Application submission to the Joint Penang Independent ethics Committee (JPEC), its review and approval process (JPEC 0001 version 3 DATE)


 

Applicant’s Document Checklist for Submitting an Application to Conduct A New Research Project
Please send 12 copies (1 original and 11 photocopies) of the completed application forms with supporting documents to:  JPEC Secretariat, 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.
Documents in shaded boxes are the minimum required for an ethical review by JPEC. An application will be considered invalid without these. The informed consent form and any other written information for subjects should collectively contain the 21 elements stated in the Malaysian Guidelines for Good Clinical Practice under section 4.8 Informed consent for trial subjects.
	Title of research project
	

	Research project protocol number


	

	Principal investigator
	

	Research site
	

	Sponsor
	

	Documents submitted to JPEC


	Yes/No
	Number of copies 

	Application Form to Conduct A New Research Project Involving Human Subjects


	
	

	Applicant’s Document Checklist for Submitting an Application to Conduct A New Research Project


	
	

	Statement from the trial sponsor indemnifying the institution where the research is to be conducted, the investigator and JPEC 
	
	

	Certificate of insurance for coverage of subjects in a clinical trial
	
	

	Research  protocol
	Version:
	Date:
	
	

	Informed consent form in:
	
	

	English
	Version:
	Date:
	
	

	Bahasa Malaysia
	Version:
	Date:
	
	

	Chinese*
	Version:
	Date:
	
	

	Other language(s) (state)*
	Version:
	Date:
	
	

	Written and other forms of information for subjects e.g.: subject information sheet/statement in:
	
	

	English
	Version:
	Date:
	
	

	Bahasa Malaysia
	Version:
	Date:
	
	

	Chinese*
	Version:
	Date:
	
	

	Other language(s) (state)*
	Version: 
	Date:
	
	

	Advertisement
	Version: 
	Date: 
	
	

	Questionnaire (s)
	Version: 
	Date:
	
	

	Diary cards
	Version: 
	Date:
	
	

	Investigator’s Brochure 
	Version: 
	Date:
	
	

	Product Summary
	Version:
	Date:
	
	

	Any other safety information
	Version:
	Date:
	
	

	Investigator(s)’ curriculum vitae(s) (CV) 

If an investigator’s CV has been submitted to JPEC in the past 12 months, this need not be provided with this application. Provide a cross-reference to that particular submission by stating the JPEC application number assigned.

	Name:
	Date:
	
	12

	Name:
	Date:
	
	12

	Investigator(s)’ GCP certificate

	Name:
	Date:
	
	12

	Name:
	Date:
	
	12


*provide 1 copy of the translation certificates to verify accurate translation from English version.
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