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"1.PQS
- Scope

- Effectiveness of PQS
- Objectives
v" Product Realisation
v/ State of Control
v" Continual Improvement

r

3. Continual Improvement of Process
Performance and Product Quality
- Product Lifecycle

- Enablers
v" Knowledge Management
v QRM

- Quality Manual

2. Management Responsibility

Senior Management

Quality Policy

Quality Planning

v" Quality Objectives

- Management Review

- Outsourced Activities/Purchased
Materials

\

=— PQS Elements
v" Monitoring System (Table 1)
» Control Strategy
CAPA System (Table I1)
Change Management System
(Table 111)
v Management Review (Table V)

v
v

,

\

4. Continual Improvement of the PQS

- Management Review of PQS System
- Monitoring

- Outcomes

A

- Change in Product Ownership

'\

Annex |. Potential Opportunities

f

'\

Annex Il. Diagram of PQS Model




Diagram of PQS Mode/

PQS Elements
- Monitoring System
- CAPA System
- Change Management System
- Management Review

Management Responsibility
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Quality Risk Management

Enablers
Knowledge Management
\
GMP
r
Product Pharmaceutical Technology . Product
Lifecycle Development Transfer Manufacturing Discontinuatio

Gerry Migliaccio, May 9, 2007
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Quality objectives
Pharmaceutical Quality manual ¢ PQS elements ]

Quality System QRM Enablers (QRM + KM)
Product lifecycle

Outsourced

Management _
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Q8 Minimal Approach
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Q8 Enhanced Approach
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Q8, 1.1

The Pharmaceutical Development section provides an opportunity to present the
knowledge gained through the application of scientific approaches and quality risk
management to the development of a product and its manufacturing process.

It is first produced for the original marketing application and can be updated to
support new knowledge gained over the lifecycle of a product.
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Regulatory Flexibility/Intensity of Oversight

ISO 9001 GMPs
Management @ <:> QA Function
Responsibility

Product
Customer Focus
Focus Annual Review,

CAPA (EU GMP 1.5)

ustomer |
Satisfaction & Regulatory
Continual post approval
Improvement change process

XT. Yamada, Q10 EWE Yokohama (June 5, 2006)
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o Q10 s intended to describe an approach to developing an
effective quality system. A firm may choose to adopt certain
elements of Q10, all of Q10 or an alternate approach to a
quality system. The extent to which Q10 or any other quality
system approach is adopted may depend on a firm’s existing
quality system as well as the size and complexity of
operations. This design, implementation and
demonstration of an effective Quality System can create
a basis for flexible regulatory approaches. The degree of
flexibility Is predicated on the demonstrated
effectiveness of the Quality System.



Operational and Regulatory Flexibility (Q12)

e [he extent of operational and regulatory flexibility is
subject to product and process understanding (ICH
Q8 and Q11), application of risk management
principles (ICH Q9), and an effective pharmaceutical
quality system (ICH Q10).
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Management/Senior Management
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(Conceptual) Management Review Commitment

Communication
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Managers Senior Management

XT. Yamada, Q10 EWE Yokohama (June 5, 2006)
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