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INTERNATIONAL COUNCIL FOR HARMONISATION OF TECHNICAL
REQUIREMENTS FOR PHARMACEUTICALS FOR HUMAN USE (ICH)

ICH HARMONISED GUIDELINE

INTEGRATED ADDENDUM TO ICH E6(R1):
GUIDELINE FOR GOOD CLINICAL PRACTICE

E6(R2)

Current Step 4 version

dated 9 November 2016

http:// www.ich.ord fileadmin' Public_ Web_Sit¢CH_Produci§uidelines/Efficac\ f@E6_R2 Step 4.pdf






EUROPEAN MEDICINES AGENCY

SGCLENCE MEDICINES HEALTH

1 December 2016
EMA/CHMP/ICH/135/1995
Committee for Human Medicinal Products

Guideline for good clinical practice E6(R2)

Step 5

Adopted by CHMP for release for consultation 23 July 2015
Start of public consultation 4 August 2015
End of consultation (deadline for comments) 3 February 2016
Final adoption by CHMP 15 December 2016
Date for coming into effect 14 June 2017

http:// www.ema.europa.eldocs/en_GBdocument_libraryScientific_guidelir2009/09/WC500002874.pdf
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Date for coming into effect 14 June 2017
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