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CIHR Canadian HIV Trials Network (CTN)

Research Proposal

Application Form
Introduction 

Proposals may be submitted by the principal investigator, the sponsor, or both. However, each study must have a Canadian principal investigator. Related documents for the Study Proposal (including the Protocol Outline and the Model Informed Consent) may be found online at www.hivnet.ubc.ca in the Research Services section.

New:  The CTN supports multi-centered observational studies provided that they have been peer-reviewed, approved and funded by CIHR or NIH.

The CTN accepts two kinds of proposals:
1. Submission of Pre-Final Proposal

A Pre-Final Proposal is submitted by an investigator when he/she wishes to receive formal CTN feedback prior to submission to a granting agency or a Research Ethics Board (REB).

CTN provides CAC and SRC recommendations/input for pre-final applications to improve their chances at the time of submission for funding to CIHR or other granting agencies.

A Pre-Final Proposal must contain (one electronic and one paper copy):

· A completed CTN Application Form 

· A detailed description of the study, i.e., a draft protocol, in a form suitable for submission to a granting agency or an REB (refer to CTN Protocol Outline or CTN Protocol Template)

· A draft consent form (refer to CTN Model Informed Consent)

2. Submission of a Final Proposal

A Final Proposal is submitted by an investigator when he/she wishes to receive the support of the CTN.

Each Final Proposal submitted to the CTN must undergo peer review by the Scientific Review Committee (SRC) and the Community Advisory Committee (CAC), both of which are bound by a confidentiality agreement.

The CTN’s Executive Management Committee reviews the recommendations of SRC and CAC with the Scientific Steering Committee. You will be informed in writing of the CTN’s decision.

A Final Proposal must contain (one electronic and one paper copy):

· A completed CTN Application Form

· A detailed description of the study, i.e., the final protocol, in a form suitable for submission to a granting agency or an REB (refer to CTN Protocol Outline)

· The required attachments (see following section)

Required Attachments to a Final Proposal

In addition to the completed Application Form and a detailed description of the study, the applicant should attach whatever information he/she feels supports the submission (in electronic form plus one paper copy). Such information must include:  

· A covering letter

· Completed, signed copies of the CTN’s Site Investigators Confirmation of Participation Form included in the CTN Application Form. There must be one form for each site

· A detailed participant information sheet and/or informed consent form (refer to CTN Model Informed Consent)
· A detailed budget 

Note: The CTN cannot grant final approval to a trial until all of the required information has been received. In the case of a re-submission all required changes and/or revisions must be included with the resubmitted documents.

The CTN will also accept the review of other nationally recognized peer-review panels of clinical trials/research panels, such as CIHR’s RCT review panels or the NIH RCT review panels. Copies of such reviews must be appended, including the reviewers’ comments and the approval letter, to the application including the budget information. In this case, a review by the SRC would not be necessary. However, a review by CAC is necessary before the CTN Committee’s decision.

Please send one electronic copy and one paper copy of all required forms and documents to Ms. Michelle Jones as detailed below:


Ms. Michelle Jones

Manager, Clinical Trials Support
CIHR Canadian HIV Trials Network
620B - 1081 Burrard Street
Vancouver, BC  V6Z 1Y6

mjones@hivnet.ubc.ca

If you have questions or need more information, you can contact us at:

+1.604.806.8327

Toll free: 1.800.661.4664 (Canada & USA only)

ctninfo@hivnet.ubc.ca

www.hivnet.ubc.ca

Application to Conduct a Research Study in HIV and Related Diseases

This electronic application must be completed in full. When completed please email it as an attachment to Michelle Jones, Manager, Clinical Trials Support, at mjones@hivnet.ubc.ca. Please remember that a signed Signature Form, the full protocol, Investigator Confirmation Forms and any other attachments must be sent to the CTN electronically and via mail. You may also print out this form and mail it with the above documentation. 

Note: Instructions below are visible when the paragraph mark button is activated. Also, please ensure your “View” setting is on “Page Layout”. If you have any questions, please call or email the CTN at 1.800.661.4664 or 604.806.8327 or at mjones@hivnet.ubc.ca.

If you would like help in designing the study protocol, defining the sample size, or adding a pharmacoeconomics component, please contact the CTN.
	Project title
	

	
	

	Enter information by clicking on the shaded field directly to the right. ARROW keys also will move you between fields.

When inside fields use CTRL+TAB to insert tabs. Use the ENTER (not RETURN) key for line breaks.


	


	Principal Investigator
	

	

	

	Please include    in full:


	
	Name:      
Full Address:      
Telephone:      
Fax:       
Email:      
CTN core affiliation:      


	Type of submission
	

	

	

	Click in the box to select the appropriate submission type.


	 FORMCHECKBOX 

Pre-final Proposal

 FORMCHECKBOX 

Final Proposal

 FORMCHECKBOX 

Observational Proposal


	1.
Study objective
	

	

	

	
	
	     


	
	


	2.
Brief description of the study
	

	

	

	Please identify and describe each of the following:

Hypothesis

Study design

Patient inclusion/ exclusion criteria

Intervention

Main outcome measures

Sample size calculations

Provision for interim analysis

Expected results and implications

Expected observations trends??


	     



	3.
Please indicate type of study
	

	Phase of drug-trial or other
	

	
	     


	


	4.
Please list the participating sites and attach signed Site Investigator Confirmation of Participation forms
	

	
	

	Reminder: Use CTRL + TAB to move between columns below
	

	
	

	Investigator 
Institution 
Target enrolment (total)
     


	

	

	


	5.


Is the CTA necessary for submission to Health Canada? If yes, please identify the institution that will submit the CTA.
	

	
	

	
	

	
	 FORMCHECKBOX 

Yes 

 FORMCHECKBOX 

No


 FORMCHECKBOX 

Pending



	
	


	6.
Estimate starting date of patient recruitment
	

	
	

	
	

	
	     



	7.
Estimated final date of patient follow-up
	

	
	

	
	

	
	     



	8.
Is this study funded outside of the CTN?
	

	
	

	
	

	
	 FORMCHECKBOX 

Yes

If yes or partially, please provide details.
 FORMCHECKBOX 

Partially


      
 FORMCHECKBOX 

No


 If not, please attach a full study budget with 



the Signature Form. This will enable the CTN to 



determine its level of support for site personnel.


	
	


	9. Will the CTN’s Data Safety and Monitoring Committee (DSMC) monitor this trial? If no, please identify the DSMB you will be using.
 
	

	
	

	
	

	
	 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No

     


	10.
 Please check the specific support you are requesting

       from the CIHR Canadian HIV Trials Network
	

	
	

	Important: 

Please call the CTN
	Development Services 
Comments
 FORMCHECKBOX 
 1. Protocol development (through 

         the CTN’s Research Cores)
          
 FORMCHECKBOX 
 2. Liaison with sites/investigators
          
 FORMCHECKBOX 
 3. Liaison with industry                                          
 FORMCHECKBOX 
 4. CTA consultation on submission of a CTA
       
 FORMCHECKBOX 
 5. SRC & CAC feedback (Pre-final only)
           
Trial Management Services
 FORMCHECKBOX 
 1. National study coordination
           
 FORMCHECKBOX 
 2. Data management
           
 FORMCHECKBOX 
 3. DSMC
           
 FORMCHECKBOX 
 4. Data analysis
           
 FORMCHECKBOX 
 5. Communications
           
 FORMCHECKBOX 
 6. Investigators’ meetings                                      
 FORMCHECKBOX 
 7. Other (specify)
           


	
	


	11.
 Has this trial been registered with Clinical trials.gov?
	

	
	

	
	

	Please attach correspondence with 

Signature Form.
	 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No




	12.
 Have you documented the steps that have been taken to secure the drug supply?
	

	
	

	
	

	Please attach correspondence with 

Signature Form.
	 FORMCHECKBOX 

Yes (please explain)

 FORMCHECKBOX 

No




	13.
 Have you contacted the pharmaceutical companies involved

 
 about compassionate release of unlicensed therapies?
	

	
	

	
	

	Please attach correspondence with 

Signature Form.

	 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No


	14.
 Have you enclosed a signed Site Investigator Confirmation of Participation form from each site investigator?
	

	
	

	
	

	A Site Investigator Confirmation of Participation Form is attached to this electronic document.

	 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No




Site Investigator Confirmation of Participation

This information is necessary in order to determine the feasibility of achieving the target enrolment for this study. It is to be completed by each site investigator participating in the study. Return this form with the completed application to the National Centre. These forms are required to process applications.
	Study Title:
	     


Canadian Principal Investigator:
     
Canadian target enrolment:
     
Time frame for enrolment:

     
Site name:

     
Site Investigator’s name:

     
Total target enrolment at site:

     



Annual target enrolment at site per year (please list as ‘MMM/YY’ and related enrolment for each year)

     
Potential conflicting studies—titles & percentage of overlapping population:  (if applicable)

(Attach separate sheet if necessary)


1.
     

2.
     

3.
     
[image: image1.emf]
 Signature of Site Investigator



 
  Date

Signature Form
The applicant hereby declares that he/she has no financial interest in the marketing of any of the drugs or agents in the study.
Signature(s) of Applicant(s)

Date

  _______________________


   __________________

  _______________________


   __________________

  _______________________


   __________________

  _______________________


   __________________

Thank you for using our electronic forms. Please complete this form and send one copy of it, together with the protocol and any other documents, electronically to Michelle Jones (information below) and please print and sign this form and, together with the protocol and other documents, mail it to Michelle Jones. 
Thank you for your submission.
Forward to:

Ms. Michelle Jones

Manager, Clinical Trials Support

CIHR Canadian HIV Trials Network

620B - 1081 Burrard Street

Vancouver, BC  V6Z 1Y6

mjones@hivnet.ubc.ca
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