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We define a “true culture of quality” as an

environment in which employees not only follow
guality guidelines but also consistently see others
taking quality-focused actions, hear others talking

about quality, and feel quality all around them.
(Ref:Creating a Culture of Quality Harvard Business Review)
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(Ref:PIC/S GMP: PE009-13,1.5)
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Represent Original data

(Ref : MHRA GMP Data Integrity Definitions and Guidance for
Industry March 2015)

& B (Audittrails) £ F § 4B = FRE P E? R & 5 %Th
- 'TEER
EGENEEZE

C/ FDA Food and Drug Administration




NAT

REFEA LK~ REZ iR

O %7 % EPIC/SGMP % - 3% 5 = % (% %%
BB )~ RILL(R itk B) 3 R ‘
2R T

\/

)
2
2
L’aﬁu
VAR

O 9.7 % &z kil (ALCOA+) ?

B 3E i ottributable) | = £ (Complete)

'}i‘-ﬂlﬂ’r( egible) — 3z (Consistent)
@t A (Enduring)

F % ( ontemporaneous)
¥ P~ 17 (Availabl
R 4( riginal) ¥ (Available)

% F¥( ccurate)
€ L RE/ AR ITRN B AT RMA? §oART




D N NI NI NI

¢

LEEEREIE %'Elnf # (Good documentation Practices )
(PICISGMP% - 8%z & ) ?Hdp g 1@ (MA2 T3+ ) ?

€ 3y ’I‘ﬁ BICEH
7

‘3 ¥ 72 (Knowledge Management )
> FRA BERREALS 5 B R AR T R G PR 7

PR A &ﬁmﬁ'b‘%ﬂ (RefPIC/SGUIDANCE Pl 041-
1 (Draft 2) » 6.1.4) [ Foakend & 4]

:=¢

FAREZEF %R E - RE-FE - (I P e &)

Hﬂ) o
H¥
il
o

SR,

Y
Aron?

80
o M

O
Q
>
Q
=
o

31



i 218

rs

v
&%’Dg‘—-’ %Qlﬁémh‘ﬁ% B % 3b o
(Ref: PIC/S GMP: PE009-13,1.12 ~ WHO Annex 5 ) Q/ AR
Q % %{)dl:lc %L??Adminisﬂoﬂon

32



N7

4 *;g.
b > R s 9
R ‘& 3‘3’—?}1 ( Risk Assessment ) BT ()5 R 9
> R (EER) L ?

CFEET M RN AN 3 A AR i T TR
o ke TR
cdr fEd B3 MHEAH > RHHEALL o NEJITH AR Mo T
*

-3

cWRBIE T R 4 (FHRRE)

c BFEEZ SR G R C o G iRER TR
P RRTEARERBOER

i K ane S ;-%’;* 2V EE FILEERNTPLATEER }

. . ) ) £ ' OF W
(Ref: PIC/S GMP: PE009-13,Annex 20) Mo isuhens



N7
TS ]

O RPN(Risk Priority Number)= Severity * Occurrence *Detection

v’ Critical Risk
v High Risk
v Medium Risk
v" Low Risk

& FAgfR o 2 R H - BERMGFAS NRAR T

O S AR FE L AP IR R F]? kSR 4E?



NAT

L]

O Data Integrity Maturity Model

(Ref:ISPE GAMP Guide " Records and Data Integrity |

Figure 7.1: Data Integrity Maturity Model
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Table 7.2: Data Integrity Maturity Level Characterization

O Data Integrity Maturity Level Characterization

(Ref:ISPE GAMP Guide " Records and Data Integrity |

Maturity Area Maturity Factors Maturity Level Characterization
Culture
Data Integrity Awareness of the Low awareness, General Principles Data integrity Formal ongoing
Understanding and importance of limited to SMEs awareness of reflected principles fully awareness
Awareness data integrity and and specialists the topic, but not | in working incorporated program,
understanding of data fully reflected in practices, but and applied proactively
integrity principles working practices | not consistently in established keeping abreast
applied processes and of industry
practices developments
Corporate Culture A culture of willing Unwillingness or | Data integrity Policies and Full openness Anticipating
and Working and open reporting for | no motivation to problems may procedures and collaboration | potential future
Environment errors, omissions and | report errors and be reported but encourage achieved through | data integrity
atypical results, and atypical resulis mitigation 1s openness, but such behavior weaknesses
willing collaboration to either inadequate | not implemented | being motivated and applying
achieve data integrity or ignored in all cases. by management appropriate
objectives Mitigation behavior. controls
generally limited Mitigation
to the specific considers wider
instance implication
Quality Culture An environment in Low awareness Ad hoc quality. General Quality Quality and
which employees and application of | Activities application of considerations continuous
habitually follow quality principles | performed, some quality incorporated in improvement
quality standards, and standards. but relying on principles, but not | normal working incorporated in

take quality focused
actions, and
consistently see
others doing so

A culture of not
reporting what
management
would rather not
hear

individual efforts

fully ingrained or
consistent

practice

normal working
practice
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> ErRaflaRp s FESELLBRE ($-3%) (PIC/S
GMP: PE009-13 )

> PIC/S GUIDANCE " GOOD PRACTICES FOR DATA
MANAGEMENT AND INTEGRITY IN REGULATED GMP/GDP
ENVIRONMENTS ; Pl 041-1 (Draft 2)

> MHRA T ‘GXP’ Data Integrity Guidance and Definitions |
(March 2018)

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

> ISPE GAMP Guide " Records and Data Integrity ; (March 2017)

> PDA " Elements of a Code of Conduct for Data Integrity in
Pharmaceutical Industry |

» ISO/IEC 17025:2017
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