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3 October 2011 
EMA/HMPC/269947/2011 
 

HMPC Assessors Training on Quality for Herbal Medicinal 
Products 
Agenda  

14 October 2011, 09:00 to 17:00, room 3A 

Chair: Burt Kroes 

European Medicines Agency, 7 Westferry Circus, Canary Wharf, London E14 4HB 

 Agenda Speaker 

9.00-9.10 Welcome & Introduction B. Kroes (NL) 

Session I Combination products   

9.10-9.40 Evaluation of combination products – overview and 

examples 

S. Bodemann (DE) 

9.40-10.10 National experience in evaluation of a combination 

product 

R. Länger (AT) 

 Discussion  

10.40-11.00 Coffee break  

Session II Non-European traditional medicines  

11.00-11.30 Ph. Eur. monographs on TCM and other traditional 

medicines - specific challenges including processing and 

names 

M. Wierer (EDQM) 

11.30-12.00 National experience in evaluation of a TCM product   B. Kroes (NL) 

 Discussion  

12.30-13.30 Lunch break  
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Session III Stability and other critical aspects of (T)HMP 

assessment 

 

13.30-14.00 Applying stability guidance – overview and examples K. Reh (DE) 

14.00-14.30 Example of critical aspects in the quality dossier of a HMP L. Anderson (UK) 

 Discussion  

15.00-15.20 Coffee break  

Session IV Comparability of herbal preparations  

15.20-15.50 Comparability of herbal preparations I (focus quality 

aspects, several examples) 

K. Hvolby (DK) 

15.50-16.20 Comparability of herbal preparations II (focus regulatory 

aspects) 

H. Neef (BE) 

 Discussion  

16.50-17.00 Conclusions B. Kroes (NL) 

 


