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e PIC/S Guide to Good Manufacturing Practice for Medicinal Products (Part | ~ Part Il -
Annex 11) - GDP

e PIC/S Guidance : Good Practices for Data Management and Integrity in Regulated
GMP/GDP Environments (July 2021)

New PIC/S Concept Paper on the revision of Annex 11 of the guidelines on Good
Manufacturing Practice for medicinal products — Computerised Systems (January

2023)

New EMA Guideline on computerised systems and electronic data in clinical trials
(March 2023)

e MHRA ‘GXP’ Data Integrity Guidance and Definitions (March 2018)

e U.S. FDA Data Integrity and Compliance With Drug CGMP Questions and Answers
Guidance for Industry (December 2018)

e WHO Guidance on good data and record management practices (Technical Report
Series No. 996, Annex 5, 2016 )

e ISPE GAMP Guide: Records & Data Integrity (March 2017)
o EDQM Management of documents and Records (March 2021)
e USP <1029> Good Documentation Guideline

o PDA Data Integrity Management System for Pharmaceutical labatatories

(Technical Report No, 80, 2018 ) C BEREYSESE
FDA Taiwan Food and Drug Administration

4




IREIE RSeEIE(FEIESI

HERFNRLEBMETEE K

BB donk 0 11561 2360 b & L #7161-258
1 H @ 02-27877023

AR EE | B F02-27877021
E-FEH4F1E 44 1 bobbyyan@fda.gov tw

XXH  AEREEREHEN

Bxe#: vERBEISHESHA2HE

BXESE  FDASFH 10811032799

E N R

%-’?ﬁﬁ?%‘“ﬁ%#ﬁ’%%,ﬁﬁ R -

Fﬁ’f* #ua%?ﬁ R - BIRE R TR EES

i T REGERUERE BT E AT AL
3l > FRBAFBEECERE  HER -
B

— FRRHIINGLHBARBE RSB ER QAR (PIC/S) A4
% T Good Practices for Data Management and Integrity in
Regulated GMP/GDP Environments | 45 3] X4 & B 5 b %
WA ARG 5] R XA T BAEE N H 2 4a
FEPTHRBEEEFZSE -

— s XHHEETERETHE (http://www. fda.gov.itw) T %5
RE>H BT HEE (GMP/GDP) >N E>0%5 %
& TRk e

- @ £ i’ *J j[S
N C\/’FDA:%DE'%%

Taiwan Food and Drug Adm|n|strat|on

5



eS| T EE???

WEeI PR EER???




N
4

xt

B335 - K A

L

o 341 =R ME - i NERIZEBEEFRENKBEBRA - £RE
ERIEREWZEZ -




2512k ER1 - KPR IE

CONSEIL DE 'EUROPE

Qualification of Equipment Annex 8 Qualification of Balances
“Qualification of Equipment - Core document”

Parameter to be checked

Acceptance criteria

Frequency

Levelling

The spirt level bubble must be within
the target.

Electronic balance: confirmation
using the levelling indicator.

Every day of use

Automated internal
adjustment (self-
testing)/external adjustment

N/A

Every day of use

Control with external weights

OMCLs shall define their own
acceptance criteria

At least once a week

https://www.edgm.eu/documents/52006/128968/omcl-qualification-of-
balances.pdf/79404120-a71a-58d6-d597-305cd69e112a?t=1628491787423
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o EIELEdniBHA(Data Life Cycle)
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o EUEXZE 14 (Data Integrity)
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2 1E2E (Metadata)
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Traceable

Data should be traceable throughout the data life cycle. Any changes to the
data, to the context/metadata should be traceable, should not obscure the
original information and should be explained, if necessary. Changes should
be documented as part of the metadata (e.g. audit trail).

Guideline on computerised systems and electronic data in clinical trials
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REGULATORY ACTIONS IN RESPONSE TO
DATA INTEGRITY FINDINGS

principle PIC/S Guide to Good PIC/S Guide to Annex 11 PIC/S Guide to
Manufacturing Practice Good (Computerised Good
for Medicinal products,| Manufacturing Systems) Distribution

PE 009 (Part I): Practice for Practice for
Medicinal products, Medicinal
PE 009 (Part II): products, PE 011:

Attributable [4.20, c & f],[4.21, c &i], [5.43],[6.14],[6.18], [2],[12.1],[124], [4.2.4], [4.2.5]
o iE 4 [4.29 point 5] [6.52] [15]
Legible [4.1],[4.2],[4.7],[4.8], [6.11],[6.14],[6.15], [4.8],[7.1],[7.2], [4.2.3], [4.2.9]
E [4.9], [4.10] [6.50] [8.1], [9], [101], [17]
Contemporaneous [4.8] [6.14] [12.4], [14] [4.1], [4.2.9]
B
[4.9], [4.27], [Paragraph  [6.14], [6.15], [6.16] [8.2], [9] [4.2.5]
R4 4% "Record"]
Accurate [4.1], [6.17] [5.40], [5.42], [5.45], [Paragraph [4.2.3]
MM [5.46], [5.47],[6.6]  "Principles"], [4.8],
[5], [6], [7.2], [10],
[11]
Complete [4.8] [6.16], [6.50], [6.60], [4.8],[7.1],[7.2], [9] [4.2.3], [4.2.5]
SEEM [6.61]
[4.2] [6.15], [6.50] [4.8], [5] [4.2.3]
—H
[4.1], [4.10] [6.11], [6.12], [6.14] [7.1], [17] [4.2.6]
it A
[Paragraph [6.12], [6.15], [6.16] [3.4],[7.1], [16], [4.2.1]
o] {514 "Principle” ], [4.1] [17]
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Guidance on good manufacturing practice and good distribution
practice: Questions and answers

Data integrity
e Why is itimportant to review electronic data?

— In the case of data generated from an electronic system, electronic
data is the original record which must be reviewed and evaluated
prior to making batch release decisions and other decisions
relating to GMP related activities (e.g. approval of stability results,
analytical method validation etc.). In the event that the review is
based solely on printouts there is potential for records to be
excluded from the review process which may contain un-
investigated out of specification data or other data anomalies.
The review of the raw electronic data should mitigate risk and
enable detection of data deletion, amendment, duplication,
reusing and fabrication which are common data integrity failures.

https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-
manufacturing-practice/guidance-good-manufacturing-practice-good-distribution-practice-
questions-answers#eu-gmp-guide-annexes:-supplementary-requirements:-annex-11:- Q\/ & £ iE RO
computerised-systems-section C/’ EREmY SEE

N FDA Taan Food and Drug Administration3 7
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Concept Paper on the revision of Annex 11
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