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« GAMP® 5: A Risk-Based Approach to Compliant GxP Computerized
Systems (ISPE) (B fRSZ: T2 1772)

« 21 CFR11 (USFDA)
o BINECRFEREFEIEEFMM (TFDA)
2% nn 1B R SR MIEE R4 (TFDA)
] EREERE , MRIL1 Efg{E£4t (TFDA)
« "EMBRRISHEH ) MAILS Bg:E kg (TFDA)
« GHTF SG3 - QMS - Process Validation Guidance - January 2004

X2

i

1
ot

_}bb
ED

2

e

M)
ot
[I

_}

5 6'2,9 LB TR s PO

Plastics Industry Development Center



Z\ 47]
)I\n

n

iR {E R REIUFFRIEETF

mu':ll

> U TIEE—BRETE . RoERE—EmE 2 rekRRERR-
_ EHRILALAEBEETM
TiT - B AR SR B -
> ERE TR RN AR ARt e
WEASY BB G Y BENEFERE
SERREREEEERE 5 -

}_DDZDDE

> B OIS RSN RIERA RS E R AR AR
MWAREHEE - ok om oM oA ¥
¢ BREALT— 55 A

7

(w: H- EHEI¥?§HI§§F¢Jb\
; 3 Plastics Industry Development Center



I z8z =

i == ad

BRERISIE

BHLRN-EAER

BN ZIER - BHOEREERSEH

REA

PEE181R - E

S i MH B 1 4R 5 R

1 2 G RIE S TR

SR AUEREmMmEARTEmmEEE

BEEX -

o« fEFRIE

- €% AER

B -

- ISR S ERBARY

- EE

LHESN 15 1R XE!

THEAE S -

o

ZZ|THEAERY -

@

wx 2812 TS iln S8 E P o0y

Plastics Industry Development Center



mu':ll

IR {CIE-BERER

\TII

El{C R E R EINIE RS MIRITER 2RI RAZRER 2

“*752173;% , EIRFIRIBE PRI EER] 2 H Kk IaE 2 Eik{E &

-~
-
’@f

FheB iR FIrIR R R E IR IE A S8
SRR ZHA ~ MIEIRIE - SXIEER
=Bl AN E

B P ISEETT -

ARMBE ~ BEPYIRIE

it oJEEE R EE

EINHEE R AR AZ R LIE - DBEEZAED

@i

p

wx 2812 TS iln S8 E P o0y

Plastics Industry Development Center



i

B CHEN-BAER

i

IxE
\

=

o FBRMZEIZS
T LEmmEZSFRRIERNZRRB/ B (Kis

— RoE=JE=0RAA
AR HERILAT 22 47%)
—- B/ R EERE - FALURE/WE/EERIE Z EBikERE
AIRE R4 WERP/IHEZRMR/FZZRM
EMmEAFAERIEERIRER

*N\ I%EE ANX 1% &

Ui
Xz

ERAZHIEE/ Ak R Risk L

Eig 5 WA (i EE) sXmEE e 8 e e E EE.?';?F Class Priority | &%
CSW32 EEREERE

1.2 KK 1060201 KK A40) 1 1

J(AAA/123)

EERS

1.3 ZFZ NB (ASUS/PV450) HHK FHHK FHHK 30Q 2 3

SAP

6'2,9 DB TERMERPL

Plastics Industry Development Center



B iR CHEX-EIEEK

== K&K« Z 17
[2 P82 88 Bl (GAMP 5/5 - D1~ M3) Eg;.f_ﬂ:,%,%_ %}\
= J4S ik BE S 4 RE B ( O BEE 2 4AHh Bl BS EE}E@ 5&
EMEGEET EE(MERFANE—BER) i 3k

URS &K B1EE T (7.5.1 ERLHEREE) GAMP 5/7 - D1)
SNEBER S 2 BRI (7.4.1) GAMP 5/M2)

W ITHEE Z5)I%R (ISO 13485 6.2)

3Q EREEMEN (FEXLETE! ~ HEES) GAMP 5/D5)

BTN B 2 44
(BT - 4% 22 BREERE  EEEERE - AS

AlZR ~ MEEBETE ~ TEARHE ~ FBBEREE) (GAMP 5/01~013)

B EAER(EPR) Gamp 5/52)
S - 3% B2 (GAMP 5/53) 10 @ MR YRRR TR L

Plastics Industry Development Center



GAM P 5 n\|:|

GAMP® 5: A Risk-Based Approach to Compliant GxP
Computerized Systems

Published: February 2008
Pages: 356

Available in German | Available in French | Available in Chinese | Available in
Japanese

http://www.ispe.org/gamp-5

GAMP® 5 provides pragmatic and practical industry guidance to
achieve compliant computerized systems fit for intended use in an
efficient and effective manner. This technical document describes
a flexible risk-based approach to compliant GxP regulated
computerized systems, based on scalable specification and
verification. It points to the future of computer systems
compliance by centering on principles behind major industry
“developments such as PQLI; ICH Q8, Q9, Q10; and ASTM
E2500.

GAMP 1.0 GAMP 2.0 || GAMP 3.0 || GAMP 4.0 GAMP 5.0 e
1995 1996 1998 2001 | 11| 2008 (rg_ng A BBIS LSR5 8 P
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http://www.ispe.org/gamp-5#chinese
http://www.ispe.gr.jp/ISPE/07_public/07_01_19.htm
http://www.ispe.gr.jp/ISPE/07_public/07_01_19.htm
http://www.ispe.org/gamp-5
http://www.ispe.org/gamp-5
http://www.ispe.org/gamp-5
http://www.ispe.org/gamp-5
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GAMP 5 BXj

7

2 (Bt §2MA4)

GAMP 5 ERQEES 7 /& K Bt bnqg 18 B 238 E %
pYal el BR A == SEE 0 AR
Category 1 Operating system | #{F&4 - B3EE R ; AOBREES AR ;
E RS hiEES TEZE R MARRETH REEELHTERE - |Z2ERE ( IQ)
hr 7 +ZEH T B R GAMPRIFEIZIsrE
Category 3 software package | COTS &2(Commercial Off-The- ENGEY
Ao EERES EREAS Shelf) EREShR A ;
ZEEERE (IQ) ;
FEEERIRERE (0Q) ;
FHEMAE ( Configuration) ;
RIEFMZEGEHE
( accessibility )
Category 4 configurable FZEEIRHZE (ERP) %%T%T%T%ﬁ??ﬁ&lﬂﬁﬁ ;
ot EENES software package |4£EEIRARE (MRPI) PEMMEAEZE R ERIERELE ;
T%EEEEEE’JE SH | EFNXHEEZR 4 (EDMS) Ek%ﬁ?aﬁ%é*ﬁ%%ﬁ’]cﬁgﬁﬁé
A= BEBGEEREZH (CRM) EGi
BRE HEBRETATEAATH 2
mQ,&*HJ:'?I‘ﬁTa(HPLC)ﬁﬁBﬁi}’Ena FEFERAZ3QERE ;
Btk L2 EES OJREREEZREA ;
ZEET
Category 5 be-spoke system NINBRZITER - RiEERSRE | nEREESERT
Bl REES (custom built)yE# |((BEEABRGT - F# - XEMEEE | TRFAN3QERE ;
(NS “‘ﬁ)’t%ﬁ hE S R AT RS BERERERER ;
BEHIRIEZRS EHs] HEm AR UET =
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W Z b 48 0 JE fss
Probability Detectability
Low Moderate Hight Moderate
2 |Hight Class 2 2 1 Priority 2
% Moderate | Class 3 v 2 Priority 3
v | Low Class 3 [oa 3 Priority 3 | Prionty 3 | Prionty 2
(',,, B2 T &+ flg 2 B Pl
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GAMP 5 Eiis 77 4R 58 5l (4.2.6.1)

Category 3 BBs8 /5% - Primary
Responsibility
User Requirements Requirements Regulated
Specification Specification Testing Verification Comfany
Product

1‘ Non-Configurable or Configurable Product Supplier

B 5 IE QMS
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Category 4 8g:8 73%

User Requirements

%85l (4.2.6.2)

Primary
Responsibility

Requirements

HER R ASEREEEMm TRKEER
) HIESX ARG AR #E 4 ~ Bo & AR R HA S
235 ~ ARHIURS ~ SRR R 47 16

Specification Testing Regulated
¥ A Company
e Functional Functional S
Specification Specification Testing Verification T\
v L
Configuration Configuration
Specification Testing
Al EE - v 1 \
> ([FrERZaL Configured Supplier
> RGRE Product
> %?%E SIS MAE 2 IBE AR 1‘ Configurab|e Product Supplier
> RERERRZ ZAMRI QMS
> REBHEDNGMEMRFFENERRAESEGR
HR 2 — 2 AR

(':,f) DERBTERMERPN
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GAMP 5 ERES 77 2R 375l (4.2.6.3)

Category 5 B&&& /574

User Requirements
Specification

\’

Functional
Specification

v

Design
Specification

v

Specification

Module(Unit)
Specification

v

Requirements

Code Modules

Primary
Responsibility

Testing Regulated
Company
t ?
Requirements
Testing
Integrgtion erification
Testing
X
Module(Unit)
Testing
0\ \
Supplier
Supplier Knowledge and Technical Expertise  Supplier
QMS
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> DQ : axaTHER (ERET1E 1)
ERARF - BRI mERVERETNEE - AL -

> ZEEEREE (Installation Qualification ; IQ) :
FEHNEEERMEBEEFRI)NTEESHERIFABET - 81 . 24aFMH - £
MELRFM - AL RERIER - RFEERFMH - WXHFE -

> 1Z{EEE5E (Operational Qualification ; OQ) :
I RERIQEFESHREINT HEZBENEREINE Z4EE - SFHMEER K
el BUESERIFINBERREE ~ )R BIA SR TURRAE ~ ACEREEA ~ [E L EREE
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21 CFR 11 Ef Az REFHREZHEFEMRE

ELECTRONIC RECORDS; ELECTRONIC SIGNATURES

Mew Search Help | More About 21CFR

TITLE 21--FOOD AND DRUGS
CHAPTER I-FOOD AND DRUG ADMINISTRATION
DEFARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAPTER A--GENERAL

PART 11 ELECTRONIC RECORDS:; ELECTRONIC SIGNATURES

Subpart A--General Provisions
§11.1- Scope.
§ 11.2 - Implementation. Pa rt 1 1

M-Deﬂnitims.. /“ E/J IEI g\—-e D&Ex\ ng*zl.zﬁﬂ:ﬁé .

Subpart B--Electronic Records
o _ /—/— 1 5 < S——
HHE v o opmovgine” £E - RE - BRREESRE  ME
R q .\.-u-
21170 - Signaturchecord inking. £ 2 ?E E’J Faﬁ ELPN=:F /\E KIERZE
Subpart C--Electronic Signatures i’j }/_:\ —-|— E }/_:\ El:it ~a F DA%’UE

§ 11,100 - General requirements.
§ 11.200 - Electronic signature components and controls.
§ 11.200 - Controls for identific ation codes/passwords.

Authority: 21 U.S.C. 321-393; 42 U.S.C_ 262.
Source: 62 FR 13464, Mar. 20, 1997, unless otherwise noted.

19 (.‘.“9 LB TR s PO

Plastics Industry Development Center



21CFR11 EfACit REF BEZER

ELECTRONIC RECORDS; ELECTRONIC SIGNATURES
FE&EF48% ( Electronic Record ) 1 HIEZ=MT
"B IR ~ BTN ~ 4 - R7F - ASERNECIE
R~ & R\EE - BorgiEthERNERRIANZAES

s =z

"&F%E ( Electronic Signature ) 1 BI%E
"HAEEAMNT - SRRSO IRE — RSB ARE M AN ENE R
o PEERTEMNFERR S AN ELEFREE2RAEREET  ENEES
EEELCE L - MEZLHENWEELE HIRE -
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e Figure C.1 - Relationship of key MEDICAL DEVICE standards to IEC 62304

Lays out a faundation o

Medical device develop a medical device

management standards

:gg 1;3;; affects ﬂv\ affects
w
g
5
o
e
Medical device Implementation
process standard affects of medical
IEC 62304 : device software

Gives detailed direction
how ta develop and
maintain safe software
system

Other sources of
information
IEC/ISO 12207, inspires _F/"
IEC 61508-3,
IEC/S0O 90003, ..

Sives additional guidelines,
techniques, ete that may be
used

24

Medical device product
standards

IEC 60601-1,

IEC 61010-1

Gives specilic direclion fo
crealion of a sale medical
device

Software

EC 72508
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IEC 62304 B ISO 13485FaHH 4

IEC 62304 {ER5K

Ef1SO 13485:2003FH BRI MRk

7.1 5|REERIBRZRVERES 7
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7.2 B iEmFE
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74 BES BRI E fREIE
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IEC 62304 B ISO 14971 EaHst4

ISO 14971:2000 {2k IEC 62304FH e 57k

4.1 k@ o raEte

4.2 BARSFEC s BRI A R ~ H
AR e n

4 3R R ) 7.1 5 [k A BT

4.4 B EBRERIER T 4.3 BHZE 2 SRS

5 AT

6.1 BRI

Y 7.2.0 EFIRR I

6.3 B BRI 7.2.2 (EHKRD BRI 2
7.3 BB LRI

6.4 FIGR VA

6.5JaLBR /ML 7
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6.7 BT £ 52K
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FDA Software Validation Documentation

1 S B %4 (Level of Concern)-EthEAREE

2 BRAS 4t (Software Description)- 4321 B2 8k B2 48 2t B2 120

3 BERERER 21T (Device Hazard Analysis)

4 BR RS T oK AR 1% (Software Requirements Specification)

5 =25t 22t Bl (Architecture Design Chart)

6 BN EE R 5T $11& (Software Design Specification)

7 o] 38814 72 A (Traceability Analysis)

8 B8 55 RIR 1B i 4t (Software Development Environment Description)
9 e 5 B2 B 25 S 4 (Verrification and Validation Documentation)
10 R RAEESE 40 8% (Revision Level History)

11 LR R RAVEE 3R M 1B 5] 0 #% (Unresolved Anomalies)

12 SBTAR AR 5R
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7.5.6 4 EF RIS HEAVTERR Validation of processes for production and service provision
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MEX R A#EE - GHTF/SG3/N99-10

. REBE]Q) : BEMEEA B %R

BIEAESE ERERRELBRENAG / IEEZEH - INERER
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— & 4IE"é‘(OQ)
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MEX R A#EE - GHTF/SG3/N99-10
m GHTF/S5G3/N99-10:2004 (Edition 2)

GHTF

STABLE PROCESS

Total
Variation

FINAL DOCUMENT

Title: Quality Management Systems - Process
Validation Guidance

Authoring Group: S5G3
PROCESS CAPABILITY Endorsed bv:

The Global Harmonization Task Force

Date: Edition 2 - January 2004

NOT Taisuke Hojo, GHTF Chair
CAPABLE
group of representatives from medical device regulatory agencies and the regulated industry.
The document is intended to providenon-binding guidance to regulatory authorities for use
in the regulation of medical devices, and has been subject to consultation throughout its
development.

The document herein was produced by the Global Harmonization Task Force, a voluntary
/
AN
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7.6 BSHIRERER FEHE Control of monitoring and measuring

equipment
HREAA SR 2 oK P iE FH Y B RN ER S 2 MERa AR e i A2 o U E » £ 5E
SNSRI AR EISH S B s 7 B BRI R ER -

BN S AE oA RS A RNV B AN S B B ER RS (& MR RV AR AR5 — 2 -
BERHEMTSREBE NN EETAREE -

e S0 RO 45 SR AN 45 v S IE AR P BREX RV I R Fa e 2 A SR FE AR A 15 (R 4.2.4 70
4.2.5) -
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THANK
YOU
¥

Any Question?
YRS

http://www.pidc.org.tw/zh-
tw/DIV17/Pages/div1703.aspx

e-mail : andy628@pidc.org.tw
Mobile : 0982920303

Tel : 04-23595900#303

Fax : 04-23508013
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