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ECA: The GMP

% sl2l 2|41 GMP 27 A
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-Auditor, Validation Manager

Certificate
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CERTIFICATE

Mr Byounggoo Hwang

has completed a three day ECA-Course on 25 to 27 October 2017 in Praha,
Crech Republic covering the following subject

ECA - The GMP-Auditor

Contents of the course:

How to the auct
How to plan an audt
How to become a good auditor

Top 10 Mistakes Auditors make and how to avoid them
mm/mmdmm

and solve
&uiusﬁunOlnhta-dSomhAm
Body Language and Questioning Techniques
Waorkshop: Categonsation of vanicus audt findings
Audit Simulation

L

L

Heidelberg, 27 October 2017
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CERTIFICATE

Mr Ik Jin Jeon

has completed a three day ECA-Course on 22 to 24 November 2017 in
Barcelona, Spain covering the following subject

ECA - The Validation Manager in the Pharmaceutical
Industry

Contents of the course:

« From history to PAT

* Risk Assessment

« Validation Master Plan

« Qualification

Case Study Qualification
Computer Validation
Process Validation

Case Study Validation
Qualification/Validation in the field of chemical API production
Cleaning Validation
Change Management

" e e s e s e e

o Organisation of Validation

o Risk Assessment Qualification

o Risk Assessment Process Validation
o Cleaning Validation

Heidelberg, 24 November 2017
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CONCEPT HEIDELBERG

Acodemy
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..-

Furopean Complance Academy

N~ s . ECA

CERTIFICATE

Mr Ik Jin Jeon

has completed a two day ECA-Course on 1 to 2 March 2018 in Praha,
Czech Republic covering the following subject

ECA - Statistical Process Control - a key tool for process
understanding in the process validation life cycle

Table of contents
« Introduction to Sx Sigma Terms
« Objectives of SPC and Statistical Introduction
« The two Types of Varisbilty and Control Charts
« Exercse 1: Initisl study — control to standard
* Reading Control Charts to improve the process
« Waorkshop: Implementing Control Charts
« Process potential and -capability
« Process Robustness — a tool for process evaluation
. | software programs and atically ger d control charts

» Case Study Trending of Micobiclogical Data
Conttrol charts and trending of microbiclogical data

« Exerase 2: Processoptimization
»  Case Study Sanofi Aventtis SPC as tool for OV

Heidelberg, 2 March 2018
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BI9FA T} Master template= 22| | 0{OF Str}. (HZ=4) SHO|o|E{2 {X|stct MSH HIO|EE g 5 QUojof it
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Data Integrity0ll CHet X[ 7| &2 £H

® Paper requirements =

Data Integrity=? Electronic requirements

| @ CGMP2| %X|A QFA}sHel ® Not a New Concept

o O.
-, ® Principles from the
o 7|29 : .
\!Yﬁ;t:;lszc ® CGMP I II_ paper-and-lnk era Stl"
fractritoan:: ® Data Integrity Issue= C} apply(§ 211.68, §
g E GxPE5S 238 & 212.110(b), §§ 211.100

really
& o UAE DI Issue?

!

and 211.160)

® Data Integrity Issues £ =
=" 710l vekEl A 0| ofLct.

® Data integrity= Z=ZHEl Data0l

2k Hg&|= 20| OtL|Zt Data

2t Mt Data Integrity Issue S0 M ZH XL}

=2 O - S 1 d o

100%E E135t0 100%7} 3EE £ AYT0f Lifecycle S¢F Datad] 23, &
HOECID WoA=X| Q7 WAite] UZtat B g X B=g0 HE

I
= 22 ofLIX| 2(ZA} O] AlEh ® Data Integrity0Of| Ciet 5| 7|2
o QAASHS === HL

o= &7 = A

22 20| o], 72

<2

Regulatory Perspective: Data Integrity Guidance/Policy, PDA Data Integrity Workshop, September 14, 2016, FDA, Paula R. Katz, J.D.
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Data Integrity Guidelines

r? N, World Health
':’f,}y Organization

WHO &
TRS 996, Annex 5, Guidance on good data and record management practices, May
2016

L4(<Y

‘GXP’ Data Integrity Guidance and Definitions,2018, 03, MHRA :'5‘:3'-’-. MHRA

EMA Questions and answers: Good Manufacturing Practice, Data integrity, 237l Q&A,

(Aug ust 201 6) o EUROPEAN MEDICINES AGENCY

(X “‘,IS
PIC/S, Pl 041-1 (Draft 3) eP
GOOD PRACTICES FOR DATA MANAGEMENT AND INTEGRITY IN REGULATED
GMP/GDP ENVIRONMENTS, 30 November 2018

US FDA , Data Integrity and Compliance With CGMP Guidance for Industry, DRAFT
GUIDANCE, December 2018, U.S. FOOD & DRUG

ADMINISTRATION

MFDS

(HIO|2)2|FE M =YX O|o|E 2tHd(Data Integrity) 7} X|H 9 @O EATN
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XrAtel MefEE A2 (PQS)0l CilojE] 2tF/d HE|MAH-S #hE 2 X850 2FoHof Strt

Figure 4 Data integrity as a key quality subsystem
(Conceptual model-1)

Quality Fam.lmes & e e Pkg & Laboratory
Management Equipment Labeling Control

Annual Product Environmental Contract & tal
Review Control Management Monitoring

Audit - Laboratory
Wt Equipment [ Materials | Processing Investigations
it Managemen!

t Control (COS/00T/ Lab
. Change Deaviations)
Facility & Utikity Supplier Technology Laboratory
o A g W Transfer Managemant

P
Labeling

:E|
i§=5

i

P 1 Method Transfer +
GAPA, Data Functions*
Document & H;;grz:":':j
Records ’ . Management
Management Collect Employee Behavior (Good Documentation M I . t
Practices) and Electronic Acquisition ‘
’ : olarty
ersonnel Paper and Electronic Records i
[ o, | | Anabeze  Pape
Menagement Report  Handwritten & Electronic Records/Reports
pata Retain  Storage, Retrieval & Archiving of Documents Parenteral Drug Association Points
U | & Records (Paper & Electronic) to Consider - Elements of a Code
* Proposed by Ron Tetzlaff During 39th International GMP Conf. (Athens, GA), Mar 2015 of Conduct for Data Integrity
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Data Integrity

Attribute Requirement (YHHQl o|O0| £ sA 0 X0]7} AS = AUR)
Attributable T2t 7|15 S FYA=X| FHO| 7Is5Hof . ms A X}HOo| FoE X7t MA|gh

(71214 R A 7[5 7, Al S HE S0 HEEC}

Legible BEHE WA IIE2 MBS fldl {2 = A0{of StC}. B E Original datad| & 8.

(7t5%) Dynamic Data(ZM, Z&E2AM0| 7}58 Data)2| 7}5440| Z2%. &8/ 8.
Contemporaneous |GMP & (&&, A, 2|AHEE §)2] SH= 1 delet SAl0| 7| FE[0{of 5t1 O]

(A Mzt &, Atd 2 e|AHEEe| detet 57{0]0fof ShLt.

Original Original record= M E9| X|X Capture #E{E HAHE 3 AU0{0f S},

F?—JgEng) Dynamic &Ei 2 Capture® BE+= 1 TA|2| Capture A|EL| LEHZ HO} L0{0f

[y w— -ﬂ-EI'.
Jesfjof SiCt 7|18 W ZAnte| M2 AT HAERAAMO R HESICE
Accurate | 2 oIXt - w3, MAE™I), |FXIEH S csveE H2=d EE
(‘d=hd) A o MM _ pQse| EXI2 HE, Deviation Control —Root Cause & CAPAR H

&, WS E|D X2H0| £0{E QAIHIIYO| HEAS HEDIC)

Complete(2t%4d) — Metadata, Events2| Z{71440| 7} 56liof . RO Sk = HHO| 24+F 2H
Consistent(Z 2’d) - Good Documentation Practices: 2= EX}o| H2% 4. HZAEl 2 = Datalfl HE
Enduring(@+4) - Datat X|¢/X|X| 1, =4 gi0] BT E|0{OF BILCL.

Available(Z2&7d) - Datat E#tkl= S R A|(ES1EH, ZAL AL X 2HE )0l ZE 7ts.
Traceable(F%‘d) - Data traceable throughout the process and data life cycle including
changes with no overwriting. Metrological, time and metadata traceability
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PC M3« Relatives Relatives Operating-System: Equipment-Softwares ¢ Approved- by«
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No.« Names Descriptions Versions Manufacture<’| Descriptions Versions Manufactures YUK} MY 8 YA}
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< e € . ritten- by«
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Audit trial BXIE GMPO]| £ ¢tolA| HAME!

Audit Trail Check List (Before Batch Release) Al

Log-in, out A| X & HZHSO| 53| UH
7t Ae7h

XOo| gl A
© 2 AEOl ol Ak [ Yes, [0 No, [0 N/A

User Type, Group2| =7 & HAHE 7|&F0| JA&=7}? [ Yes, 1 No, [ N/A

Project”t 1A E =& 0| JA&=7t? [J Yes, I No, 1 N/A

Data’l &N &l 2&0| Q&=7t2 [ Yes, [1 No, [ N/A

MZ F7t/M7H & UserZt J=7t? [ Yes, [0 No, [ N/A

ol | bMWD
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= =
HAME #2| & 1AL o Improvement
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1 HEEHAAY 45 AE
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' NABol =g Sl - Yes,- O No,- [0 N/. EC:\/la ion
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EXAEEII Tool : Failure Mode Effects Analysis
=& 9|&H=7] (Quality Risk Assessment - FMEA)
A 7I5/EE/OR/2TAE £5: IERE 7|2E0L
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— e Potential Failure Mode | Potential Effect(s) of Failure | SBV | Potential Cause(s) of Failure ! OCC Current Controls DET; RPN Improvement Plan [Date Description of Adion AdionsTaken
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Risk Assessment (FMEA, Failure Modes and Effects Analysis ) Form & Process Map
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IR process flow and possible data integrity consiferations
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Accurate

Data Enduring
And auditable

Attributable

Quality of the
Spectrum
(sample preparation)

A4 Y
> ple Preparation I Record Spectrum T (o pecti P Record result
T A f 3 A
§ Attributable
Registered Contol of the How is the reference spectra
Sample Instrument managed? .
Preparation (scan conditions) Data enduring
And auditable
* T Accurate
il
| gitibutace Data Management:
How is the data Can files be
. Presented? Paper 1. renamed
| =M poranecats Or electronic 2. manipulated
3. Deleted

Data enduring
And auditable

Accurate

Attributable

Is the comparison

Electronic or compared to

using print outs

Original

*

Operating system, security

and audit trail
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B2 9| HA}l Report Package
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2. DO|AAL I} QOF K 71 A (PPT)

3. BO|M A} AIA (Critical, A Major Deficiency) S5
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4. RO|H Al 1M (B Major & Minor Deficiency ™ Recommendation) 55

e R O|AMA} ZIIA (B Major & Minor Deficiency % Recommendation)

5. #&H A8 U 70| ECt
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47



- O
“GEH S BSPM-DR-
o seppert 2OUAL BMRHN.
BSPM-DR- : B ez 001, 00 3
a K At
BSZERHE Hg 2 3 % 2018-08- .
O B842Y ¥8, 0 HERE O QcdE D 28+ BE,
o4 BYS
i O dEx gy &, O 71
No* SYEM/EURFAE HEoe
o1 O Yes .
] No
O 8&, O AR
0z O Yes
O Ne
O 8E OAME.
[ Yes .
03
O Ne
O 8&, O A
04 [ Yes
[0 No
O 8, 0O A
05 [ Yes
O No.
O#E O M.

*HUEZ(1, 02, 03...) / HEM BHITHE #Y RBAIEY Post-it S22 AMWEM RESRELULCL.

Sojupg

S 29o| AAl Matrial

Blo-Support 003 % GMPRIZ 2+ RO &AL ZAA.,
= a2, E.-%@alﬂy-m“-sm P
2 4 8 & -, - A E o=,
29 4 A . 298y

Obsenvation Batch-Record -Review £2- 3- 27} F5Z (Mot Compliant- to-EU- GMP) .
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Observation- Description..
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T $|E- 1)-Batch-Record Review ZA} U BZ(ZE) FA7}L FUEMP-EY
EE- 212 2)-Batch-Record Review: H3X2|- R ZEH- 27

CAPA-Plan- 8- Recommendation- (Proposed: by- Bio-Support) -

Proposed-Due. ASAP
Date(s) - )

Proposed-Responsible- Senior-Quality-Management, ‘Senior-Production-Management- .
Department . QA, Production, -QC, -Maintenance .
Implementation.
Status -

m-H |- O A=A, O 2 EEA - O #E, O 718

£ Observation2|- CAPAS- 61X - 5 A% Y EU-GMP-Compliance”t- 0§ 2- M5 A2 = BEHELUCL- 0|0 O3
I TO|-CAPAS- T 2ME-HE 2TEUCL

| Reference .

* [End: of-Document].
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Observation Description

ZIEUE o HEUY sorel HEYHS M F2AME, MZE=8+ AE ¥ SHZUEY AH0 HE-X UUSEES
ME, BzZ8s AE U BF2UHTY AFHNM 71Tl ystH, dEe|A2HoM ol Halstn AUUF)

(GUIDANCE FOR INDUSTRY, Investigating Out-of-Specification (O05) Test Results for Pharmaceutical Production,
2006 -

L INTRODUCTION

This guidance for industry provides the Agency’s current thinking on how to evaluate out-of-specification (00%)
test results. For purposes of this document, the term OO0S results includes all test resulfts that fall outside the
specifications or acceptance criferia established in drug applications, drug master fifes (DMFs) official compendia, or
by the manufacturer. The term also applies to all in-process laboratory tests that are outside of established
specifications.

BYE E 1) Weakd 7| EYUY U HEUY S0P MBYZ FDA MM Al BWO|#7} LM Y YS(High
Risk)

23AE, AE84 AE U BH2UHY AHe JEUD0| JEYUY U HYYY sopo| MEEX) e He E
HAAMO| Weak3iTHe 28 20| 5 4 U2 HE0| U8, 47| 7/IFULE YTB2E B2Se Ho| OF &
o] B

CAPA Plan & Recommendation (Proposed by Bio-Support)

Proposed Due ASAP
Date(s)

Proposed Responsible Senior Quality Management, Senior Production Management
Department QA Qc
Implementati
R e W AIEA, O ANEA, O 489, 0 22, 0 715
B

£ Observation2| CAPAE 3% %8 H20 CGMP Compliance?t H2{Z 2oz TTHELUCL oo ChE Z0|
CAPAE ZZs| HAE ZE aFEUCL
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Thank You !

Bio-Support Co., Ltd.

Presented by B.G.Hwang

E-mail: comply@biosupport.co.kr
Tel: 031-446-7200 / 010-7600-3954
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