
	 FORMCHECKBOX 

	Protection Services
	 FORMCHECKBOX 

	Occupational Therapy
	 FORMCHECKBOX 


	Physiotherapy
	 FORMCHECKBOX 

	MB Home Nutrition
	 FORMCHECKBOX 

	Home Care General
	 FORMCHECKBOX 


	Com. Disorders
	 FORMCHECKBOX 

	Biomedical Engineering

(e.g., medical device, implants)
	 FORMCHECKBOX 

	Infusion Pumps
	 FORMCHECKBOX 


	Therapeutic Recreation
	 FORMCHECKBOX 

	
	
	
	


Other:     
Are the services required over and above usual patient care?  Yes FORMCHECKBOX 
  No FORMCHECKBOX 

If not indicated in your protocol, please indicate here the nature and extent of the services required.
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13.
Please complete the following Medical Information questions.

Bsc Med Program

1. Will a BSc Med student be working on this project?
Yes FORMCHECKBOX 
  No FORMCHECKBOX 

1.1
If yes, what is the student’s name?       
1.2
Student supervisor’s name?       
Prospective Studies

2. Will the study involve enrolling patients on a prospective basis?
Yes FORMCHECKBOX 
  No FORMCHECKBOX 

Inpatients   FORMCHECKBOX 
     Day Surgery   FORMCHECKBOX 
     Emergency Visit Patients   FORMCHECKBOX 
     Clinic Visits   FORMCHECKBOX 
     Dialysis Patients   FORMCHECKBOX 



2.1
Will documents related to the study need to be filed on the patient’s record?
Yes FORMCHECKBOX 
  No FORMCHECKBOX 




Consent only FORMCHECKBOX 
     Other documents (please specify)     
2.2
Will research study staff and/or monitors need to review the chart after the patient is discharged?



Yes FORMCHECKBOX 
  No FORMCHECKBOX 
  (All such reviews must be conducted in the Medical Information Department)
Retrospective Studies

3. Will this study involve a retrospective chart review?
Yes FORMCHECKBOX 
  No FORMCHECKBOX 

If yes, Please answer questions below:

3.1 List of charts to be reviewed will be:

· Provided by the researcher
 FORMCHECKBOX 

· Produced by Medical Information Staff, based on criteria provided by the researcher
 FORMCHECKBOX 

3.2 Approximately how many charts will be reviewed?       
3.3 Does the review involve dialysis charts?
Yes FORMCHECKBOX 
  No FORMCHECKBOX 

3.4 Will the researcher be enrolling patients in a study (i.e. will they be contacting patients directly), based on the retrospective chart review?
Yes FORMCHECKBOX 
  No FORMCHECKBOX 

3.5 Will MID staff be required to extract data from the patient’s record, as part of the review?
Yes FORMCHECKBOX 
  No FORMCHECKBOX 

Photocopies

4. Will MID staff have to make copies from the patient’s record for this study?
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

COMMENTS/OTHER INFORMATION RELEVANT TO CHART REVIEW

     
Revised: March/2006 /ksa
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HEALTH SCIENCES CENTRE

GUIDELINES FOR DISTINCTION OF TYPES OF FUNDING

The determination of whether a project is grant or contract oriented has to do with the nature of the work to be performed and the conditions under which that work is performed.  The following information will be of use to persons preparing research project applications in assisting them to identify the funding nature of their applications.

GRANT
A grant is financial support for an investigator(s) conducting research in a particular subject area of field, without any formal detailed stipulations as to the direction of such research.  The following characteristics are normally also present:

· no direct or indirect reimbursement to the principal investigator.

· no stipulation as to deliverables - the funds are not attached to a specific performance outcome and cannot be retracted as a function of performance.

· no limitations on publication - the principal investigator may publish findings with no approval process or time delay imposed by the funding agency.

· there will be no action required by the sponsor to approve use of the publication of information generated through the project.

· the project is open, with no proprietary data belonging to the funding agency.

· no specific transfer of results to the grantor - any patents or inventions belong to the principal researcher, et al. and the Health Sciences Centre, and not the funding agency.

· capital equipment which may be purchased from the award belongs to the Health Sciences Centre.

CONTRACT
A contract is an agreement between two corporate bodies, namely the Sponsor (Company) and the Health Sciences Centre, to provide financial support for the investigator, or investigators, to conduct research in a particular subject area of field under specific stipulations and conditions.  These conditions may:

· specifically outline the scope and nature of the research

· set the time period(s) for the activity

· define the deliverables

· establish ownership, patent rights and licensing arrangements

· establish budget approval the payment schedules

· establish considerations for acceptance and/or termination

· limit liability of participant, and other matters that may be appropriate to the circumstances
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