






 

 

[National Pharmaceutical Regulatory Agency (NPRA) letterhead] 

 

 

Our ref:  NPRA/007/06/R/001(20) Vol. 2 

Date:  31  January 2022 

 

To: 

All Product Registration Holders, 

All Applicants of the Evaluation on the Need for BE Study Specific Inspection (BEDE), 

All Applicants for Bioequivalence (BE) Centre Inspections, 

 

 

YBhg. Datuk / Dato’/ Prof./ Dr./ Sir/ Madam, 

 

REJECTION OF BIOEQUIVALENCE (BE) STUDIES CONDUCTED AT THE BE CENTRE MICRO 

THERAPEUTIC LABS FOLLOWING INSPECTION FINDINGS BY THE EUROPEAN MEDICINES AGENCY 

(EMA) 

 

With due respect, the matter above is referred. 

 

2. For your information, the EMA had issued a notification to pharmaceutical companies via 

the EMA website on 24 March 2017 stating that all BE studies conducted at the following two 

facilities of the BE Centre Micro Therapeutic Labs will not be accepted in marketing authorization 

applications.  

 

Facility 1 : Micro Therapeutic Research Labs Pvt. Ltd Rajam Bhavanam, No. 6, Kamarajar Salai, 

Selaiyur, East Tambaram, Chennai-600 059, Tamil Nadu. 

Facility 2 : Micro Therapeutic Research Labs, No. 29 A, Krishna Madhuravanam, Vellokinar 

Pirivu, Thudiyalur, Coimbatore-641 029, Tamil Nadu. 

 

This notification is done following observations related to GCP non-compliance and data integrity 

found in EMA inspections at both facilities. The EMA decided that the data from BE studies 

conducted at both affected facilities between June 2012 and June 2016 cannot be accepted as 

supporting data for marketing authorization in the EU. This decision also led to the EMA suspending 

marketing authorisation of products registered with BE studies conducted at both facilities until 

alternate data establishing bioequivalence is provided. Details of this notification can be obtained 

from https://www.ema.europa.eu/en/news/ema-recommends-suspension-medicines-due-

unreliable-studies-micro-therapeutic-research-labs. 

 

3. Following the notification by the EMA, the National Pharmaceutical Regulatory Agency 

(NPRA) in the Committee for Premises and Study Inspections Meeting No. 1/2022 on 10 January 

2022 decided TO REJECT all BE studies conducted at both affected facilities mentioned above. This 

decision will involve the following: 

i. Rejection of all application for the Evaluation on the Need for BE Study Inspection 

(BEDE) for BE studies conducted between June 2012 and June 2016; 

https://www.ema.europa.eu/en/news/ema-recommends-suspension-medicines-due-unreliable-studies-micro-therapeutic-research-labs
https://www.ema.europa.eu/en/news/ema-recommends-suspension-medicines-due-unreliable-studies-micro-therapeutic-research-labs


 

 

ii. All BE studies conducted at both facilities between June 2012 and June 2016 will 

require inspections before acceptance for further evaluation by the Centre of Product 

& Cosmetic Evaluation (CPCE); 

iii. BE studies conducted at both facilities from July 2016 onwards will be eligible for BEDE 

application. 

iv. BE studies conducted at Facility 1 can be accepted for further evaluation by CPCE if the 

studies were conducted after 9 January 2019 as the facility has been listed in NPRA BE 

Centre Compliance Programme from 9 January 2019 – 8 January 2022.  

 

4.  This decision will be enforced with IMMEDIATE EFFECT. 

 

5.  Should you require any additional information on this matter, kindly get in touch with our 

officers via the email beec@npra.gov.my. The cooperation and attention from YBhg. Datuk/ Dato’/ 

Prof./ Dr./ Sir/ Madam is highly appreciated. 

 

Thank you. 

 

“SHARED PROSPERITY VISION 2030” 

 

“TO SERVE THE COUNTRY” 

 

I who carries out the trust, 

               {signature} 

(DR ROSHAYATI BINTI MOHAMAD SANI) RPh. 1449 

Director 

National Pharmaceutical Regulatory Agency, 

Ministry of Health Malaysia. 

 

[administrative information] 

 

c.c. Deputy Director, Centre of Product & Cosmetic Evaluation 

 Deputy Director, Centre of Compliance & Quality Control 

 Deputy Director, Centre of Regulatory Coordination & Strategic Planning 
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