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Deputy Director
Centre of Product and Cosmetic Evaluation
National Pharmaceutical Regulatory Agency (NPRA)
Ministry of Health Malaysia
Lot 36, Jalan Profesor Diraja Ungku Aziz
46200 Petaling Jaya
Selangor
(Attention: Investigational Product Evaluation and Safety Section)

[Date] 

Dear Sir/ Madam,

We, [Global HQ Company Name] – the Sponsor & [Malaysia Company Name] - the Applicant for Clinical Trial Import Licence Application stated below, hereby agree to grant NPRA the access to the documents submitted to [Name of Reference Agency/Country], for the purpose of Regulatory Reliance Review (RRR) for the multi-regional clinical trial as stated below. 

Study Title: 

Protocol Number:

Investigational Product(s) (IP):
	Investigational Product Name
	Active Ingredients
	Use of IP (test/ comparator/ placebo/ auxiliary product)

	
	
	

	
	
	



Regulatory Submission Information: 
	
	NPRA Malaysia
	Reference Agency/Country
(please name it)

	Full Company Name: 
	
	

	Full Name of Company Contact Person: 
	
	

	Submission Reference Number: 
	
	

	Submission Date (DD/MM/YYYY):
	
	



We hereby declare that:
(i) The clinical trial and investigational product(s) have received a favourable opinion/approval from the reference agency/country.
(ii) The information submitted to the NPRA under this reliance review is identical to the information approved by the reference agency/country.
(iii) Any differences between the information submitted to NPRA and that approved by the reference agency/country have been clearly outlined to NPRA for further assessment.
Yours Sincerely, 
[Signature]
[Full Name] 
[Job Title/ Position] 
[Company Stamp] 
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