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MHRA (the United Kingdom) |,
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| CMRA International Coalition of Medicines Regulatory Authorities
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»Supply Chain :
» Crisis Management B I\/‘[RA
»Pharmacovigilance

See more from: http://www.icmra.info/




IPRF (International Pharmaceutical Regulators Forum)
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» Cell Therapy
» Gene Therapy
» Nanomedicines

International Pharmaceutical
Regulators Forum

See more from: https://www.i-p-r-f.org/index.php/en/
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= History over 20 years

* Involvement of both regulators and industry
= Science-based, consensus driven

= Clear and effectively managed process

= Limited number of players with comparable regulatory
and technical capability

= Commitment of regulators to implement products of
harmonisation

= A common global platform and tools
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Governance: Focus the role of regulators in ICH and further
distinguish decision-making role of regulators vs. regulated industry

Transparency: Improve transparency and openness of ICH and
Its processes —provide more on website about ongoing business
and work products

International outreach: Increase the involvement of other

regulators as well as those global industry sectors that are affected
by ICH guidelines

Legal entity: Setup ICH as a legal entity as continuing activities
In the current informal setting will be difficult in the changed
environment e.g. with more members

Funding: Identify an alternative funding model that would make

ICH less dependent in the future of the current form of industry
funding
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Assembly is:
 The overarching body of the Association composed of
all Members that takes decisions, regarding Articles of
Association, Rules of Procedures, admission of new
Members, adoption of ICH Guidelines, etc.

Management Committee is:
e The body that oversees operational aspects of the
Association on behalf of all members including

administrative and financial matters and oversight of
the WGs.
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* The Management Committee provides recommendations
on the selection of new topics for harmonisation as well as
on the adoption, withdrawal or amendments of ICH
Guidelines.

* The Assembly takes decisions
o By consensus

o In the absence of consensus: vote in accordance with
the Articles of Association where only regulatory
members have the right to vote
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Engagement in the ICH Process
e Past regular attendance in ICH meetings

e Past appointment of experts in WGs

Application of ICH Guidelines

« Have implemented at least the following ICH
Guidelines :

- Q1: Stability Testing guidelines

— Q7: Good Manufacturing Practice Guide for
Active Pharmaceutical Ingredients

— EG6: Good Clinical Practice Guideline
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Type of Organisation

e Global pharmaceutical industry organisation
Engagement in the ICH Process
« Past regular attendance in ICH meetings

o Past appointment of experts in WGs

Impact of ICH Guidelines

« The organisation and/or its members must be
regulated or affected by ICH Guidelines
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* Limited eligibility criteria for new Observers

* Rights of Observers:

« To attend ICH Assembly meetings but no right

to vote or automatically appoint experts in
WGs

« Standing Observers (WHO and IFPMA)

maintaining their right to appoint experts in
WGs

* No duties are imposed on Observers
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* Members:

Founding Regulatory] EC, MHLW/PMDA, FDA
Founding Industry] EFPIA, JPMA, PhRMA
'Standing Regulatory] Swissmedic, Health Canada
[Industry] IGBA, WSMI (new)

» The International Generic and Biosimilar Medicines Association
» The World Self-Medication Industry

* Standing Observers: WHO, IFPMA

* Observers: (next page)
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Observers:

[Regulatory Authorities] ANVISA (Brazil), CDSCO (India),
COFEPRIS (Mexico), HAS (Singapore), MEDS (South

Korea), Roszdravnadzor (Russia), TEDA (Chinese
Taipeli), TGA (Australia)

RHIs] SADC, GCC, PANDRH, APEC, ASEAN, EAC

International Industry Organizations] BIO

International Organization] CIOMS, EDOM, IPEC, USP
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Thank you for your attention

Visit our websites:
www.ich.org
www.meddra.org

International Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use


http://www.ich.org/
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