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The guidelines and concept papers which have been adopted during this meeting of the Committee for 

Medicinal Products for Human Use (CHMP) will be published shortly on the website of the European 

Medicines Agency. 

Committee for Advanced Therapies (CAT) 

Reference number Document Status1 

EMA/CAT/CPWP/686637/2011 Guideline on the risk-based 

approach according to Annex I, 

part IV of Directive 2001/83/EC 

applied to Advanced Therapy 

Medicinal Products 

5-month public consultation 

 
Quality Working Party (QWP) 

Reference number Document Status1 

EMEA/CHMP/CVMP/QWP/17760/

2009 Rev1 

Guideline on the use of Near 

Infrared Spectroscopy by the 

pharmaceutical industry and the 

data requirements for new 

submissions and variations 

 Overview of comments 

received 

(EMA/989848/2011) 

3-month public consultation 
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Pharmacogenomics Working Party (PGWP) 

Reference number Document Status1 

EMA/CHMP/37646/2009 

 

Guideline on the use of 

pharmacogenetic methodologies 

in the pharmacokinetic 

evaluation of medicinal products 

adopted 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
1 Adopted or released for consultation documents can be found at the European Medicines Agency website (under 
“Document library-Public Consultations” or under “Regulatory-Human Medicines”). 


