IRB-NS Form No.7		AF 25-5.1
Protocol Amendment Form
Institutional Review Board, Faculty of Nursing, Mahidol University 

1. Research Protocol Title 	: ……………………………………………………………
  				  …………………………………………………………… 
2. Principal Investigator 	: ……………………………………………………….......
3. Research Setting		: …………………………………………..……………….
4. Protocol no.		: IRB-NS ……………../………………
5. Number of Modification	: ……………………   Date of Modification:……………
6. Detail of Modification*	: …Please specify previous title and detail and compare with modified title and detail, additionally specify a reason of modification, briefly important point only.... 
7. Modification of Participant information sheet or informed consent form
❏	No
❏	Yes,	 Consent form addendum no. ………………………………………..
		 New consent form no. ………………………….. 
		     For  	 New participants 
		           		 Reconsent     
8. Documents of protocol amendment
	❏ 2 copy of new IRB-NS Research Protocol Submission Form 
	❏  2 copy of new Participant information sheet 
 	❏ 2 copy of new Informed consent form
	❏ Other, please specify ………………………………………………… 
*(1 copy should be bold or underline in modified points)			
 							Signature *If there is much detail more than preparing space, specify briefly important point only and provide more description into attached documents.
**In case of principal investigator is lecturer or researcher, not specify.
***Instruction in red font, cut off.

 						 	               (……………………………..…….)
                                                                            Principal Investigator
             Date............/......................./................

                                                                                                                  Signature*
                                                                                                      (……………………………..…….)
                   Major Advisor
                                                                                                Date............/......................./................



Attached Document of Protocol Amendment
Protocol no. IRB-NS…../……..	Principal Investigator’s name:…………………………..………………… 
	Topic of Amended document
	Reason for Amendment
	Previous Version
	Revision Version

	1. Protocol Submission Form

	1.1 …
	
	Page… / Paragraph….
Message…..
	Page… / Paragraph….
Message…..

	1.2…
	
	
	

	1.3...
	
	
	

	2.Participant Information Sheet

	2.1…
	
	
	

	2.2…
	
	
	

	3.Informed Consent Form

	3.1
	
	
	

	4.Instrument/ Questionnaire

	4.1…
	
	
	

	4.2…
	
	
	

	4.3…
	
	
	

	5.Other 

	5.1…
	
	
	

	5.2…
	
	
	






*Must be print this page on the 2nd page of paper sheet.
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