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a2 B ERSED TR F712(1)
¢ ISPE Baseline® Vol.5 Commissioning and Qualification(2001)

O The Guide provides advice and guidance that may be applied to all types of facilities,
utilities, and equipment found in the healthcare industry. The Guide has incorporated
comments from industry representatives from all areas and disciplines, FDA Field
Investigators, and personnel from the FDA's CDER.

O 3AZyaz= o &9A)71r—2a DB EICEATIERN LTI (BAEZRHY) )
[FU&IC
FHHIUEELO BT
AN -TRAA M B LR )
Good Engineering Practice( GEP)
AZya=v9y
DA 715=320T39FT1R
sELREHLEL—
R4 R E AR 1 EEEC1Q)
B RE AR Rl 0Q)
. BR{E M EEE R 1 FEEC(PQ)
1. BhE7OI7L4
> W77 KRR, BRAT77102 . EE—RFRF
> FASEMBER. L. SE MK 26
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SR EEEREEDHINZ1(2)

¢ ASTM E 2500-07(consensus standard, 2007)
Standard Guide for Specification, Design, and Verification of
Pharmaceutical and Biopharmaceutical Manufacturing
Systems and Equipment

o ASTM International( IB#Hl3. American Society for Testing and Materials )H\ 51T iR £ TR,
FDALE, ) /)—AN%F({L 2R DB T. FDADHLHE L ATHIN—=TETLWEWLREFICDNT, EXIC
CNSDHIREFIRA(O YRR 4—R)TRCEEBAE.

0 (EAEE
CDHINE. EERESUICNAAEERDOLUT2SCREATLICERZNS. HmmE. B8
DEBICHKEEZEAZIBNDHZ5E HEHR. 7O0CAEES. (HHRE. 7TO0CAERGIHEE. B8
EATL(FEDTREVATLEER )LETHS

o BR
Scope
Referenced Documents
Terminology ul J /

Summary of Guide INTERNATIONAL
Significance and Use

Key Concepts

Process

Supporting Processes
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i EEEREEDHINZ1(3)

¢ |ISPE Guide "Science and Risk-Based Approach for the Delivery of
Facilities, Systems, and Equipment” (FSE Guide). (June, 2011)

¢ ASTM E25000)E#rLEMETT iEZRLUIHIR

0 This Guide (FSE Guide) provides direction to industry on the implementation of a
science and risk based approach for demonstrating that pharmaceutical and
biopharmaceutical facilities, systems, equipment, and associated automation are fit for
intended use. This Guide is intended to be compatible with ICH Q8 (R2), Q9, and
Q10, and the ASTM E2500-07 Standard Guide. These publications emphasize the
importance of science hased process understanding and the use of risk management
principles to focus on aspects critical to product quality and patient safety.

> 1 Introduction
» 2 Overview of the Life Cycle
> 3 Requirements

4 Specification and Design

5 Verification, Acceptance, and Release

6 Continual Improvement

7 Quality Risk Management

8 Good Engineering Practice

9 Design Review

10 Change Management

11 - 17 Appendices

Y V.V V V V V V
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FSEHAR(2)

O FSEAAK:ASTM E2500DE%XHrR(Q8, Q9%ZE A )
O Verification: F18> A7 L0 ERIU/-fFER(SEL TLVS
CEEFEITRIL

Interdiscipl.
Expert Team

R&D Subject Matter Expert (SME)

List of
Critical

Verification Testing,
(Design to Performance)
to confirm Critical Aspects
meet Acceptance Criteria

Initial Acceptance
B and
Release Operation,
Continuous

Improvement

Product \
and Process

Risk ") >3 Aspects [ 3
Assessment ’ (CQA, CPP)

Verification

Knowledge
(initial CQAs,
CPPs)

-IIIIIIIIIIIIIIIIIIIIIIII.

Appr. Appr. - Review all completed u Appr.

N by Q by Q . verification test documentation . by Q

CPP: Critical Process Parameter Unit Unit |m by second, independent SME n Unit
CQA: Critical Quality Attribute - -
. -
u |
. |

GEPD AT LK
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i EAEIEREDHIRT71/(4)

¢ |ISPE Good Practice Guide “Applied Risk Management for
Commissioning and Qualification” (October, 2011)

O The Guide are to:

> provide a "roadmap” for possible strategies for a migration from traditional qualification
practices towards science- and risk-based approaches to qualification

> link the traditional qualification practices (e.g. in ISPE Baseline Guide Volume 5) to the
verification approaches and terminology (e.g. in the ISPE FSE Guide and ASTM E2500)

> describe practical methods for applying Quality Risk Management to equipment, systems,
and facilities with regard to minimizing costs and time and with regard to the organizational
impact of a transition to science- and risk-based approaches.

> 1. Introduction

» 2. Fundamentals of Applied Risk Management for Commissioning and Qualification
» 3. Operation and Continual Improvement

> 4. Supporting Practices

» 5. Quality Risk Management

> 6. Cost Control and Process Performance

» 1. Applications and Considerations for Speciality Facilities

» 8. -13 Appendices
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ISPE Guide “Applied Risk Management for
Commissioning and Qualification” (2011)

o Applied Risk Management i1k
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Baseline Vol. 5 C&Q, ASTM E2500, FSE Guide
and Applied Risk Management Guide®B3{&(2)
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Key Concepts(1)
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1. Science-Based Quality Risk Management( Bl IcED<REVA

PRRTIA/D)

2. Product and process understanding( ¥ m& 7Ot ANIEHR )
3. Flexible approaches to verification( {t#RETERBADREEDH

3770—F)

4. Focus on achieving fitness for intended use( ERIL7-fER D 7=

HOBEEDZERICER)

5. Clarification of roles and responsibilities( fEIX> F{EDBEATEIL )

6. Leveraging supplier activities({t{8& ZE1D;HH
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Key Concepts(2)
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Specification and Verification
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GEP: Good Engineering Practice
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Basis of Design
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