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Memorandum
Department/Office.............................................................................................Tel.....................................
Official No…….........……/..................... Date..........................................................................................................
Subject  Request for an amendment to the research project approved by the Ethics Committee.
To  Chairman of the Human Research Ethics Committee Department of Social and 
      Behavioral Sciences, Prince of Songkla University
Name......................................................................Office.................................................................................................

The title of research ........................................................................................................................................................

...............................................................................................................................................................................................

...............................................................................................................................................................................................

IRB ID submission ............…………, which has been approved by the Ethics Committee on the date of..............................………………. I would like to request an amendment to the research project. The supporting documents for consideration are attached as follows: 
1. Form for requesting amendments to the research project   1 

(submission form for amendment; AP-005)    

2. Revised proposal and related document                           1 
3. Electronic file (items 1-3) sent to sbsirb.psuhatyai@gmail.com   

Therefore, I would like to study for your consideration.
	Signature………………………………….………….……………
	Signature………………………………….………….……………

	          (………………..…………………….………………….)
	       (…………………….………………….……………….)

	      Advisor 
	        Principal investigation

	Signature…………………………………………..…….………….……………

	                                        (…………………………………………..………..…….………….……………)

	                                           Position.........................................................
                                                            Head of the agency/office

	For IRB officer
Dear respected researchers. The document is not yet complete.………………………………………………………….
Office of the Ethics Committee will be able to carry out Only after receiving complete documents……………………………………..Date…………………………………………………………………………………………….


Submission Form for Amendment

	PROTOCOL NUMBER: ...................................................................... 
DATE OF FIRST APPROVAL........../......... /..................... PANEL ………………. AGENDA ……………………...
TITLE (ENG)...........................................................................................................................................................
..................................................................................................................................................................................
PRINCIPAL INVESTIGATOR...................................................ORGANIZATION...............................................

FUNDING SOURCE (SPONSOR)........................................................................................................................


1. CHECK ALL THAT APPLY
 FORMCHECKBOX 
 Protocol modification or amendment 

· Inclusion I exclusion criteria

· Method 

· Editorial changes 
· Increased subject number from _____________ case to ______________ reason _____________(If any sponsored trial, provide the documents of budget and insurance certificate)
· Extension time from __________ to __________ 
Reason ____________________________________________________________

· Others  ______________________________________________________

 FORMCHECKBOX 
 Information sheet/consent form (Provide a copy of the original consent form, a description of the revisions and a highlighted revised consent form)
 FORMCHECKBOX 
 Change in the title (Attach revised protocol and consent form with a new title)
 FORMCHECKBOX 
 Change in investigator (Attach revised consent form, CV, ethical training records, and letter from sponsor acknowledging change, if applicable)
 FORMCHECKBOX 
 Change in sponsor (Attach revised consent form if applicable)
 FORMCHECKBOX 
 Legal documents e.g., insurance certificate, MTA, CTA, etc. _________________________________
 FORMCHECKBOX 
 Investigator’s Brochure

 FORMCHECKBOX 
 New information for announcing participants such as patient care, diary, guideline, etc. ______
 FORMCHECKBOX 
 Advertisement/recruitment letter, letter to GP ______________________
 FORMCHECKBOX 
 letter to PI etc. ________________________________________________________________
2. Participants Status
· No consenting process Reason …………………………………

……………………………………………………………………………………………………………………………………………………………

· Consenting process
	
	Number

	a) Number of sample size certified by SBSIRB-PSU to collect data
	

	b) The number of signed consent
	

	c) The number of people who did not pass the screening (If screening) (screening failure)
	

	d) The number of people who are still in the testing process (active subjects)
	

	e) The number of people in the follow-up period
	

	f) Number of lost follow-up contacts.
	

	g) Number of people withdrawn (Including death) 
	

	h) Number of people who have completed the study process 
	


3. Status of reason
· ongoing direct research activity on subjects

· no further enrollment: all subjects have completed all research-related investigations, and research remains active only for long-term follow-up
· remaining activities are limited to data analysis

List of amendment issues

(Specify the document name and the location changed with the highlight, or it can be sent as a track change in a word processor)
	
	Document

Page/line
	Text before adjustment
	Text after adjustment
	Reason
	Effect to participants

	1
	
	
	
	
	

	2
	
	
	
	
	

	3
	
	
	
	
	

	4
	
	
	
	
	


I certify that I have checked the accuracy of the information and report truthfully in all respects.
	     Signature.........................................................

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

	Principal Investigator (PI)

	Date ...............................................................
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