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	UPCM RIDO ERB Form
REQUEST FOR INITIAL REVIEW OF PROTOCOL 
	



	Date:
	19 August 2011

	TO:  
	ETHICS REVIEW BOARD

Research Implementation & Development Office

University of the Philippines College of Medicine


May I request for the registration, review and approval of protocol entitled:

	DEVELOPMENT OF CROSS-PROTECTIVE Leptospira VACCINES APPLICABLE IN PHILIPPINE SETTING



 and the other documents checked in the accompanying UPCM RIDO ERB F010
For the items below, kindly MARK ALL which apply and provide details where applicable.

	1.  Details regarding the study: 

	O multi-center 
	O multi-national
	O Philippines ONLY

	O Graduate thesis/dissertation
	O Student’s Requirement

	O Clinical Trial Phase _____ Involving O Drug O Device O Other _______________

	Sponsor/Funding Agency:
	

	Contract Research Organization:
	

	Are you the author of this protocol? 
	O N, I am only implementing this protocol

O Y, this is a self-initiated protocol

	2.  In connection with this submission I disclose the following:

	· I have no conflict of interest in any form (financial, proprietary, professional) with sponsor, the study, co-investigators, nor site

	· I have personal/family Financial interest in the results of study 

(Explain)



	· I have proprietary interest in the research (patent, trademark, copyright, licensing)

(Indicate nature)



	· I am connected with the sponsoring agency in my capacity as:______________

	3.  I am currently involved (as PI) in (Number) ______ studies being conducted at the following sites:

	Protocol Title & Sponsor
	Site 
	Inclusive Dates

	
	
	

	4. I have completed the following research ethics or GCP trainings*:

	Training Title
	Offered by
	Date

	
	
	

	*  Provide proof of attendance

	5.  I attest to the truthfulness of the entries made in this form.

	6.  I am submitting 9 copies* of the protocol package, along with a protocol summary containing study diagram & flowchart, and statistical & analysis plan.

	Principal Investigator’s Name

DR. NINA G. GLORIANI
	Signature
	Date
19 August 2011

	*This applies to packages for full board review. For packages eligible for expedited review and approval, we only require the original plus 4 copies. Please coordinate with the ERB Secretariat should you need clarification regarding your protocol package’s review track.

	Date Submitted to RGAO:

 
	Study Code:  

	Date Received & Registered at RIDO:


	Received & Registered at RIDO by:

	
	Designation:



	Title of Study Protocol:

DEVELOPMENT OF CROSS-PROTECTIVE Leptospira VACCINES APPLICABLE IN PHILIPPINE SETTING



Principal Investigator:

_DR. NINA G. GLORIANI___________________DEAN______________________19 August 2011__________                                    Signature over Printed Name                          /    Designation

                   Date

Co-investigator/s:        __________________________________________________________________________________________                                            Signature over Printed Name                          /     Designation

                    Date

Supervising Investigator/s:        __________________________________________________________________________________________

 Signature over Printed Name                          /     Designation

                     Date

Department:  
DEPARTMENT OF MEDICAL MICROBIOLOGY___________________________________________________
Department RIDO Representative:
__________________________________________________________________________________________

Signature over Printed Name

                                   Date

Department Chair:
_DR. LILEN SAROL______________________________________19 August 2011______________________                                  
Signature over Printed Name

                                     Date

	Funding Agency:
	JICA and PCHRD-DOST

	Budget:
	P133,054,692

	Study Site:
	All laboratory procedures will be done in CPH-UPM

	Duration:
	January 2012 to December 2013


Has this protocol been reviewed by other IEC/ERB?
_______
____ Yes
              _____(_____ No

If yes, name of ERB_____NA______________________________________ Local   ______International  
If yes, what was the outcome of the review? 
​​_______ Approved ______ Disapproved

Comment of other ERB
__________________________________________________________________________________________

FOR RIDO ERB USE.  DO NOT FILL-UP THIS PORTION
	PERMANENT ERB STUDY CODE:_____________________________________________________________

	

	[ ] Clinical Drug Trial
	[ ] General Category Study
	[ ] Medical Device Study                 
	[ ] Animal /Environment Study

	[ ] Bioequivalence
	[ ] Epidemiological /Community Research    
	[ ] ART
	[ ] Genetic Research       

	[ ] Traditional Medicine
	[ ] Behavioral Research
	[ ] Other Biological Material                     
	[ ] Stem Cell

	[ ] Herbal Medicine                         
	[ ] Basic Science                                    
	[ ] Other  (specify) __________________________________


ACTION TAKEN BY RIDO
Referred to another ERB for review (Name of ERB):

Reason:

UPCM RIDO REVIEW RESULTS:

TECHNICAL REVIEW BOARD (TRB):

[  ] Approved

[  ] Disapproved            

Chief, RIDO:
__________________________________________________________________________________________Signature over Printed Name



         Date
ETHICS REVIEW BOARD (ERB):

[  ] Approved

[  ] Disapproved

No. and Date of ERB Meeting when protocol was initially reviewed/ reported for initial review(for expedited track):        _________________________________________ 

[ ] Date of Final Approval ______________________________
[ ] Disapproved on Date________________________ 

If Disapproved, Reason ______________________________________________________________________

Chair, ERB:
__________________________________________________________________________________________
Signature over Printed Name



          Date

RIDO FUNDING

[  ] APPROVED       





  

[  ] Partial     P_______________ (Amount)                                   Date: _______________________

[  ] Full          P_______________ (Amount)

[  ] DISAPPROVED         





  Date:  _______________________

Dean, College of Medicine:

__________________________________________________________________________________________Signature over Printed Name



         Date
UPCM RIDO ERB SOP F011
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