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Guidelines and concept papers
Adopted during the CHMP meeting 12-15 November 2012

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 European Medicines
Agency’s website under Regulatory/Human/Scientific guidelines. Documents for public consultation will
also be available under Document search/Public consultations.

Blood Products Working Party (BPWP)

Reference number Document Status

EMA/CHMP/BPWP/585257/2009  Guideline on the clinical 6-month public consultation
investigation of hepatitis B
immunoglobulins
EMA/CHMP/BPWP/410415/2011  Guideline on the clinical 6-month public consultation
investigation of human normal
immunoglobulin for
subcutaneous and/or
intramuscular administration
(SClg/IMIg)

ICH
Reference number Document Status

EMA/CHMP/ICH/529785/2010 Step 4 of the ICH Process - Q4B  adopted
- Annex 14: Bacterial endotoxins
test - general chapter

Quality Working Party (QWP)

Reference number Document Status

EMA/693923/2012 Guideline on pharmaceutical 3-month public re-
development of medicines for consultation with a limited
paediatric use scope
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