Training / Workshops

Goals and objectives

+ Learning opportunities will be provided for
participants to practice in small groups the
"necessary skills for the implementation of
the three guidelines.

+ The workshop deliverable will include
materials to support understanding of
integrated use of the concepts described in
the ICH Q8, Q9 and Q10 guidelines.

— These materials will be used by both regulators

and industry to implement the three guidelines in

their organisations.
June 2008 ICH Q-IWG, Yoxkohama

Training / Workshops
What is the difference?

« Only 3 workshops endorsed by the ICH Q-IWG

+ Regulatory assessment and GMP inspection
implementation aspects will be discussed

» The same workshop will be offered by the same faculty
in each of the three ICH regions.

« All attendees to participate in the breakouts on each life
cycle aspect

» Report back for future Q-IWG Q&A development

« Workshop materials can be used for internal training by
competent authorities and industry

June 2009  ICH Q-IWG, Yokohama
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Training / Workshops

Outline of the training

* Outline
— Presentations (lecture)
— Break outs / Small discussion groups
— Panel Discussion Session

+ 2 days workshop before the ICH meeting
— Europe: Spring 2010
- Us: In between in Washington D.C.
—Japan:  Autumn 2010

June 2009 ICH Q-IWG, Yokohama 15

Training / Workshops

Event in non-ICH region

* Invited to come to the arranged regional
workshops

* Webcasting of regional workshops

* Provide structure and content to GCG
and / or WHO sponsored training

June 2008 ICH Q-IWG, Yokohama 16
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Training / Workshops
Co-sponsorship

Principle co-sponsor: ICH Q-IWG

Q-IWG established criteria for
co-sponsorship for logistics

« Selection of co-sponsor decided on a
global or regional basis (?)

June 2008 iCH Q-IWG. Yokohama

Training / Workshops
Next steps for planning

 Task force within Q-IWG
— Develop details of the entire training program

— Establish process and selection for training co-

sponsorship

— Recommend the program and logistics to Q-IWG

— Q-IWG to endorse the program

« Form a workshop / training planning committee
— Same planning committee for all regions (Q-IWG

members only)
- Including conference organiser / co-sponsor

June 2009 ICH Q-IWG, Yokohama
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Training / Workshops
Endorsement from ICH-SC

&

Training concept

Organisational approach

~ Timing along before ICH meetings
Selection process of co-sponsor
Involvement of ICH and non-ICH regions

@

L

®

June 2008 iCH Q-IWG, Yokohama 1

Next steps

Additional Q&As

 Implementation of the proposed
collaboration

- e.g. Case Studies, position paper

* Development and delivery of the training
workshops

— Development of training material
* Proposed additional activities

June 2009 iICH Q-IWG, Yokohama 20
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Proposed additional activities

+ ldentifying the need of revision / update of
existing ICH Quality guidelines in the context
of ICH Q8, Q9, Q10 and pending Q11

« Other evolving topics impacted and
stimulated in the light of the new paradigm to
be identified for avoiding potential dis-
harmonisation

» Proposal to revise the Q-IWG mandate will
be presented in ICH St. Louis

June 2008  ICH Q-IWG, Yokohama 21

Next steps to St Louis

» Work on open Q&A

- US: QbD; Japan: Knowledge Mgmt; EU:
PQS/Inspections

— Continue to collect additional questions
through the ICH Secretariat (IFPMA)

¢+ Q-IWG Task Team

— Development and delivery of the training
workshops

— Implementation of the proposed collaboration

June 2008 ICH Q-IWG, Yokohama 22
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Request to ICH-SC

Endorsement of updated Q&A

Proposed collaboration on Case Studies
(Articles / Position Papers)

Endorsement of workshop concept

Extend original duration beyond Nov 2009
to accommodate proposed Q-IWG
workshops and training

June 2009 ICH Q-WG, Yokohama 23
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Hiyama comments: I would delete Q02 and add the following QA.
This and Q02a can be combined.

Question! How can continuous process verification be introduced and employed in process

validation exercises?

Answer:

Continuous process verification can be established by placing process monitor/evaluation
tools at appropriate manufacturing steps based upon thorough product and process
understanding. Continuous process verification can be built in process validation protocols for
the initial commercial production, for manufacturing process changes and for the continual
improvement throughout the product cycle.

Manufacture of conformation batch(es) may not be necessary where continuous process

verification is employed because of its continuous verification feature.

Background:

There was discussion on continuous process verification relative to manufacture of (a certain
number of ) conformation batch(es) when Q8 approached step2. Then, the role of CPV shifted
toward to lifecycle approach of process validation. There was an attempt to write a paragraph
on (innovative) process validation in Q10. It, however, failed because of Q10 policy; not to
repeat GMP expectations. This is a history how we get spotty mention of continuous process

verification and innovative process validation approaches in Q8R2 and Q10.

From Yokohama discussion, EU and US do not have legal requirement of 3 batch conformance
manufacture while Japan requires 3 batch manufacture for the for the initial commercial
prospective process validation in their Process Validation Standards(2005). In all three

regions, process validation is legal requirement.
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