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KB SR L FE A 77444, (The Pharmaceutical Inspection Convention and
Pharmaceutical Inspection Co-operation Scheme, f&if# PIC/S ) | {ZH Bl & &E &4hh
GMP EHBIRE ERE TR AR S F4HES - 3A 47 (E& & > 778 43 {E
B - BEER LR GMP fEA A Sfatie il | R B A an g
YrEHSE (Taiwan FDA) 72 1024 1 H 1 HAEIEZECR PIC/S 28 43 {H& & - #F
ATHE IR 105 7 1 A 1 HIEZUER PIC/S & & - PIC/S #Y5F 5 AR fEEE
GMP AR A - FeEmE —2UL - B—(E G B &1F &R AT EIRE
EE4HS - Hrb > PIC/S B5E (expert circles) HYEEFE(RRA[E T REECEHFEH
WAGHETT - BRET GMP Guide WHE ~ FEEH TS, ~ EREITCUT: - FEELE 2%
KAEE Bl - WHREREIREE S5 30M GMP g HBRAIE - BT
KBS & o DIZE S LAY GMP ARG BRE A 'l -

AT T i PIC/S [RIEEAPD H KB ety 42 104 £ 10 A 20-22 HFYA
BRI R SR T > HEONEZEMmEE AR AT (European Directorate for the
Quality of Medicines & HealthCare, EDQM ) 7t » AZCEr ik 1 2 ERET R SEAE B
2 B 5e B M (data integrity) ~ ANEEVISE ~ (LSRR - SR TR/ T L
T R SR R RS A LA O T s RS & 4 7 = - RS /1 2017 AR BUMER
TTHIE SR - FEHSIARERE G - P& BFEE B TR Katam et
@ GMP fHEARIE ~ FEERDYT ~ EMASE - SEIFR S E BN SR KB
B o
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= HH

RELEE L FE B 7AXU4H4% (The Pharmaceutical Inspection Convention and
Pharmaceutical Inspection Co-operation Scheme, f&i## PIC/S ) £y " Pharmaceutical
Inspection Convention, PIC ;82" Pharmaceutical Inspection Co-operation Scheme, PICS |
EEPR S TFAHAR G TENE - IS BB E S0 GMP B EE B RE T Rl
A2 BFE- S EAHES - BUTN R EEEE S GMP JARIRERER PR AT - fFE& E —EL
(B R n5E GMP Bl &EELE AR » PIC/S 41850 e E8eRk s 8 (i & >
72105 - 1 Hghngl 48 (Hg & - & B EM RO - EZRBECHEES
HAthansEE] ~ ANk ~ BN ~ sk ~ Bokebas - Piedl] - FEIE - BlE ~ dE
HA - @ EEESNHEE  FRINEN 105 1 H 1 HEORE 48 Ee
& HATHB AGEXNEZ AT ~ 8 - LHH - vesisthion - £P5Ef R
B 55 PR ERIRRZE A G EE -

PIC/S Fs—EE(E ~ &FBISORMEIIR &R - A BEEN PIC/S § &
FERE FEERETE - F 508 g3 (expert circles meeting )EAFE[FEIFEE T2 (Joint
Visit Program ) ZEiEH) > FEHLSE] GMP F8& B30 ~ sTami-F e KIEEBHE
FlskEE - DAERE —ZUEHY GMP /AR BIRE & - WIEHE&E] GMP & &
LHEAE O S PERYZENE - Hp - PIC/S BRFE (expert circles) RA [F FREEE
HECHIAR IS - & HRET PIC/S GMP Guide #HE (B1.& Part I~ Partll 2 Annexes )~
EEFTH - BRI B E B 23 % - HATC L FREE - /E e
& (Quality Risk Management, QRM ) ~ EEHSHAAS ~ A B f1%¢/4H 4% ( Human Blood,
Tissue and Cells ) ~ &% 5418 B2 HH{E 2 (Good Distribution Practice ) 2 [ - PIC/S
B % B o B R P el B U B - DARIRE & B o R 3CHR GMP AHRE AR ~
TEERTT ~ Ege i ~ TERUTRAE R - S B SEE T R TR KR AR P 3 -
AEEEEFE PIC/S & BB AHRIFE & AR SN0 S H AL [E g PIC/S BRI 4E
e 7 A R i A AR AL AR i

KRR 7 & PIC/S [RS8 e > 104 4 10 H 20-22 H AT
FUET R 2T > EHEION B 8% i i 25 & %5 B 2 ( European Directorate for the Quality of
Medicines & HealthCare, EDQM ) 7&¥i¥ > AZeEras F ot B FURH e RE ~ B8 52
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B (data integrity) ~ ANEEVDTE ~ (LEESEREAES - BRI+ LR R0k}
SRS R S TR T RS B B 4y =5 > W /1 2017 SR BN 2R
TTHVBE ISR - AR EH T2 REFEE AN BRERHE = WA 45w
HIERIE » BB R/AER MR R DUAEE B s AR TRk}
&% GMP #4% - RIS BIRE & B0 JFURHEE GMP IV —EMEEZ% - R4 - B
FEIL ek - FRS B 22 GMP B i%H) 4R > FEIL L& BRI 22 GMP ERE(F
A7 B - WRR S B GMP FE A A R 8% GMP 2 BB E Y - HEES
FREFREE GMP B HELE LRI - ARy — DB S ERA (58 T AR -

2~ B
S

B BEZRIRE 104 55 10 A 18 H R ELA BRI B2 0026 7 &
PIC/S JFUkHEE R R s - W 10 A 23 H kb T ZE M BT GMP & -
&Y 10 H 31 HRREIFT: 575 AB =B UERHR 2 5 B8 B Rk 42
SHEE N GMP 25 - W AHEEHY GMP B2 EfE & 48 - L&A EH
BB Ry AR R F R B L B AR ER B/ N Z ERF AR 10 A 18 H L [FE Al
el > WHE T Z R B EER A > RS BE R S8 Koy S8 A
&g o 50 10 A 23 HERREEE - ARG R E TR TIFCETR

H & 112/ TIr&t %

100 H18-19H (H ~ —) |l (50— A HbreE)

USRS 7 JE PIC/S R SE S ot &t

10 H 20-22 — ~ g
A B (C ) (7" PIC/S  Expert Circle Meeting on API)

10 H23-29H (£ ~ W) | EEm L EZER T GMP &k

10 H30-31H (i ~7x) | BE GrEEZE#H-—s510)

— - £i01% 7 & PIC/S B EE R E S

FE—XKII0H20H (=)

Registration
08:30 - 09:00
e
09:00 — 0910 Welcome and Opening Remarks — (Florence Benoit-Guyod)
' ' AR (EDQM) B 5 2]
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Presentation of the expert circle  ( Carmelo Rosa )

09:10 - 09:25 o 2
0995 — 09:55 Main GMP guidance s on IT ( Thomas Hecker )
BB 2480y GMP AR
Planning, scheduling and coverage of joint inspections when a data
09:55 - 10:40 | integrity issue is suspected
H[EFE AN B RIR e B FiE ~ SIS SOk E
Break
10:40 - 11:05 sy
How to inspect an IT system step by step and how to collect evidence
11:05 - 11:50 | ( Marco Paolo Fulfaro & Roberto Conocchia )
WMAE P RE & BB il SR
1150 = 12:15 Questions and answers
FEMBETim
Lunch break
12:15 - 13:30 g
1330 - 14:00 The root causes of data integrity failures ( Monica Cahilly )
BB e B R MR A A
Practical examples on a FT-IR software, how to overcome challenges
14:00 - 15:35 | and questions on data integrity ( Monica Cahilly )
WfeT S AR B e B MR AV PRER B R RE © FT-IR $REGHY SR Ha
Break
15:35 - 16:00 sy
16:00 - 17:00 Data integrity practical examples oi GC
SRAHE T FEEIE e B MR SR ]
Questions and answers
17:00 - 17:30 oA 2
FR:10H21H (=)
Introduction to the second day
9:00 - 9:05 s
KEER ST
Introduction to genotoxic impurities from the evaluator s point of view
9:05 - 9:30 ( A. McMath )
EEHb E B T EEFEE A Y
Contamination by genotoxic impurities. The inspector’ s case study
9:30 - 10:00 ( Michel Keller )
BEFBUEA Y THAEEZE T
Questions and answers
10:00-10:10

Fe i BLE




Break

10:10 - 10:35 sy
1035 - 1105 Chemical reference standards  (Philippe Duret)
(BB 2SI o
Questions and answers
11:.05- 11:15
BT im
Discussion panel on selecting API sites to be inspected and
re-inspected: use of risk assessment approach, for domestic or oversea
11:15 - 13:00 | inspections. ( Greg Orders)
PRET R FUR SRR T e B e - BN B0 MR JE ks
S T ERYE A
1245 - 1345 | UChbrek
T
Workshop 1 - Data integrity failures in a computerised environment
14:15 - 15:10 | ( Thomas Hecker & Cindy Huang)
or&HE R 1 ¢ (EERRSH LIRS T AVEHR e MR I ( E=E LT )
Workshop 2 - Data integrity failures in a paper production
15:15 - 16:10 | environment ( Pascal BAILLET & Nabil BEZZENINE )
Jr&HE R 2 (EARANAE EEERER N VEHE SR M R L
Break
16:10 - 16:35 ey
16:35 - 17:35 | Workshop 3 - Cross contamination/impurity cases issues ( Carmelo
Rosa & Franz Schoenfeld )
réHETEm 3 L AU TFYA A B
17:35 - 17:45 | Mini break
FAL
1745 — 18:45 Evening session on inspectional techniques and data integrity
FEE R i g e B
F=K010 A 22 HEY)
8:45 - 8:50 Introduction to the third day
CEEwN AP
Dealing with a show/shadow factory, and how it affects the supply
8:50 - 9:15 chain ( Carmelo Rosa )
BRI TREs T TR R 3 > DU B oy 5 B e g
Most frequent API deficiencies based on the questionnaire sent to the
9:15 - 9:40 PIC/S members ( Lai Weng Fai )
255 PIC/S & B ~ R GHT R BAY FURHEER T Rtk
9:40 - 9:50 Questions and answers
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Fe i BLE) o

Data integrity from the perspective of a software supplier

. e —(EERAE L FE = By 4 S B s e B
1030 - 1100 | 0%

FX
11:00 = 11:45 Feedback from the workshops

SrEHETEm R

Update on ICH Q7 questions and answers (training Q&A and ICH

11:45 - 12:15 selected Q&A)  ( Michel Keller )

B E ICH Q7 R ELE 4

19415 — 12:30 Questions and answers
PEMTEEE 5w
Final conclusion

12:30 - 12:45 | e . .
Presentation of the next expert circle - (Australia/TGA)
NREERTCEM TGA 22
Lunch

12:45 - 13:45
T

1345 - 17:00 Meeting of the coEordinating committee
e Z B

2 - GENAENEE

ARGHBA 37 BIFEEEN K EDQM IRES » £ 86 AH
& Ko REBONER 21 {8 - sE MBS 8 E ~ EMNERK S
{E B FEMER 3 -

JFkEE GMP HHEHE B E

(—) FL[EFEZE (joint inspections) *

Al T HREIFERE | S EREERE TS A HAY - #IE - =R 2
Fo RS RERREETH » A ANERYILE B AR - e T T L EIE A R -
TR EILERTT GMP ERg - R P RS T71E A IR Ko —0- S
it e T BIEE AR (Observed inspections)  » {4 ZE i ARH Ky W20 ZE L
GMP FFE MR IR BT GMP &RIHS - SERIPTERISR 2 4 FE R




IREPE[FEEE GMP &R > DI B ERErT BIRAI - FEE RIS A/
E’ﬂ*ﬁﬁﬁum&zg%ﬁﬁ ? °

FEEBAEAYRETT - S48 Y B HUEE R LIRS - (24
e (HFEHEREEUE AR I ESS DY AR > RMEE VI ERAIR > 204
SEHERE RN A > ER R S BIRA EER E RS - mEH
IR FAE E RIS BB ERE A ER M 5 - SEEER
SAWEEITIOR « LI HERERE - IS EAEE — SRR B
0 > B RERH PR S EAVELE - (£ EIBE 2R O (ERVERET > FE
(5 A B3 E R e an B an E M35 77 -

(=) BB5ERM: (data Integrity)

HE e B CUE Ry GMP FEEHYE BEARRE » (£ 35 FDA X ZHY Warning
Letters ZE il m] Rl {5 - Ho4gk iH 25 2 H A 47 0V B it 13 12(Bad Practice) BGUEHY
REMRIRES - BN LS /8 SR \RY S 2 A oAV ETEE © o
MHRA 7 2015 F2ATHHES |4 » & FREE 5o B ME AR BBy A e HH i
CRATA SIS 5C RN ~ — 2 ~ ZERERY © H AR EE s B M R AN
K BB B R #i(Good Documentation Practices) » HiZ RSy A i A
(Data Life Cycle) » HERANERE 2 mEEMH 25 KEHULE - &z
Ry NREREE 2 &OBH ~ &Y ~ BUAHYROERIAYZER - 20k — -

External

Environment

Internal
Environment

Data Life Cycle

Good
Documentation
Practices

[ffiE— : Data Integrity



SLEBHINS - GMP (ESRIEMECREGRAY SR - BE M » IRHEE - =]
BN ~ OB ] KR UGS - TRIEE 2R EIRAERER - A ek
M BEERIRHHESS - BaRRAIRE B SR LEHE L - EAEE
PRICERASCER » BN BERAVEL: - BRI - BIBAVE - BURAVRE
BAEHIHT ~ BoRmE A BURIE EFFHE — TPk > Bdgay A ar
HHE Sy Ry VO (EFE B - (A0S HEl =)

1. BB EEData Collection) : EFEEIBRUNEERVRLET - BdEMZE - [HiA
FHEEIE -

2. BUBRER T (Data Processing) © EFEREIVEREE - LR SEFRYETRETE -
EHEREIENT -

3. BIBERYFEZ(Data Review) : EIEEIEMNACE ~ BUEVERERI « LMESF
FIH -

4. BUEHIH & (Data Reporting) * BAEREHVHR S  KBEFHEPE ~ &
MBI IEMIEIH -

= Objective
Processing
= Handling Failures

= Design of Data 1
Collection

= Transfers of Data +

Metadata

Data
Collection

Data
Processing

Data
Reporting

Data
Review

- Source eData

* Re-processing
evenis

= Failures

= Objective Reporting

~Transparency in
Failures

=Tracking & Trending

Failures

J

fffE — @ Data Life Cycle
(=) BIEASEIEEEM:(Computerised System Data Integrity)

B E AT N EIS L4 R IhReE SIS 7y - A1t E = > i
B £ 40 HRE 2 GMP E AR & £ 3 B2EE] FDA 2845~ 21 CFR Part 11
K PIC/S 4H%%2845 > PIC/S GMP Annex 11 » HEBL{EAE T4 8% (Electronic

records) Kz B8 T~ % = (electronic signature)ZETH 5 RS L4558 - FIRE EIE
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ROIRRE B BB ~ 408k0RaE ~ BERIRH - FEIXEHE(Audit Trails) ~ FPHIIE
ﬁ%IJ(Control of Sequence) K iR H A\ JR FHIH - DIHECREIRHI5E %  HE KIE
W S MEFHED » FEEHEREH (Loss Management) ~ ARFAEEH
HITERT ~ IRSEBLIATSE ] ~ ZEEAYPITRIEL - HE—F(Uniqueness) K R57EL
TS E S E SR > MRS ENEE RIS -

Computer System Controlled Function or
Process

fiffEl = : R &R

HEFEEEHT > BMNE TN E T HE ML - EEE RSB
(Audit TraiDHVFZF 2L R T B BER Z BB M ~ IRREME e — 20
AT EHYIRG BB A SR 2 B e By B - Bkt
AEEEIR » BEA 4 Ay B AR Y ERECEAY R (RARE R ATE T © EM
R R E RIS - RISEKBIIEREN - B ARG IEE R MTE
& TIEHIRTT

(M) BEEMEA4YI(genotoxic impurities)

1. BRERTE 2007 fEFALGHR B E B A AP ARE - T ESH BRI LY
BEGHIA Y KRR EBN T EEEEYENRESRE
DNA T #& R BRI HY B 5 T VB A1 28 55 141 4977 (Potential - genotoxic
impurity) » {%f5 SE B R A2 R B REHERAY AR A » HAR B
FEFF L ATRES E Y GMP AIRIE - BIANsE US55, 5 HEEYYERRI 5T
BB ANRR R aRUB R S T oy W

(DEF7e iy RIE MBI HI B B a1 E -
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QAREF IR EAHRRH SR B Y E -

2B EEIEYE TR R B S ENVBEZUE T RE VR E - (e EER
TR > mIREAE " AITEE ) Bk T EEATER ) AUPEIL T EL - fEREIRHY
PR BRI A B PR - R B SR e B B & H MR
MR RER ] -

(I)Class 1 * EFIZ 2 MEEEYIE R HAGRH -

(2)Class 2 * EEHIHYEZEE MRV E SR KBV AE B0 M (Al R B ze 2 1)
R RRIE R -

(3)Class 3 * EoRIEdk > SEAHRHAYSEY V) E &ite, IR S B M BUR E H 2R
TR (E R -

(4)Class 4 : {EEEYIYE EEL  AHRERVEEYIIE A L&Y ) T
THE - RIEREEYE -

(S)Class 5 * ELE A BISBIT B MITE RECE RIS - LIEERS
BB RIS -

3. ARABEMHEBE A AIHVE S > ERRERIET - AISFHEER - R EYIE
B SRR BES T e AH B B AR #D - TECRIURIEERY B Bl e » A58
RHEAIT

(D) PRI A E 2 U -
QIRFIER - shREY) - SRR EHSEYE RN ] 2HIRE -
QIRFIER - shRdEY) - SRR EHEYE SR o 2R -
A& AIRGIH - A RSEE A E R i 2 IR -

(71) 1EEE2H % (Chemical reference standards)

l. {RICH Q6 HVEF: » S5 IEEMGRIES T ~ Hnl et R slmrT At 2
SUEYE > EE—MEAHARNNE - BT ETHIHES - EmEE
WA H B keI A B PSS BN £ H(Buropean Pharmacopoeia) Bl BH
B S Y S S IR il TR L — (B e e B B S it - FERA A
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anfIEA > TS Ay -

(1)—&EE4E Fh(Primary  standard) : 5 €52 KL B B A et 2224
M W B —(ER e s E - RS A S ErE

Bl -

Q) &R AE AL (Secondary  standard) © HAE Bl —4R A SL PRI EOE A

IR -

. BONEE #2148 fn(Ph. Eur. RS) HATE R IR B 88 anHRE 2 e

(qualitative) B¢ &= (quantitative) F & s -

(WerEEH - TERHER - 28 - @EFR  ERENEMUSEBR
M ETEEHPLC) ~ SRAHEITH(GO) ~ ALAMROEE IR R & F ol
MEHZ 254

QN RS - R TR E M E SR M 2 25 e
OYHEZ&HTEHE © EERZGEA RN 2 25 -
(HHE ZERRIR e © B2 R IE i 2 25k -

. RIS ERELAIER > HEAEZEIE A2 B HAHE Bk

i E R B BREEIR Z IERENE > B L TR EE AR BRSO
B g EEERETENRHE G R IR T EE R E AR - AR
EEREAHEREICE RN BEERB I BLEM] 55 - AR M R IPRIFHISES -
BB EYVERE AT (Q2-8C) ~ 2 H(-25~-15C) FARIEZ (-85
~-ISCYFAFRRITREF - 8 00 G BR A N 2R (AR 248 i o i
i o G R B HYREE o

O R E R

& B GMP ARSI BRI RS ERE—2

FESRF A BB A BAEEE R E B R EPEESS - [ EER T i

B HTZEN > BRI C i B HEFRHSE GMP - (2 48 St Esny
B FEEY I E AR WS B R AIE H BN - TR B
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L1

FIERE BN — B KRR I FESS I EE © R S E R E g2
JFREE GMP B A B ZITs0i ~ il - shimiyis e - ERESERVERE
BANE - SHREE GMP AYARPEREIR HEFE RAE - WA RS R EREE
by 5 o BEGIEE B A M s B R TR GMP FHERRVAIEE - 78
BTG RSO B S B (e R EE GMP EARE A
ERBhz -

EHE IS GMP fEE A TETR

JFURT Y 2F B HL e FE B Bl > ELBUAR P 40 ] SR ARATE AR AT
& > B GMP ERA RIS » 2 TEkE - H GMPfEE AR X RAER
Frekhn o BIHYARIEAE AR R B FUR SERURR AR AN - B AR
o B RHERES » geid b RIRA R A RLRE - {HiH T 7 iR i A B R Bl A
i - EEERIE TS G R U T AR AR R B O SR BRI - LB PR A
ZEPIEREAR R T FUE IR RS 5 ~ SOmEAEER = © H GMP fE&A
SR GRS RO ARUEAEREEA > i HE R (i B B R 8
EARREREER R o HLEIBREAREAERTRE  JRAELEOR > DUEEUEAE
REEAREOR BT SR ERVRIIRME - B2 RE GMP fE &S E R (R
soRlE 2 o W ATNERIE & A BHVEEER R - IARGRIEFRISE GMP f8&

=P

EHHE °

s EREEREAE—BUE

H 1054 1 H 1 Hile - JktEg2mE it GMP » GMP & A —{E#rHY
e > 2RI R EER A BRI MR B B - HAE A SR BRI RE i A
BB, - HidhtsR 2 e B & - B GMP E A &2 —TEPkE
FEE A BEEREZH IS IGERE - WS EIRERARRE - (B A E
SR SR B B S AL BT A A B R M EA R AR > A S e B — B —
THEEIRE © HAl el SRR I P e R e e — 2
FEREONLA CGMP 55w T THER - (HEhHy R > Hpssvar 4
TEIHVFES TR R AR EREWIHE(L - AT GMP HEG T3\
ELTE R DAIS G - FEfT — BV REEER BT - WE RARGRRH B
HFEENESS  ER(EFEEERAEEIEAE S bR B IR -
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e FERESHE PICS FHEBXEER  SHEBIRNELS
((SEOEL S

TR 102 £ 9 A 25 HASEUREERER 104 4 12 H 31 HRTRE R
& GMP 0K - R % GMP JARFEAE C B fR —20 - Ik & 281 PIC/S AHEE

PN 0 IR AR PIC/S SHARE FRHEE GMP HYRCHTAR S > b2 B
PRIFRIZE GMP AHRBHEAZATRAE ~ Sl PR ECE B 2 PRaTBLb/HEE > fofix
FEIRFURISE GMP R BUPREEY - (HFREJFUR 48 GMP & B A% i %
WS - AEHEREGRAVEET > 22 37 BE R GMP fE & 8 KHRAVE
st B E R EPIGRETEEE - HIEE B IR SRR GMP
ZEHEER - AUNZESEEREFRSE GMP EEEERZHE - JRA]
FofE RIS SR AL - R RFEIR AR PIC/S SHERFR S K
Gk 0 AR EE GMP AR S EZATRAE - TR AT i Bh R 2
EESEFHEIS GMP REFERTAE - WA TRE BLS B2 GMP fEE B E R
FHEFTROR B o - BIAE S 2R i B S (RS -
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