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PIDA. Parenteral Drug Association

Membership = Scientific ulatory - | Chapters ~ | Exhibit/Media ~ | Western Hemisphere Events

London - 2016 PDA Data Integrity Workshop

Apr 19 - Apr 20, 2016 | Millennium Gloucester Hotel | London, UK

Add event to: ICal || £9 Outlook | 8 Google Calendar -‘iim'ﬂomo o @

Program Highlights

Attend the workshop in any of the following locations

Location Date Venue

Washington, DC September 14-15, 2016

Berlin, Germany November 8-9, 2016 Titanic Chaussee Berlin

San Diego, CA December 7-8, 2016 Manchester Grand Hyatt

BERF

Renaissance Washington, DC Hotel

Subscribe
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FDA WLs Citing Data Integrity
FY 2013- 2015
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A B %USCiting DI
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2014.10.15

2014.12.19 @ Missing raw data to demonstrate the APIs meet the
NovacylWuxi # i & (&4 ) specification
@ Chromatogram in the trash bin which showed an
additional peak as compared to standard

2015.2.25 @ Fail to prevent unauthorized access / Delete data

Cadila Ahmedabad, India @ Audit trail function was turned off

2015.2.27 @ Cannot provide HPLC electronic raw data

Novacyl Thailand , Thailand @ Fail to retain weighing and calculation raw data used in
method validation

2015.4.6 @ Computer software was not secured, lack of control to

Yunnan Hande# 7&.(Z 2 ) prevent unauthorized change of electronic raw data N
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€ MHRA GMP Data Integrity Definitions and
Guidance for Industry

®EMA GMP Annex W

Guidance for Industry (Draft ) April
€ WHO Annex 5

€ PIC/S GMP- GOOD P ICES,
MANAGEMENT AND I EGRI

PI 041-1 (Draft 2) A
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What is Data Integritﬁ DI

MHRAIinspectorate

@ The extent to which, all*data are complete,
consistent and ac¢urate throughouX the data
life cycle.

17’ == _\:\
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FDA

€ From initial data geheration and

through processing (including t
or migration), use, retention
retrieval and destructi
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@ The degree of effort and resources assigned to

data governance, organizational & technical
control of data lifeéycle, should be
commensurate with risk to the\produ
should also be balanced with othe
assurance resource demands |
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Figure 1: Diagram to illustrate the spectrum of simple machine (left) to complex computerised
system (right), and relevance of printouts as ‘original data’
Simple Complex
LGMS l
pH Meter Filter integrity tester
UV Spec HPLC systems LUMS system ERP System
FT-IR CAPA System
No software Simple software Complex software
Printouts Could #  Printouts not representative
Represent Original data
) GELLILL
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1.Data 10.Audit trail

3.Metadata 12.Computerized system user
access

4.Data integrity 13. etentiqe

5.Data governance 14.Archi \

6.Data lifecycle 15.Backup , /

7.Primary record 16.File struc

8.0riginal record / True copy 17.

9.Computer system transactions
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Challenges of Maintaining Laboratory Data Integrity

The first challenge in ensuring the integrity of laboratory data involves utilization of hybrid sys-
tems (see Figure 1). If both are used, paper and electronic records need to be synchronized.

Figure 1. Data Handling Alternatives

DATA DATA

8
=

Hybrid

[ Not 21 CFR part 11 relevant L

- 21 CFR part 11 relevant
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Electronic Records
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Electronic record
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How to prevent and avoid DI issue

Avoid:

& X it 2 PF % &(Notrecordcontemporaneously)
@ + i (Backdating) | X

@ 3% (Fabricating,data)

€ & % # %% (Re-test/Re runnlng ‘
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If the integrity of your®
so is the quality
product, and so,

and safet

Why need Data Integrity?
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