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INTRODUCTION

• ICH stands for “International Conference on 
Harmonisation of Technical Requirements for 
Registration of Pharmaceuticals for Human 
Use”.

• ICH is a joint initiative involving both 
regulators and research based industry 
representatives of the EU, JAPAN and the US in 
scientific and technical discussions of the 
testing procedures require to assess and ensure 
the safety, quality and efficacy of medicines.



OBJECTIVES

• To increase international harmonisation 
of technical requirements to ensure that 
safe, effective and high quality medicines 
are developed and registered in the most 
efficient and cost effective manner.

• To eliminate unnecessary delay in the 
global development and availability of 
new medicines by maintaining quality, 
safety and efficacy to protect public 
health.



STRUCTURE OF ICH

• It’s a joint initiative of regulators and industry as equal 
partners in scientific and technical discussion for the testing 
procedures which are required to ensure the safety, quality 
and efficacy of the medicine.

• The founder members of ICH are Europe, Japan and USA.

• ICH composed of six parties, three observers and IFPMA.

The six parties are:-

1. EU (European Union)

2. EFPIA (European Federation of Pharmaceutical Industry 
Association)

3. MHLW (Ministry of Health Labour Welfare, Japan)

4. JPMA ( Japan Pharmaceutical Manufactures Association)

5. PhRMA (Pharmaceutical Research Manufactures of America)

6. FDA (Food and Drug Administration, USA)



The three observers are:-

1.WHO (World Health Organization)

2.EFTA (European Free Trade 
Association)

3.Health Canada Organization



ICH guidelines 
(Quality Guidelines)

Q1A - Q1F Stability

Q2 Analytical Validation

Q3A - Q3E Impurities

Q4A - Q4B Pharmacopoeias

Q5A - Q5E Quality of Biotechnological Products

Q6A- Q6B Specifications

Q7 Good Manufacturing Practice

Q8 Pharmaceutical Development

Q9 Quality Risk Management

Q10 Pharmaceutical Quality System

Q11 Development and Manufacture of Drug Substances

Q12 Lifecycle













THANK YOU


