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ICH Mission

* To make recommendations towards achieving
greater hamornisation in the interpretation
and application of technical guidelines and
requirements for pharmaceutical product
registration, thereby reducing or obviating
duplication of testing carried out during the

research and development of new human
medicines




History of ICH

In 1990, ICH was established as a joint

regulatory/industry project in Europe, Japan and the
US with observers of WHO, Canada and EFTA
(Switzerland).
successful in achieving harmonisation of more than 70
technical guidelines and the format and content of
registration applications (CTD)

In 1999, ICH created the Global Cooperation Groups
(GCG) to promote a better understanding of ICH
guidelines and ICH itself

In 2008, Regulators have been invited to the regulators
beyond the ICH regions as Regulatory Forum (RF) to
discuss important regulatory issues



|ICH Structure
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Several criticism to the ICH process
In Europe

. Governance

Regulatory guidelines are elaborated and adopted with
equal participation of the regulated industry

International outreach

ICH guidelines have a global relevance, but are still
essentially developed by 3 original ICH parties

. Consultation

Only the innovative industry is participating in the ICH
process

. Transparency

interested parties other than regulators and the
industry are not part of the ICH process
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Challenges and the Future
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. New Technology

. BB71AGlobalization

. Transparency

. Operational Efficiency
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