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APPLICATION FORM

INSPECTION FOR LISTING OF BIOEQUIVALENCE CENTRE 
ASEAN Mutual Recognition Arrangement for Bioequivalence Study Reports of Generic Medicinal Products
Parts 1-2 to be completed by BE centre. Please submit the completed application form to respective National Drug Regulatory Authority (NDRA).
	1.
	Details of Bioequivalence (BE) Centre 

	
	Name 
	

	
	Address
	

	
	Country
	

	
	Phone
	
	Fax
	

	
	Email (General)
	

	
	Contact Person
	

	
	Designation
	

	
	Phone
	
	Fax
	

	
	Email
	

	
	NOTE 1: Please make sure all information above is correct and written in FULL. The same information will be published in the ASEAN website when the centre has been successfully listed in the ASEAN BE Centre List.

	
	
	Clinical Site
	Bioanalytical Site

	
	Name
	
	

	
	Address
	
	

	
	Country
	
	

	
	Phone
	
	

	
	Fax
	
	

	
	Contact Person
	
	

	
	Designation
	
	

	
	Email
	
	

	
	NOTE 2: Only one clinical site and one bioanalytical site are allowed in the first inspection. Additional clinical or bioanalytical sites will be considered after successful listing of the centre under the MRA BE Study Reports of Generic Medicinal Products.



	2.
	Details of Authorised Person as Liaison Officer for Inspection 

	
	Name
	

	
	Designation
	

	
	Phone
	
	Fax
	

	
	Email
	


3.
Authorized Person’s Declaration
By submitting this application, I declare:

a. I am hereby authorised by the company to make this application.
b. I have read and agree to all requirements of the ASEAN Mutual Recognition Arrangement for Bioequivalence Study Reports of Generic Medicinal Products Procedures and Manual of Joint Sectoral Committee (JSC).

c. I hereby declare that details furnished in this form are true, accurate and complete; the supporting documents are authentic or true copies.

d. I undertake to pay all required inspection fee and estimated cost expenditure including flight ticket, daily subsistence allowance, and other associated expenses (such as per diem, insurance, etc.) as guided by ASEAN Mutual Recognition Arrangement for Bioequivalence Study Reports of Generic Medicinal Products Procedures and Annex 2 of Manual for Application of Bioequivalence (BE) Centre to be listed under ASEAN Mutual Recognition Arrangement (MRA) on BE Study Report (MoA.Annex 2).
e. I undertake to add more contribution if the expenditure for the inspection is more than expected. I understand that in the event where the inspection cannot be conducted, the contribution will be refunded subject to the procedures outlined under MoA.Annex 2
f. I hereby confirm that the BE centre has agreed and is ready to be inspected.

g. I undertake to ensure the availability of an English translator in case the inspection team is not familiar with the local language.  
	Signature
	

	Name
	
	Date
	

	Position
	

	Stamp
	

	4.
	For Office Use Only (to be completed by NDRA)

	
	Received Date 
	

	
	NDRA
	

	
	Contact point of NDRA for this application

	
	Name
	

	
	Designation
	

	
	Phone
	
	Fax
	

	
	Email
	

	
	Institutional clearance: Director of NDRA

	
	Name
	

	
	Signature
	
	Date
	

	
	Email
	
	Phone
	

	
	Stamp
	

	
	Date of Forwarding to Joint Sectoral Committee (JSC)
	


	5.
	For Office Use Only (to be completed by JSC)

	
	Date of Receipt
	

	
	List of experts appointed for this inspection
	Name
	Area of Inspection
	Country

	
	
	1) 
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	Reference Number
	

	
	Rapporteur
	

	
	Co-Rapporteur
	

	
	Date of Inspection
	

	
	Date of Decision Made
	

	
	Signature
	
	Date
	



List of Documents to Support the Application
(To Be Submitted in English)
For both clinical and bioanalytical sites,

1) Organization Chart
2) List of Personnel Involved in BE Study
3) Facility Floor Plan
4) List of Standard Operation Procedures
5) List of Equipment Used in BE Study
6) List of BE Studies Conducted over the Past 2 Years
All supporting documents must be in English language and softcopy in Optical Character Recognition Portable Document Format (OCR PDF) with the search function enabled.
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