

Application for Amendment to Research Project Involving Human Subjects

Following written approval by JPEC to conduct a research project, all proposed amendments to be made to the study protocol, subject information sheet, informed consent form, advertisements, questionnaires, product summary, investigator’s brochure or other study documents must be submitted to JPEC for review. No changes of these documents should be implemented without prior written JPEC approval, except where necessary to eliminate immediate hazard to the subjects or when the change(s) involves only logistical or administrative aspects. In those exceptional circumstances, JPEC should be informed in writing.

	Title of research project
	

	Research protocol number
	

	Name of principal investigator


	

	Address of research site 



	

	Name of sponsor
	

	Initial JPEC approval number to conduct this research project


	

	Name of document to be amended (state latest JPEC-approved version and date eg: Informed consent form in English version 2 dated 3rd April 2007) 


	

	State new version and date of above documents after this proposed amendment 


	

	Page and section to be amended
	Before proposed amendment
	After proposed amendment
	Reason(s) for proposed amendment

	If a list of proposed changes or amendments is available, refer to the relevant document and skip this section

	
	
	
	

	The investigator must fill the section below. If not completed, this application will be considered invalid.


	Will this amendment adversely affect the safety, rights or welfare of subjects?




	Does the amendment(s) affect the scientific value of this research project?



	Signature of principal investigator
	

	Name in full
	

	Date
	


Please return completed form to: The Secretariat, Joint Penang Independent Ethics Committee, C/o Info Kinetics Gleneagles Clinical Research Centre, 3rd Floor, Gleneagles Medical Centre, 1 Jln Pangkor, 10050 Penang. Phone number: +604-2285760 or +604-2276111 ext.426; Fax number: +604-2285715.

If the amendments in this application may negatively affect the safety, rights or welfare as well as scientific value of this research project, submit 12 copies (1 original and 11 photocopies) of this form to JPEC with supporting documents. If the amendments do not negatively affect the safety, rights or welfare as well as scientific value of this research project, submit one copy only of this application form with supporting documents. If in doubt, please contact the Secretariat.
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