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About myself

m General Manager, Tasly Sants

m Head of Quality, TSKF (one of GSK China sites)
m Schering-Plough

Operational Quality Manager, responsible for
API quality operations, new product
Introductions, global supply to US, EU, RoW

Quality Compliance Manager, responsible for
internal, supplier and external audits,
validation (SAP, new facility start up — API
Biotech, Tablet, DPI)

Senior Quality Supervisor for product release

Process Chemist, provide on line process
support, GMP, assist production manager

R&D chemist, for API




Topics to explore:

Understanding The Differences — Sustainability vs
once off

m Definition

m Management responsibilities

m Perspective on deviation, documentation
m Compliance approach

m Thinking style
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Key Concepts & Relationship

PRODUCT LIFECYCLE >

Pharmaceutical
Development

Custpmer
requirements

Technology
Transfer

Manufacturing

Product
Reqguirements QC

Kmnowledge
Management

Techmologw
Transfer

Product/iProcess
Monitoring

Self
Assessment

Development Studies
-DOE, PAT

-Original studies

- (additional studies)

FProcess Control
& Performance

Root Cause [
CAaPA

Resource
Management

Management
Rewiew

Procedures
& Methods

Change
Management

GMP

Quality Risk Management

Knowledge Management

~

Enhanced
Understanding

(product /process)

Manufacturing Experience

- Batch Data
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= Continual Improvement

» Real Time Assurance
of Quality

» Continuous Process
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Evolution History of Quality in Pharma

m Qua
m Qua
m Qua
m Qua

ity Control — testing, inspection, IPC

Ity Assurance — prevention

ity Management — design, develop, implement
ity System — integrated approach

GMP and QC is integral part of Quality Management

¥
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What is Quality 214 & i &2
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What is Quality ? {4 & it 5?2

m Definition X

the totality of features and characteristics that bear on the ability of
a product to satisfy fitness for use, including safety and performance.

7 b AL 2 A P ANSE 1 R E ) R AR AIE

A quality product is not build through inspection, but through the
system. %5 i AN A 56 SRR, T2 e AR ARSI A 4 R

Quality cannot be ‘Tested In’ vs QC
C FREAF R LR




" S
What is Quality System 4 /& ik R?

Build Your Quality System to Meet beyond basic regulatory
requirements E A AR TTHAE K

Implementing a robust quality system can help ensure compliance with
regulations related to safety, identity, strength, quality, and purity as long as the
guality system addresses the minimum requirements of cGMP regulations as
well as the needs of the manufacturer.

AN ROK R A R I S R UE A DR A, e AR VAR I A S k. e A R
R T cCGMP SRR, 12438 ) i 22

cGMP is integral part of Quality System
Not just paper exercise

Legal evidence of compliance, proof of
integrity

» Beyond basic compliance vs just meet
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The management’s responsibilities

m  Moral responsibility to the public
m Ensure fit for use, provide quality, safe and efficacious product

m  Commitment of Senior management, supported by participation across
all levels, by company’s suppliers and distributors

m Effectiveness of Quality Assurance documented and monitored

m Not just about compliance

Visible leadership to establish and maintain company wide culture and commitment
to Quality and improvement - > Sustained compliance

m Quality cannot be owned by Quality Department
Management is accountable

» Leadership, quality culture vs quality function

E)) e Senior Management vs Quality Department

ICH Q10 : “Quality should be built into the product, and testing alone cannot be relied

on to ensure product quality.”

\CH Q10: &N ZZ L1 F, LRI 12 I AT R U™ e ST 2 1Y
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Leadership and Culture 45§ J3 #1304k

m Effective leaders shape the culture of their organizations through a
powerful combination of message matched by action

AT AT A R B R AT ST ZA ) SCAE

m Ethics and Integrity — the ability and
The spirit of the law transcends the law itself.

- SO A SRR E A b Al 2R ) e
RER RS BEAE T E R A @@ti_bﬁﬁ A

Core value :
« Moral responsibility vs just ajob
 Trust but verify

(@ @
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Levels of Quality Culture Jii & AL,

Ideal PEAEAL

Continually improving.
Quality designed in inspection ready at all

times.

VLW Effective and efficient faittArg sk
Preventative approach to quality.

Consistent, predictable compliance.

Variation reduced and control improved.

RV=K Effective A3ME:

Corrective approach to quality issues.
Improved control

AR, Defined %]

Remedial approach to quality.

EYEE No system &H RSt
Does not have any or little quality
understanding

NIl
=
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Quality System Model Jii &4k 2 i 1

Act

Management . Fesource
responsibility management

Lifecycle
management

L~ Evaluation

- Plan -

Infrastimcture

Do Check
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. Qality System Infrastructure
0.1 Define Quality System Scope

0.2 Build Quality System to Meet Beguirements

0.3 Docvment the Quality Svstem

. Strategic Management

1.

[E S —

N P

Provide Leadership

Beview System Effectiveness

Identify Customers and Products/Services
Establish Policies, Objectives, and Plans
Structure the Organization

. Besource Management

Bt bd B Ld L

L e L b

Develop Personmel

Purchase Materials and Services
Control Outsovrced Work
Supply and Maintain Equipment
Provide Support Services

3. Lifecycle Management
3.1 Plan Worl
3.2 Design Mew Products, Services, Processes
3.3 Accept Work
3.4 Perform Work under Controlled Conditions
3.5 Detect Problems before Product'Service
ERelease

4. Quality System Evaluation
4.1 Monitor and Measure Selected Metries
4.2 Work through Problems
4.3 Analyze Data for Trends
4.4 Aszsess Consequences
4.5 Conduct Andits
4.6 Address Fecuring Problems
4.7 Anticipate Problems
4.8 Promote Improvement
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Lifecycle approach

Product & process design and development

Design formulation and
process to meet
product CQAs

F

Understand impact of
material attributes and
process parameters on

product CQAs

Risk assessment and risk control
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Quality System Model Jit 5 R Gifsi A4

m Specifically, successful quality systems share the following characteristics: Ji% 2} i) it 44
A LRI

Science-based approaches AR}k BEAlifr) 7y 28
Decisions based on an understanding of the intended use of a product ¥ 5L}
T i FH R ) 78 o A
Proper identification and control of areas of potential process weakness i@ =i}
A A] A ) A 55 5
Responsive deviation and investigation systems that lead to timely remediation 5 %%
P s 22 R U 7 2R 0 DRI A IR PR P 5243 it
Sound methods for assessing and reducing risk 15 %% (1] J7 12 PFA% A0 FEAR XU

Well-defined processes and products, starting from development and extending
throughout the product life cycle

NI 2177 il (R A A iy RS v 53 5 R e SCIRY ek R
Systems for careful analysis of product quality /= & it &= 1AL 5 R S8
Supportive management (philosophically and financially) >z ¢ 'E 4 ¥

o Systematic, logical, holistic approach vs adhoc
Eﬂ%\)
=

In depth problem analysis vs surface patching

SOP is in place and in use vs SOP is for show

Data based evidence and facts vs experience, gut feel
Sustained compliance vs just get NDA approval
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Level 5 Quality Culture 555%% Jii & 4k

m In a robust, modern quality system as described in ICH Q10 will

demonstrate : ICH Q210 Fi& Hi 55 A I ERAC 1 B A4 5 B ik BH:
commitment by Senior Management = J2 & 2 i & %
aligning quality system plans with the manufacturer’s strategic plans Jii &= v &I F14= 7= 11kl
[ 2
managers should demonstrate strong and visible support for the quality system &3 J=H
s KPR AT I FRT0T T = A R ) S
global implementation throughout the organization (e.g., across multiple sites).4=EkZH 2R 4
) i it
Active internal communication on issues that may affect quality at all levels 7& 576 /= [H 1)
A OB n) 7R PN AT A 3
Effective integration of Quality systems staff into manufacturing activities J5i & 14 & 4 % Hh
AP T BhAH 4 5.
Promotes improvement #E5)) 25tk
m  When fully developed and effectively managed, a quality system will lead to
consistent, predictable processes that ensure that pharmaceuticals are safe,
effective, and available for the consumer. 24— AN U A4 2R 56 4 5l 37 FAA RO A BRI,
— AR IR T 0L IR R 2 DRATE 24 i RV B 3 o At 22 A ORI T A5 2111
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Summary

The difference -

m quality cannot be tested into

Senior Management responsibilities vs Quality Department
Legal evidence vs just paper record

Data driven, evidence based fact vs gut feel. Understand
the why is important.

Systematic and holistic vs sporatic / adhoc

Sustained compliance approach vs just meet standards
Moral responsibility vs just a job

Sustainabillity is key
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Reference Websites

m Www.ich.org

m http://ec.europa.eu/enterprise/pharmaceuti
cals/eudralex/nomev4.htm




THANK YOU'!



