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Process for Review and Approval of Clinical Research 

to be conducted within 

Eastern Health (city hospitals) 
 
In keeping with the commitment to review and to approve research projects in a timely and efficient manner, we have a two step research approval process. 
 
1. All projects to be conducted within this institution are required to have review and full approval of the Human Investigations Committee. This is a joint committee of Eastern Health and The Faculty of Medicine, MUN.
Applications should be completed and forwarded to The Office of Research and Graduate Studies, Faculty of Medicine, Level I, HSC. Information on the Human investigations Committee application form and process are available from web site  http://www.med.mun.ca/hic/default.htm

 
2. Once full approval has been granted by HIC, application for research to be conducted within our institution, must be made to the Research Proposal Approval Committee (RPAC). The primary mandate of this committee is to review resource utilization, impact to the organization and access to confidential information for any project to be conducted within the institution. In addition we catalogue all research activities within the institution. 
Review by RPAC requires submission of a short form, which provides a brief explanation of the project, associated costs and sources of funding.  Applications are available at http://www.med.mun.ca/prc/
 
3. All projects are reviewed and approved by the appropriate Program Clinical Chair or Director before receiving final full approval from RPAC.
     The committee meets monthly. 
           It is the responsibility of the Principal Investigator of research project to insure appropriate institutional and departmental approvals are in place prior to undertaking any research project
 ******************************************************************************
Two copies of this application form are required 

1. Completed and signed Rpac Applications  are to be sent to:
Donna Bruce
Manager Patient Research Centre 
Room 1406, Level I, HSC
300 Prince Philip Drive
St.John's, NL, A1B 3V6
· Or can be faxed       709-777-6995

2. An electronic copy forwarded to Donna.Bruce@easternhealth.ca
Questions can be directed to Patient Research Centre at  Phone 709-777-7283
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RESOURCE ALLOCATION REQUESTPRIVATE 

FOR Clinical Research  PROPOSALS

To complete this application you will need: 

1. A copy of your spending budget 


2. A copy of any applicable Departmental Agreements

3. An electronic copy of this application is to be sent to Donna.Bruce@easternhealth.ca
4. HIC approvals are automatically forwarded to the Patient Research Centre

· HIC Reference Number




· Protocol Title  and number 











· Title to be listed  in the annual report 










· Sponsor (source of funding)










Please provide a brief descrpition of your project
Recruitments (if applicable)
This site 

Total


N/A


Study objectives:
Study description:

	Pharmacy


1. Does this proposal involve the use of medication (including placebos) other than those normally used for patients? Medications (Active or Placebo)  will be dispensed by the Hospital Pharmacy?   












YES ( 
)  NO ( 
)  



(A) If yes, Please specify


(B) Has this project been submitted to pharmacy for review 


YES (
 )  NO ( 
 )  
	Tests and Procedures


2. Does the proposal involve local laboratory tests, x-rays or other imaging techniques other than required for normal patient care?(If yes, attach a copy of your Departmental Agreement)
YES (
 )  NO ( 
 )


Will samples be sent to Central Laboratory 




YES (
 )  NO ( 
 )

Does this project request use of archived bilogical samples 


YES (
 )  NO ( 
 )

	Health Records  or IMAT?



3. Does this project require access to Health Records  or IMAT?


YES ( 
)  NO (   )


If yes  .. How many records




Paper

YES ( 
)  NO (   )









Electronic
YES ( 
)  NO (   )


When do you plan to do this review 
from 


   to




	Other Hospital Supports 


4. Does the proposal require assistance of nurses or hospital staff other than the research personnel











YES (
 )  NO (   )


 If yes, please describe

5. Does the proposal involve admission of subjects to the hospital or the clinical investigation unit? 











YES ( 
)  NO (   )


Please describe                                                                                            



	


The approval of this proposal is contingent upon
· Adequate funding being available to support  the project

· The researcher providing upon request an update on the progress of the research. 
Your signature on this form gives approval to list your project in our annual report. 
For contracts please check any contractual limitaions related to publishing the title
SIGNED:                                        

 

                                          


Principal Investigator  




Date

Program Clinical Chief/ Director 



Date
Version : June 08/06
