Form 18/ May 2019

Report of Protocol Deviation
	No.
	Implementation as specified  in the project
	Deviated events
	Reasons for deviation
	Deviation protection
	Impact on participant
	Actions taken on participants after the event

	1
	
	
	
	
	( Not causing the adverse event
( Causing the adverse event (specify)....................... 

      ( participant receives the treatment until recovery
      ( participant is not yet recovered from the adverse event (specify).........................
	( Stop conducting the research and withdraw the patient from the research
( Continuing research
       ( no adjustment of the research methodology
       ( adjust the research methodology or increase the surveillance regulation (specify)...................................


	2
	
	
	
	
	( Not causing the adverse event
( Causing the adverse event (specify)....................... 

      ( participant receives the treatment until recovery
      ( participant is not yet recovered from the adverse event (specify) .......................
	( Stop conducting the research and withdraw the patient from the research
( Continuing research
       ( no adjustment of the research methodology
       ( adjust the research methodology or increase the surveillance regulation (specify)...................................




The report of protocol deviation has an impacts on the research project
   ( No
( Yes (Please specify) ................................................................................................................
           
 
  Signature ........................................................../date.................... 
     





    




            
        

   (.........................................................)

                                                                                  




                                   


Principal Investigator
เอกสารหมายเลข 5, Version 4, กุมภาพันธ์ 2552
1

