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HUMAN RESEARCH SUBJECT ADVERSE EVENT REPORT
	

	Section 1. Research Information

	Responsible Research Principal Investigator (PI):
	:
	

	Title of Research: 
	:
	

	Ethics Approval Reference Number:
	:
	

	Section 2. Description of Event

	
Adverse events encountered during the study?


Specify any complications (medical, legal, practical, etc.) that have been encountered in this time interval of the study aside from adverse events.  

         Yes (please summarize the complication (s))
	
         No (proceed to 3)







	Section 3. Impact on Study

	Method Changes. 
In your judgment, is a change in the method is necessary to reduce or eliminate the risk?  

         Yes (please attach method amendment).
	
          No 



	Informed Consent Document. 
Are there any changes required in the informed consent document(s) to better inform and protect the rights of subjects?  

          Yes (please attach the revised consent form).
	
           No



	Did you experience any problems with the consent process?

            Yes (please describe the problem(s) and how they were amended)
	
           No 

[image: ]




Action taken by researcher.

[image: ]





	Section 4. Declaration

	I hereby declare that the information given is accurate and complete in all respects. Upon request, I agree to provide with any information or documents required in relation to the application, and ensure to inform any changes of information if applicable soon as possible.
                                                                                                




(      ___________________________________  )                                                                                          Date: 
           Research Principal Investigator			


	Ethics Committee Approval

	
Comments:


Approved
Approved, with amendment
Not approved             




Reason:









(   ___________________________________  )                                                                                          Date: 
  Chairman of Ethics Committee 	






4
Prepared by Dept. of Psychology & Counseling, 2016

image1.png




image2.jpeg
NIVERSITI
NDIDIKAN

ULTAN IDNS

e Ml S i)

PUSAT PENGURUSAN PENYELIDIKAN DAN INOVASI
Research Management & nnovation Centre (RMIC)
Komplks Peneldan & novasi, Kampus Slan Adan Shah
Ul ek St s 350 g Mol

e Darl Ridaan

Tek015- 48797920/ 7869/ 7860/ 7867

SULTAN IDRIS EDUCATION UNIVERSITY

Enel
Laman web: e psedmy/

N-1




