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* Steering Committee

— The ICH Steering Committee (SC) is the governing body that oversees the
harmonization activities. Each of its six co-sponsors (EU, EFPIA, MHLW, JPMA,
FDA, PhRMA) has had two seats on the SC. WHO, Health Canada, EFTA and
IFPMA are the observers.

— Decision making for new guidelines and management of overall ICH activities

e |CH Working Groups (Expert WG, Informal WG)

— Each party establishes a Contact Network of experts within their own
organization and each of the six parties have nominated a Topic Leader as the
contact for the topic for developing new guidelines.

e Global Cooperation Group

— The Global Cooperation Group (GCG) was originally formed as a subcommittee
of the ICH Steering Committee in 1999 in response to a growing interest in ICH
Guidelines outside the three ICH regions. It consists of five Regional
Harmonisation Initiatives (RHIs) (eg, APEC, ASEAN, EAC, GCC, PANDRH and
SADC).

— The purpose of the Group is to provide training opportunities of the new
guidelines globally



http://www.ich.org/about/about/organisation-of-ich/steering.html
http://www.ich.org/about/about/organisation-of-ich/working-groups.html
http://www.ich.org/about/about/organisation-of-ich/coopgroup.html
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Member: JP: MHLW/PMDA+JPMA Europe: EC/EMA+EFPIA USA: FDA+PhRMA
Observer: Health Canada, EFTA(Switzerland), WHO
Secretariat: IFPMA

Steering Committee EWG (Efficacy)

EWG (Safety)

GCG

EWG (Quality)

+RHI (APEC, ASEAN, African (EAC,
SADC), Arabian (GCC), South
America (PANDRA)

+DRA/DoH (Australia, i

Brazil, China, Chinese
Taipei, India, Korea,

Co-chair
Dr. Justina A. Molzon
Dr.Hironobu Saito

EWG (Multidisciplinary )

Informal WG







Current Membership of ICH Steering Committee

e Ms. Lenita Lindstrom: Directorate General for Health and Consumers, EC
e Dr. Tomas Salmonson: CHMP Vice Chairman, EC
e Mr. Richard Bergstrom: Director General, EFPIA

e Dr. Sabine Luik: Sr. Vice President, Medicine & Regulatory Affairs,
Boehringer Ingelheim

e Mr. Naoyuki Yasuda: Director, International Planning, MHLW

* Dr. Nobumasa Nakashima: Office Director, International Programs Office,
PMDA

e Dr. Kurajiro Kishi: Director, Medical & Scientific Department, JPMA

* Dr. Hironobu Saito: Vice President, New Drug Regulatory Affairs
Department, Daiichi Sankyo

* Dr. Teresa M.Mulline: Director for Planning and Informatics, CDER, FDA
* Dr. Justina A. Molzon: Associate Director, International Affairs, CDER, FDA
e Ms. Joan Wilmarth Blair: Senior Advisor, International Affairs, CBER, FDA

* Dr. Patrick Brady: Vice President, Science Policy and Technical Affairs,
PhRMA

* Dr. Peter K. Honig: Head of Global Regulatory Affairs, AstraZeneca
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ICH Process for new guideline

Publishing hm Implementation

Adoptlon of an ICH Harmonised
Tr| artite Guideline

Public Comments Step3 | Regulatory consulation and Discussion
Adoptlon of draft guideline by Regulator Parties

m Confirmation of six-party consensus on Technical Document
m Consensus Building - Technical Document

-

Proposal from Regulator/Industry
Concept Paper of each guideline

5 years Roadmap
Transparency (DIA/ICH workshop)

© 2011 ICH
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