	Protocol Title:
	     


	Principal Investigator: 
	     


ST. BONIFACE GENERAL HOSPITAL RESEARCH REVIEW COMMITTEE 

SUBMISSION FORM

PART D:
1. Will Pharmacy Services be required? 
No  FORMCHECKBOX 
 (if no, go to #2)

Yes  FORMCHECKBOX 
 (attach fee schedule and complete section # 1)


a) 
Is Randomization required?
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


Does the Drug Company provide Randomization?
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Will Pharmacy be required to assign patients to randomization?  
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Is the company providing free drug?
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Will Pharmacy be dispensing the study medications?
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Is the company reimbursing for pharmaceutical supplies used?
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

b) Drug name and Therapeutic Classification(s)     
c) Dose Preparation, Administration, Guidelines, Cautions, etc.:      

d)
The person(s) who will administer the study drug(s): 

Clinical Trial Nurse:  FORMCHECKBOX 



Unit Nurse(s):  FORMCHECKBOX 

 


Other:      
e) Summary of the pharmacology of the drug:      
f) Significant Adverse Effects:       
2.
Will Hospital Nursing resources be required? No   FORMCHECKBOX 
 (if no, go to #3)








   Yes  FORMCHECKBOX 
 (if yes, please complete section #2)

If yes, which unit(s):       
If yes, please check off required activity(s):
	Activity
	Freq
	Rsch Nurse
	Staff 

Nurse
	Activity
	Freq
	Rsch Nurse
	Staff 

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

Incremental supplies needed:      
3. Will Ambulatory Care Clinic Services be required? No  FORMCHECKBOX 
 (if no, go to #4)

Yes  FORMCHECKBOX 
 (if yes, please complete section #3)

If yes, which unit or clinic?      
Will any of the visits be over and above Ausual patient care@? No  FORMCHECKBOX 
 Yes  FORMCHECKBOX 

If yes, will services of the Ambulatory Care Nurse / Clerk / Assistant be required?

Yes  FORMCHECKBOX 
 
No  FORMCHECKBOX 


Possibly  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 

	     

	Medical Record Management
	 FORMCHECKBOX 

	     
	Patient Enrollment
	 FORMCHECKBOX 

	     


Other Activities:      
Incremental supplies are needed:      
4.
Will Laboratory Services be required?
No  FORMCHECKBOX 

Yes  FORMCHECKBOX 



If yes, please specify:      
5. Will Diagnostic Services be required?    No    FORMCHECKBOX 
(if no, go to #6)

Yes  FORMCHECKBOX 
 (if yes, please complete section #5)

If yes, please check off required service(s) areas:
	
Radiology
	
Yes / No
	
Cardiology
	Yes / No




	C.T. Scanner
	 FORMCHECKBOX 

	Echocardiography
	 FORMCHECKBOX 


	Ultrasound
	 FORMCHECKBOX 

	Holter Monitoring
	 FORMCHECKBOX 


	Angiography
	 FORMCHECKBOX 

	EKG
	 FORMCHECKBOX 


	Radiography
	 FORMCHECKBOX 

	Stress Test
	 FORMCHECKBOX 


	
Neurology
	
Yes / No
	Coronary Angiography
	 FORMCHECKBOX 


	EEG
	 FORMCHECKBOX 

	Trans-esophageal echo
	 FORMCHECKBOX 


	EMG
	 FORMCHECKBOX 

	Cardiac Cath Lab
	 FORMCHECKBOX 


	Evoked Potentials
	 FORMCHECKBOX 

	
	


Other:      
6.
Fund to be administered by (finance department

 FORMCHECKBOX 
 SBGH
 FORMCHECKBOX 
 HSC
 FORMCHECKBOX 
 UM
 FORMCHECKBOX 
 CCMB
 FORMCHECKBOX 
 Other (specify)      
7.
Will any of the following services be required?    No  FORMCHECKBOX 

Yes  FORMCHECKBOX 

Check off all affected areas that apply.
 FORMCHECKBOX 
Dietetics
 FORMCHECKBOX 
Physiotherapy 
 FORMCHECKBOX 
Com. Disorders 

 FORMCHECKBOX 
Central Processing
 FORMCHECKBOX 
Pastoral Care
 FORMCHECKBOX 
Printing

 FORMCHECKBOX 
Facilities Support 
 FORMCHECKBOX 
Purchasing 
 FORMCHECKBOX 
Supply & Distribution

 FORMCHECKBOX 
Respiratory Therapy
 FORMCHECKBOX 
Physical Plant 
 FORMCHECKBOX 
Protection Services

 FORMCHECKBOX 
Social Work
 FORMCHECKBOX 
Patient Relations 
 FORMCHECKBOX 
MB Home Nutrition

 FORMCHECKBOX 
Plant Maintenance
 FORMCHECKBOX 
Energy Management
 FORMCHECKBOX 
Housekeeping


 FORMCHECKBOX 
Occupational Therapy
 FORMCHECKBOX 
Home Care General
 FORMCHECKBOX 
Health Records

 FORMCHECKBOX 
Patient Registration 
Other:      
Please submit this Research Application Form and signatures with one of each of the following documents:

 FORMCHECKBOX 

1 copy of the study proposal/protocol 

 FORMCHECKBOX 

The Sponsor’s proposed study budget

 FORMCHECKBOX 
 
Identification of 20% overhead allocation of funds


 FORMCHECKBOX 

Investigator’s proposed study budget (estimate of actual costs) 

 FORMCHECKBOX 

Overhead exempt (proof of overhead exempt status is required)

 FORMCHECKBOX 
 1 copy of pharmacy fee schedule (if applicable)

 FORMCHECKBOX 
 1 copy of lab fee schedule (if applicable)

 FORMCHECKBOX 

1 copy of the consent form submitted to the REB 

 FORMCHECKBOX 

1 copy of any questionnaires and/or advertisements to be used in the study (proof of written authorization to use copyrighted or commercial questionnaires required)

 FORMCHECKBOX 
 RRC Application with original signatures (Part D)

 FORMCHECKBOX 

1 copy of signed REB application form (Parts A, B & C)

 FORMCHECKBOX 

REB approval letter (when available)

 FORMCHECKBOX 
 1 copy of TPD letter of “no objection” (if applicable)

 FORMCHECKBOX 
 a signed Agreement to Comply with the Standard Operating Procedures (if not already done so)

 FORMCHECKBOX 
 a signed PHIA agreement
Note:
A copy of the final signed Investigator Agreement/Contract must be provided to the Executive Director, Clinical Programs.  

Please note that the final RRC letter of approval will not be issued until all of the documents listed above have been received.

Research Review Committee, Secretary, Office of Clinical Research

St. Boniface General Hospital, Room N1004- 409 Taché Avenue, Winnipeg, MB, R2H 2A6
	Protocol Title:
	     


	Principal Investigator: 
	     


Resource Utilization Reviews: The researcher must ensure that resource utilization/feasibility reviews have been conducted and arrangements made with appropriate individuals/departments which may be affected by this Study, as follows:

Date: 
Signature 
Comments___________________________

(Department Head, Pharmacy)

Date: 
Signature 
Comments___________________________

 (Laboratories, Site Manager)

Date: 
Signature 
Comments___________________________

 (Program Director[s])

Date: 
Signature 
Comments___________________________

 (Clinical Head / Academic Department Head @ SBGH)

Date: 
Signature 
Comments___________________________

 (Head, Diagnostic Imaging)

Date: 
Signature 
Comments___________________________

 (Medical Information Services / Patient Registration) 

Date: 
Signature 
Comments___________________________

 (Other)

	FOR OFFICE USE ONLY


	Date:










Signature


















Comments




















RRC #________________________





The Personal Health Information Act of Manitoba

AGREEMENT

FOR

ACCESS TO PERSONAL HEALTH INFORMATION

FOR

RESEARCH PURPOSES

BETWEEN:

ST. BONIFACE GENERAL HOSPITAL

(hereinafter referred to as the “SBGH”)
- and - 

     
(hereinafter referred to as the “Principal Investigator”)
This agreement is used once a proposal to access personal information for research purposes has been approved by SBGH.  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 SBGH, it becomes a legal agreement between the Principal Investigator and SBGH.  The confidentiality section of the REB form must be appended to this agreement and forms part of the legal agreement.

The collection of the information referenced on this form, is authorized by The Personal Health Information Act and will be used only to administer the research project.   Shirley Guinn, Privacy Officer, E1006 - 409 Taché Avenue, Winnipeg, Manitoba R2H 2A6, 237-2909, 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:
	     

	
	     
	Fax:
	     

	
	     
	E-mail:
	     

	

	Title of Research Proposal:      

	SBGH Reference Number of Research Proposal:
	     

	

	Please provide the following additional information if applicable:

	Institutional Affiliation and/or Department:
	     

	Position:
	     
	Academic Advisor (if student):
	     


1. The researcher has requested access to the following records that contain personal information and are in the custody or under the control of SBGH.
(Describe the records below)
	     


(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 approved 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:
	

	
	     



OR

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

	
	     


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

	Signed at:
	Winnipeg, Manitoba
	this
	
	day of
	
	, 20
	


	
	
	

	Signature of Principal Investigator
	
	Signature of SBGH Representative


*Signed copy to be retained in Research Department
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