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1. TITLE OF PROTOCOL (include acronym if applicable)

     
2. PRIMARY INVESTIGATOR OF TRIAL FOR MULTICENTRE TRIALS
[image: image2.wmf]Name:      

Phone #:    -   -        Ext.:      
3. PRINCIPAL INVESTIGATOR AT UOHI

Name:      
Division      

Phone #:    -   -        Ext.:      
Rm. #      
Fax #:     -   -                          E-mail Address:       
Signature: ______________________________

4. CO-INVESTIGATORS (AT UOHI)

[image: image3.wmf][image: image4.wmf]Name:      
Division:       
Phone #:    -   -        Ext.:      
[image: image5.wmf][image: image6.wmf]Rm. #:      
Fax #:     -   -          FORMTEXT 

    
        E-mail Address:  
[image: image7.wmf]Signature: ______________________________
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[image: image9.wmf][image: image10.wmf]Name:      
Division:      
Phone #:[image: image11.wmf][image: image12.wmf]    -   -        Ext.:      
Rm. #:      
Fax #:     -   -                          E-mail Address:       
Signature: ______________________________

5. APPROVAL BY INVESTIGATOR(S DEPARTMENT/DIVISION HEAD

[If a Department/Division Head is a (Co-) Investigator, this section must be signed by CSO or CEO]
I have read this application.  I am satisfied that the design, objectives, methods and contributions of the proposed research have sufficient scientific validity, quality and merit to warrant the implementation of this project.   My signature also indicates the staff involved in this protocol have the required qualifications and that, to the best of my knowledge, there are no actual, potential or perceived conflicts of interest.
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Division:      
Phone #:    -   -        Ext.:      [image: image15.wmf][image: image16.wmf]
Rm. #:      
Fax #:     -   -                          E-mail Address:       
[image: image17.wmf]Signature: ______________________________

6. STUDY INFORMATION

Expected Start Date: Month:      
Year:      
Total Study Length (months):      
[image: image18.wmf][image: image19.wmf]Expected End Date: Month:      
Year:      
Total Study Length per patient (months):      [image: image20.wmf][image: image21.wmf]
[image: image22.wmf][image: image23.wmf]How long must study records be retained?       Yrs.  (include storage costs in project budget).
Contact Person:      
[image: image24.wmf]     Phone #:    -   -        Ext.:      
                     Rm #:      
7. [image: image25.wmf][image: image26.wmf][image: image27.wmf]STAFFING

List the names of all staff who will be involved with this protocol and their qualifications.  It is the responsibility of the Principal Investigator to ensure all persons working on the project have the appropriate valid licence(s) and/or credentials to do the work required.  Research nurses should provide a copy of their Nursing Certificate for the current year to the Principal Investigator.

     
8. [image: image28.wmf]IMPACT OF RESEARCH ON UOHI OR DEPARTMENTS OF THE HOSPITAL

All departments must be adequately compensated for services provided in relationship to a research project.  Indicate any use of the following facilities during the study.  (If the study budget specifies payment for use of a particular facility or specific tests, then that use or test is attributable to the study).

	Appendix
	Approval Required From
	Yes
	No

	A
	Clinical Services – Inpatient & Outpatient Facilities (All UOHI Protocols)
	Yes
	

	B
	Radiological Sciences
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	C
	Pharmacy
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	D
	Pathology & Lab Medicine
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	E
	Health Record Services
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	F
	Isotope & X-Ray Safety Committee
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	G
	HREB Application for Patient Record Chart Review
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	H
	Financial Disclosure (required for all industry sponsored research)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	I
	TOH Emergency Department Impact Analysis
	 FORMCHECKBOX 

	 FORMCHECKBOX 



9. SOURCE(S) OF FUNDS

	
	Sponsor Type
	Sponsor Name
	HREB Fee

	External
	Granting Agency
	     
	No

	
	Government Contract
	     
	Yes

	
	Industry
	     
	Yes

	
	Other
	     
	TBD

	Internal
	PI/Dept. Research Funds
	     
	No

	
	UOHI Foundation
	     
	No

	
	UOHI Clinical Budget
	     
	No

	
	Other
	     
	TBD


The UOHI HREB has an industry-sponsored review fee of $3,000 for new protocol reviews.  All transfers or cheques should be made payable to The Ottawa Hospital - Account LB LB 717105000 and be forwarded to the HREB.  The following information should also be included:  the HREB protocol number (if assigned), the Protocol Title, the Investigator's name and a UOHI contact name and phone.   HREB can invoice the sponsor directly, if the following additional information is also provided: Sponsor name, full address, contact name, phone number, fax number and title. 

Has the sponsor of this study imposed any restrictions on the publication of the results?

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes  

Describe:      
[image: image29.wmf]
10. STUDY TYPE

Which of the following best describes the type of investigation proposed?  .

	 FORMCHECKBOX 

	Clinical Trial

	 FORMCHECKBOX 

	Randomized, Controlled

	 FORMCHECKBOX 

	Phase 
	 FORMCHECKBOX 
 1
	 FORMCHECKBOX 
 2
	 FORMCHECKBOX 
 3
	 FORMCHECKBOX 
 4

	 FORMCHECKBOX 

	UOHI one site of Multi-centre Trial

	 FORMCHECKBOX 

	UOHI managing Multi-centre Trial

	 FORMCHECKBOX 

	Number of Centres Participating

	 FORMCHECKBOX 

	Total # Patients (All Sites)

	 FORMCHECKBOX 

	# Patients at UOHI

	 FORMCHECKBOX 

	Case-Controlled Study

	 FORMCHECKBOX 

	Pilot Study

	 FORMCHECKBOX 

	Cohort Study

	 FORMCHECKBOX 

	Follow-on to Previously Approved Protocol

	 FORMCHECKBOX 

	Surgical Therapy Study

	 FORMCHECKBOX 

	First Clinical Application

	 FORMCHECKBOX 

	Medical Device Evaluation

	 FORMCHECKBOX 

	Interview, Survey or Questionnaire

	 FORMCHECKBOX 

	Compassionate Use

	 FORMCHECKBOX 

	Chart Review

	 FORMCHECKBOX 

	Feasibility Study

	 FORMCHECKBOX 

	Other (specify)


	[image: image30.wmf]Does the Proposed Research Study …
	YES
	NO

	a.
	… involve unusually elevated doses of available drugs?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b.
	… anticipate high incidence of toxicity?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c.
	… involve a new therapeutic method?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d.
	… involve administration of radioisotopes or additional radiation?
	 FORMCHECKBOX 

	 FORMCHECKBOX 



If yes to (d) then Appendix F must be completed and submitted prior to HREB approval

Please complete the following FOR DRUG STUDIES ONLY

Regulatory Approval Status:  Which of the following best describes this drug? 

	 FORMCHECKBOX 

	Approved drug  - Used for currently approved indication

	 FORMCHECKBOX 

	Approved drug - Used in a non-approved indication

	 FORMCHECKBOX 

	Investigational (non-approved) drug
	IND Number
	     


If the IND number [image: image31.png]©
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 is not available at the time of submission, a copy of the letter to Health Canada requesting the IND number and, if available, the acknowledgement of receipt of this request should be provided.  The HREB will not give final approval to a protocol until the IND number or Letter of No Objection has been received.
Category of Drug: Which of the following best describes this drug? 

	 FORMCHECKBOX 

	Cardiac Drug
	 FORMCHECKBOX 

	Antibiotic/Anti-Infective Agent

	 FORMCHECKBOX 

	Anti-Hypertensive Drug
	 FORMCHECKBOX 

	Analgesic

	 FORMCHECKBOX 

	Anti-Arrhythmic Drug
	 FORMCHECKBOX 

	Hormone

	 FORMCHECKBOX 

	Diuretic
	 FORMCHECKBOX 

	Hematologic Agent

	 FORMCHECKBOX 

	Autonomic Drug
	 FORMCHECKBOX 

	Lipid lowering

	 FORMCHECKBOX 

	Drugs Affecting Respiration
	 FORMCHECKBOX 

	Other (Specify)
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