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This presentation should contain ideas and sentences which
could irritate the audience .....

The authors are perfectly aware of this danger and are terribly
sorry with all caused inconveniences.

But they think that it could contribute to feed free and positive
discussions between industry and regulators.

We hope to be successtul and have a very good PQLI Berlin
meeting.

Emer, Susanne, Jean-Louis, Ian and Jacques
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® ICH discussions in July 2003 (Brussels) for agreeing a
consensus vision : “Develop a harmonized pharmaceutical

quality system applicable across the life cycle of the product
emphasizing an integrated approach to risk management and

science’

® From this vision, elaboration of new ICH guidance :

+ Q8 : Pharmaceutical Development (step 5) plus ICH Q8 R
(still ongoing before step 2),

+ Q9 : Quality Risk Management (step 5),
+ Q10 : Pharmaceutical Quality System (step 2).
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The EU regulatory point of view on integration of different
ICH quality concepts

Quality Risk
The Regulatory Management

system
/ S8
Quality system

Quality Risk
Management

Which is different

it
xisting GMP from others as ....
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: , For companies with :
Quality Risk 1. Good design and

The Regulatory Management control strategies

Quality System )
(Q9) 2. Good Risk
Quality Risk Management strategies
Management 3. Good Quality Systems

Quality by Design

(Pharmaceutical
Development) Reduced regulatory

burden:

» Reduction of
submissions on
changes/variations
Inspection of quality
systems

From J. Berridge
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Pharmaceutical quality system

Quality Risk
Management

From Blair Fraser ONDQA, OPS, CDER




Pharmaceutical quality system

From Blair Fraser ONDQA, OPS, CDER
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From Gerry Migliaccio
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From Paul Stott, Astra Zeneca
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From J. Berridge
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From

To

Specifications based on process
history

Control strategy developed from
process understanding and control

End product testing

Real time assurance of quality

Validation through three
consecutive batches pre launch

Ongoing validation through routine
manufacture

Focus on reproducibility, ignoring
variation

Focus on robustness, controlling
variation

Processes locked down, changes
require review. Less flexibility in
lifecycle management

Flexible process allowing
continuous improvement

Quality control

Quality assurance

From Steven Cook, GSK
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Thanks for
Emer Cooke (EMEA)
Susanne Keitel (Bfarm)
Jean-Louis Robert (LNS Luxembourg)
Ian Thrussell (MHRA)

who contributed to this presentation
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Thank you for your attention




