Annex 4

 AF/04-012/06                  Assessment Report Form

 Review Date (DD/MM/YYYY): ………………………


Protocol number: …… Version No.: ............................................Dated: .........

	Protocol Title :



	Elements Reviewed (AF/01-012/06)                     
	( Attached

( Not attached

	Review of Revised Application 


(  Yes

(  No
	Date of Previous review:

	DECISION :

(Note: Refer “ANNEX 9 of SOP/012/06” for the criteria)
	Protocol (Version No.____________):

( Approved
    
( Approved with Recommendation
      

( Solicited for Resubmission    (Expedited (       Full Board ()    


(  Disapproved

If approved, the frequency for continuing review: __________________



	
	Informed Consent Form (Version No._______________):  

( Approved
    
( Approved with Recommendation
      

( Solicited for Resubmission    (Expedited (       Full Board ()    


(  Disapproved

	
	Tools (Version No._______________):  

( Approved
    
( Approved with Recommendation
      

( Solicited for Resubmission    (Expedited (       Full Board ()    


(  Disapproved

	
	Other related documents (ex. Advertisement), Yes (       No (
If Yes, specify: _____________________

( Approved
    
( Approved with Recommendation
      

( Solicited for Resubmission    (Expedited (       Full Board ()    


(  Disapproved

	Comment (Note: Mention recommendations/clarification to be sought from the assessment form AF/01or2-012/06 and any other additional comments here):



	Signature : 
	
	Date:


INTERIM IRB/SOP/use of study assessment form

Page 1 of 1

