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Invitation to the MEGRA seminar 
 
 

Regulatory Environment and Reforms in Asia – 
China and the ASEAN region 

 
 

Monday, 01. April 2019 
09:30 a.m. – 05:00 p.m. 

(Registration starting at 09:00 a.m.) 
 

Sheraton München Westpark Hotel, Garmischer Str. 2, 80339 München 
Phone: 089-51960 

 
 
 
Purpose of the seminar 

This seminar provides an overview of the pharmaceutical drug market and the regulatory 
landscape in China as well as in the ASEAN region. Deeper insights in the regulatory 
procedures and their challenges for the pharmaceutical industry will be presented during this 
seminar. 
 
Our competent speakers will inform you about the legal and regulatory framework in China and 
the ASEAN region. Furthermore, the special requirements regarding the clinical trial 
authorization application, the marketing authorization application as well as the post-approval 
life cycle management will be discussed in this seminar. 
 
Our seminar will help you to better understand the regulatory landscape in China and the 
ASEAN region, to prepare the relevant regulatory documentation for an authority application as 
well as to avoid any mistakes to receive a fast approval.  
 
 
Group of participants 

This seminar is intended for employees of the pharmaceutical industry dealing with clinical trial 
application and marketing authorizations in China and/or the ASEAN countries.  
 

 Regulatory Affairs 
 Clinical Development 
 Medical Affairs / Medical Writing 
 Business Development 

 
 
Speakers 

Mrs. Stefanie Faßhauer, MBA, Manager Regulatory Affairs, Pharmalex GmbH, Berlin, Germany 
Mrs. Yingying Liu, M.Sc., CMC Regulatory Affairs China Expert, Michor Consulting and Trade 
Services GmbH, Vienna, Austria 
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Regulatory Environment and Reforms in Asia – 
China and the ASEAN region 

 
Monday, 01. April 2019 
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Sheraton München Westpark Hotel, Garmischer Str. 2, 80339 München 
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09:00 – 09:30 a.m. Registration  

09:30 – 10:15 a.m. Overview of the Chinese drug market and regulatory 
landscape 

 Structure of the Chinese regulatory authorities (NMPA, 
CDE, NIFDC, etc.) and their duties 

 Regulatory guidelines, legislation and requirements:  

 China specific vs. ICH requirements 
 Local manufactured vs. imported drugs 
 NCEs vs. NBEs 

Yingying Liu 

10:15 – 10:45 a.m. Coffee break  

10:45 – 12:30 a.m. Regulatory procedures in China and their challenges 

 Clinical trial application (CTA) 

 CTA process (incl. Ethical Committee and human 
subject samples importation application) 

 CTA relevant topics (incl. dossier preparation, CMC 
requirements, change management during CTA, 
foreign clinical trial data acceptability, `Silent 
approval` database, clinical trial registry, etc.) 

 Marketing authorization application (MAA) 

 MAA pathways overview: Different strategies for the 
fast MAA approval 

 MAA relevant topics (incl. dossier preparation, CMC 
requirements, master file and bundling review, MAH 
system, overseas inspection overview) 

 Overview of Post-approval lifecycle management 

 Overview of Pricing and Reimbursement, Data 
Exclusivity and Patents  

Yingying Liu 

12:30 - 01:30 p.m. Lunch break  



 

01.30 - 02:4

02:45 - 03:1

03:15 – 04:3

04:30 - 05:0
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