HEEE (HERER : BFHE)

1124EE " Good Clinical Practice
Inspector Working Group Workshop |

ARESTRR - A EfE e SR B
RIS - REHE A

TRELBZR /3 - ferlee] / FTAErR S
HEEHAR ¢ 112 10H 1SH E1124:10H20H
wWEHM - 112F12H



S

BIOMEE B H S (EMA) Ry e GCP EAZAERA LIF 2 BBl - 7% 1997 FFpkr
GCP & #% T/F4H(GCP Inspection Working Group) @ FIEESTHNGEE K 7 aHECH
[ GCP (Good Clinical Practice, {B&RERRGUSIIED)MHBHATAGE) » EFEIL
TARSTE - W2 GCP BRXAERA G S - S E RSB EEL HeAth it GCP &%
B~ s LB BEAIEEE - I0RE R R BB DS NE R Y B BRIt A A
e FELUR S B A B A 2 Y &1 -

KBS (112) SN0 EMA #2382 Good Clinical Practice Inspector
Working Group Workshop » AL &g Lol A LAY - BdE M7 DLUEEE
SRR R AL RS I BT &R BRHERT (soft skill) ~ EZAEHFHHIHE
R SR TSOR B 0 RIERE] GCP &L HIE IERE A - 1A
G A BRI ARSI Z ERE AL - M A A AR A R o
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ZHE:

SR RS E — T B UK - RN (ERAVETE % - BB s
HRE S 2 R R PR B EE S o BE GCP Inspector working Group H
1997 FRITLAZK » B GCP AHRAVGEIHYE & » A BBLIRERIRR ~ &1F » 5L
A0 GCP B A% AR BEAR & R AL » W GCP Workshop - $RHEEK 5 B B K FE
BB GCP BB 28 - DIATR S EIEE I &R -

AR BB ES - IR R BB LA - B ARG EE
PHHU e S B2 > S AR HE A LA B 0 B ee (401 © Sponsor ~ slBRERFA ~ 2
Al b ) o BRI - BRMORE DR AT e F AR 45 (S e bl PR s B S I
AZK GCP Workshop 2 EEATM RN B 24 ~ BB oM DA S BUg AR BRI RN e AR 17
15 A HEHEEZ BIVEET (sof t skill) ~ ERCEFHEIE AR S ERET
FREAET A o JHIEES B GCP Workshop » JRHUALE] GCP ARBRATE » 581 EFEY
GCP EZAER

><\



B BRECE

HHH T2/ TiFac 2

112410 H 15 H~
112410 H 16 H

BT (Pb A5 — for B SRR AR )

112410 H 17 H~
112410 H 19 H

S AT 2% B GCP #HaG K GCP &

112410 B 19 H~ | R4 (1a7 5 52 B RS — Bl B & 185 — Pk E B
112410 H 20 H #5)

RN R gk

AR GRILBT=R(10/17-10/19) » sBAERAMMT%—  EFF A BB EE L
I R E RN % Ms . Thania Spathopoulou @ DLERFZ K SraEETemip 2T
ARG HENE R ERRESET

l.

tnlk

% H I 2 hisE 2 4k
RRGHLTE 120 LS8 > {5 BERKE » 35 (L Al » 2813
ERLEEERAE | FLATE G 17% > 1-3 G488 25% > 3-10 G485 S iE 14
LEES L B 5AE 29%  67% /AN B S04 BVA & A A% -
ARG H 7 TZ BRI EU & 5% 2 Bt - LRSS - R

GCP EAZIEHBE 2 i fl - SR B2y Sponsor &A% > H & EZATHER -
B LARS - BEOH) - EREITE -

ERZHIE ~ 575~ BIREERARKEE T E

GCP EAZHIEAA
(1) BUMNEE L E RS (EMA) ¢
I fEECEF B2 T - SEpgFR 2N EMA FREE—{ SEBHYET A
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s HIEE 0 M EMA FAYAFZEmZ EE (CHP) RIS ZE Y
(CVMP) F & 28 & aZ o vl 58 FH 3 /e 5 ] DAIE A - I FHER R 3 B
AR - BRI AT B & R BIOM &R & (EEA) &
AEA o FUOM BRI B A P 2 eI - s e AR R Al
s o (A RER ~ ERBIREELE) » DUEE ~ HERE
BAIR ~ MHEOR T RIR S I 8 S5 OB AN
NOEA BEEREE D -

[1. GCP BA%FELE Sy By Routine K Triggered ° Routine B AR
Ry R A T B A& 2 EEER B S Sponsor (E% CRO)
BESGEAGHE 1-2 FEREICEFRED Routine BZAIFRK -
Triggered EAZRIER Fyas 43 T MM BLE) - B EAET
H=imE  alipaaT 8 E - BREMH AR e AV R ~ i
B RIS IR C B A AR S - A | A DURE
fEol  REARRERAEXER Routine inspection B
Triggered Inspection @ EAZ&EE K EZH B SIBEHREE
ZEHAY LoQ(List of Question) » »

Assessment
D 80 D150 D180 EPAR
Day0 [ D120 D180 D210 D330
|-°Q LoI
re-submission Pri marv Clock \|| Secondary Clock Oplmon
\ Stop/ L E)La.lua_tmn Stop ol EXpladang
D30/60 Decnsnon
IREQ
Trlggered
Preliminary Follow-up of

“SDE“'OH outcg e inspection
IR + IR 4 IR indings
s “ : ectlon e

[T {85 EMA HURTEEEEMAZ - 75568 120 RN EEEEEAE
%o A E AR EEEEE > HEEAGRM List of
Question(LoQ) » Mz S [E % B L[ - [FIF A% &t m] LA

i LoQ T REEE SRAOAVEIE - TR R RS LA
EIFEEREAGEE - WIRE L B HA M M AR -

HFBHE D180 #2H Lol (Listing of outstanding issues) ° Mif
5



RiF LT EE TR - IERA TR # 2K 4T Triggered
1nspections °

IV, BRI REST R LAT 4 (EFEER -

(1)

(11)

el © B EMA B - WSl SR E I A% N
iR IRIS ZAUE B GCP MM (IS ERL A ) ~ HEse
1% B A AR ST A S - TR B AR RSN
Biss ~ EAZI% R SOBHES -

B~ AT - A ¢ B NCA(National competent
authority » BB BEHKE) AT

V. EMARFERZE S R LU T IUE TAERIAL -

(1)

(i1)

(111)

(1v)

VI. &%
(1)

Reporting inspector : &EARRER ~ TR - SiTE
% o R B E - IR - (R R AR ERZ Y HH & (EMA-
inspection team-CHMA- rapporteur) ) £
[IR(Integrated inspection report)Z » AF/EIE(TEF+
Y EREER - AIFEFERFE /2 Lead inspector e

Lead inspector @ BZ/MNMAKE » OEFHME AR EZAY
AT~ SHEEZER - BEEKETE - ISR AER
e B %4 ~ EH Preliminary report 45 Report
inspector » #& % Inspection Report(IR) » Iff & &
Integrate Inspection Report(IIR)ZE

Co-Inspector : fBh &% ~ 4HEPAFT G H AR E XA
fi& ~ 2Ry Inspection report ELZEE o

Observer : BiZE » NEEER - (HE T EMA TZE
Fp o I HARBE ISR -

BNIEEER T T

EEEZE D FEREH - SHEEBRSE - B&EHE
AR BB =& DIz (Pl © Al e £ EI5 AR
(Primary endpoint)&ESRIGHGZERTE )5 - FA BT
HEBEMREER > MEHEEERR - BERERENR
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(i1)

NHEEHRS > WHAEEREEFEE -

FEFEEBIEER 210 Kif > LURE B #IPEEIR mEHY
RO - B S AT TS o MERER R ST ~ R
DB mFaTHEE R -

(2) HZ<(PMDA)

I.

IT.

(1)

(11)

ITI

(1)

(i1)

(111)

(1)

(i1)

PMDA 52 MHLW( H A JE A 2584 ) INZE 368 T GCP EA% 2 JE T A% RA
HZAE GCP HFTAM (JGCP) » ZARIEHAS PMD Act k2 ICH E6 15
SIETE
PMDA iR &A% 357 s 2 R
On-site Inspection : &A% Source Data(#l : AR ~ &
HeE%) » (EAEEZ Pl
Document-based Inspection : EAXESFHEREFI Sponsor L
FifH(A - CSR ~ BRI &5 -

ERGERGer e B AR L PVDA &A1 MHLW Sfimdfzas s

7 H MHLW SR S s IR s A a5 & Af7E PMDA 48k
FZABA - PMDA HFERIZAS SR 73 B DA =i a -
e ARSI
ARG - ERTEEEENGLE  DRFaaiREi
-
RFFE GCP : HEAH AL - AR EREI X
AR B A5 -
ETHEER
R MHLW 2020 FFAV&RET - B be GEE#E 20 FR) A 57. 2% H
BETHRAE > M2 20 IR) AIlEs 49.9% - TiAEEE R 5

o KRG EARABE T > Wi45E 5 Primary records e

4% PMD Act K T-GCP #i5E - PMDA A REE B L ZEHIARIFSL
H-(Source Document) > MFZEKAE ICF fEZ A& T /AR
AL LR B RURIFE SRS Z MHEANE - 595b
JGCP 7R e b PR i A AE A AR ERE (Source Data)
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(111)

(3) M

I.

IT.

ITI

IV.

(1)

ORISR B E S0 i 8 BB R AT A R PR s 2 HlE
F3E - DUBE Rt
A% B gL B AT ZOR B R L A R = -
TRREEAR E R atdis - dsliiisie (LB EE -
SRR B R R T AL B IR RRIE BRI — R Y
7770 PLEIRSINERZIRE
EEIHAPITEINER » FTLASE JGCP - HAE T B RiiEa
B HIERES T35 A TER R BRI ISR » 620 A e
HHIRUE (B0 - B TR AN E AR A T ARSI IRB
i)t ICH E6 HEEFESSYM MHLW A5 R4% (Standard
Forms) » {ERyESREHRE ~ IRB ~ sl FH7 A LUK Sponsor fEat5#
HUERI T ACRIEEERIE T DR B & B T g H AR R
B TS -

=
3

SHENHE 2000 FBAAEEN T GCPIP(GCP Inspection Program) @ &
HHRHAERRTE S | DL S ey s Bt g T R & GCP ARE
HNEC B GCP #F T EATR -

TGA 27 EMA HY GCP Inspection Procedure #l%E GCPIP » WifE
2019 FHFE /e EaTE @ iEe TOA EBNEXT GCP &% »

FEGFEPTNEX S Bt B 2B - M TCA 1F
2022 %A GCP BiZFET 112 » T T B —RAVIEE AR

JTGA EE A JE e e A A% HE BE > NHMRC(National Health and

Medical Research Council)ff 2018 EEF/\# "Risk-based
Management and Monitoring of Clinical Trials Involving
the Therapeutic Goods" » EriRHEER 77 RyWiAE © BABagEm ke
BT ~ BT T 0 Dla i sie s mlE - HAiE R
AN S b S AR B
TGA HYEARZ 57 Ry LA 28 FEHAY

Routine : KREZMNE BRI - 2 BEH A - Routine
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e iR R RS RN 2 A A ER== RS Ee o

TOA FFEFTE N > 32— (Eatla PRy —

(BRI

(i1) For cause : BRFHIMNAZE (Trigger) A FEE) - IHEEM
STECE R E A o A Trigger MEARZEMEER

EREMEIA -

(i11) Announced and unannounced : Routine &% » s\ EatdiE

B 55 18 A (Announced) » MEHEK

Eage ot NG e

soe A Mt EFEI N ER - AlE AR g Al

(Unannounced)

(1v) Onsite (preferred) vs remote inspections : TGA ELR&

AR CEIEHRY) » 2 EAEER - 1 HAZE - H

HITE AR e =R IE A A4

(V) Reinspection : TGA EA B EZATHES] (EMA J27F fH B
Hly > B A E—EERENER > AR g4 For-
cause inspection & ° EY@) Re-inspetion HEsEERERTMNE

T TR LI

V. TGA HYJ Routine &A% A —=(EFEES » 475 A Pre-Inspection »
Inspection K Post-inspection » ZPEEFH(T TAEWIT -

Pre-Inspection

(8928 K)

Inspection(%J 3 K)

Post-1nspection

EERSIERR s 1. BASEs
2. MBI R A 2. BEE
MEE R 3. B RmER

1. EHEZHRE
2. WEETRH CAPA
3. EPfd CAPA R4

EETE KL REZZE (AL
3. s BREAEEL| 4. BAPTERLIK LY o
(EREIE EESRen ) r T E
FRETRERR )
FERHEPEE: > SRS o] DGRt MR > iz B o] DR s B
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(4) =B

I.

IT.

ITI

IV.

VI.

(1)

g 2458 -

S5 FDA -2 GCP &A% (B T A 40 T ] -

. . FDA
Inspection Collaboration -
GCPAB review inspection Review After multiple meetings,
reports and communicate to Division inspection consult sent from
the review divisions in OND our (OND) primary review team (OND) to

assessment of the GCP and

regulatory compliance and
dati CIS
recommendations (CIS) GCPAB

0S| (GCPAB)

GCPAB

GCPAB issues the inspection

ORA conducts inspections ORA assignment memo to Office of
and sends GCPAB the (Field) Regulatory Affairs (ORA). GCPAB
inspection report (EIR) direct the field investigators to

conduct inspections

TESELE T B D ME BEEEIRE U E B RIFE A A = (Good
Clinical Practice Assessment Branch @ GCPAB) B[ 3E ik
I ERSREE - EOHEMSEESE

.GCPAB & [¥ 1 & % & (Investigator ° 2 & Office of

Regulatory Office) 1 & #% Fij > GCPAB = 45 & & B
(Investigator) & #% # Al (Inspection Assignment Memo °
IAM) » Wisa T EZ GRS -
S50 FDA WY& BAE B AL A G153 525 25 X (OND) AT
B EJEILEE > W HSCE R & 4G GCPAB - GCPAB /R
g g & B i 45 B B Regulatory compliance and
recommendations(CIS) » 3 H35E] FDA &2 EMA HYEZHE
& U ERZ TAEEIE -
FIhEH CISST M4 » i —EERE RS IS - A2
Fro e A I Bl i (-~ 2 CRO K& Sponsor) » 5[] FDA &
i (8 [ E AR (L - MBRIRIE efficacy » complaints
safety ~ PD - sBatdE & a0 sk - st e (R RS TAE -
HEEME  BREGEEBEHE TR - WET o8 - oM
LU N
NAI(No Action Indicated)
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(11)
(iii)

VAI(Voluntary Action Indicated)
OAI(Official Action Indicated)

M GCPAB AIFZHGE TERBEXLEEER B & data
acceptability ~ sV LMD AR Z 22 - #EAEZ
FRIEHT SR ORA BY Investigator (M%7 » (HE4%H GCPAB
RTEHEIIIA -

2. EEITR

(1) EZFIGZ(BONELEHFEN) - EEHELEYEHEG
(U.S.FDA)) :
[. EIZER

(1)

(i1)

(111)

(1v)

EMA 73 % GCP A% ATEHFEIA

ERLEIFRE) © APE R EB AL N B USSR
G - BEEE AR - S AR =
/S AN

BEEBETE  BMA T GCP EXEE OB 4 K> F—K
BERBER  BOREBRGN - mEEHD L WEEHE
FEREBERRZENEH > FURAEESBELE
LR o1 ~ CSR Z 5855 -

% SIS B AR K o MR AR E KA LU AR
FrAR &R AFE CROER% - ERERS HEHE T PLAEE Sponsor e
T FERSCIREXB R EEROE - AR AT Er T
RIREZ iR -

BRSO S RREIR - B ATE et s te Bt
X MESRAEZE S (CSR) ~ 5TEF ~ sHlilE ~ &
FEMDE AR S W HERSAA ] B o S5
BRI E X EFEZRMEEBE L 1025
Guidance for applicants/MAHs involved in GMP and GCP
inspections co-ordinated by EMA o S5EA% B EA A e
BT EHIRBEN A8 > WEERAEZAIGEEE
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I & s tmA R B AT

1. B FESH

(1)

(i1)

(111)

A% S e A% TH H VB - AT S8R
WHECRERSR © 5351 - MERSRT HET T8 - TR IEHEE
EETE

ALY > % S R T B - REFEEELE H A
B - AR BT i DR Eh AR RV T
ERGHEAR - B 8EES PR R KHHEE -
WHFZITERE B CREE R EERIE T - AR E L - £F)
[ R R B e MR -

IT1. BERZAVERETT (Soft skill)

(1)

(i1)

(111)

(1v)

(v)

EIZATAT LT ## Sponsor B RLURSEEZHIAR > B
E% A GEREMPIAVERE - & TR MM SR E
i B T RERTRE - BT H A LT RS AR
B57 o SN DAEEATR AU P i > SRR TR
PIRSE - Az H o] DAAE SR 5 Ry > ZOR e Bk A T s
FY T -

S

Ry
%

(3

)

EEEE > BRI TR

W

REZ

ol @
Ny
i

,
o

BT » G ERL ORI 2 Ry RS
Ml » AEEENEE - EEERE RS -
FMZFKYG - BEEZZE LGRS - EE R OREE
FoRE > I HFERISEATA R » NEOE AR AR - I
HAEZ ECEEE CHIRIRE > sE AR TR L3R
R -

SINERL B EZ R B E AN B - EE RS E CHY
& - AGFELUEMEH BB P E R - B2 E Ry o e
ORFFART » NEHOR -

< R

Cl'ﬂ'

F%

K

>1:l§gjl;

IV. B R ELETT
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(1)
(i1)

G BN EE S B e oy SR B g 28R ©
EIZET
= EMA/274221/2021 B25 > &

A BIEF N R b BB 2 24 WA P
Sponsor FEHEFRAEAFLLK

HEGESHRBRRYHE T R SOP » DL T fRHAR P M (S 2 &

RN o
7};2'

(111)

X

° 3 Hi%E
B B GBS E T

8 SOP 1 filase e ir DARCH K 2 [ElAG -

B B AR S RO BB IR AT o Ry LU T 2855

fe M e &

(Examination

@ 55 P HIRHE S e H e
@ ST AVER I PR AR BRI 7

= 5F &= (UAT
Plan)

report) @ = SIKESE = Wrsinsanses e ?
@ tHE =g (284 Sponsor #HE?)
Sponsor Bt [F]4ERE ?
oKW S | @ WE—78Y URS 2Ehmas o FE ?
(URS) @ EFHERIUENMEIT SR 2
@ SUEMEERERENSEH L—RADKRD
B 55 B 5| @ WESEiTER OGS ?
(Validation
plan)
EAHEEUCH | @ BEEEAEERKECEEETENVHEF

H sl e &
(Test
Report/UAT

report)

@ S E AL ? (EFHHY RSFRRAE S 4L
M 2
@ EELNATHE - MrE et
s G HGLEk ?

E/
?ﬁ

&
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@ F& -~ MalE - FEHEENERE—A -

report)

i W E | @ 2 FHRIAR ?
(Validation |@ SRHMHVMIE - MEES EAERIZ S TR

A ?
@ (RHEEETEAVFE USRS EIE ?
@ HZLTETL/ Y SOP MIEEHIREM ?
@ 5 R EERRREETE 7
@ GBI EREEINGR /P2 (E AV 2
@ LA/ (EHRTE S G AE ?

(1v)

(v)

V.
(1)
(11)

ERLEE LRGN - AR RGE RO RS B IIRAE -
EZ BRI B R EREEs » SRR R IR
o ZRMAE S SR IR SR N BARER EE DATR AR - (RIIE A
% B RS S BRiGIR R © BRLIFIE 1% Sponsor HYES
207 ~ B SURE - SR R SR A A RS IR
TEH

51 - B E A4 L IERT B CRO IR R 8L
{H Sponsor yZHEFEERHVE (£ - Sponsor #£ %5 | S &IAT »
FEZ ZEnE R ML IE R A RE D TeBa R oK - B HEAHRA S
F - Sponsor WIEZEAEEEYFEEH CRO MHEIERIERIED
feft s DI R B R AL - 5540 > Sponsor 22 HERD
ZHCALBERRY » RS T AL FERGETT » {2 Sponsor E
Z R H e iR e LUSAERR S S - MR T X6 -

BB B R AT T BT

BB S E HF 7y SANEE S E AR -

B EHETEIBUE 2 AN - EREBNEFEER - &l
S Z &8 > UREIREHBRER - 550 BiEEEn
FYIBTE e Z ARy > I AFEXIR L > BiR e it
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& g E et E R e mE B RRY R
DIk it G B A 2 R PRI LY - BB th B T3 &
At H &€ 3B T r AHIRERE -

Protocol Statistical
Database lock :
development ERELEH
Data

management Data cleaning Reporting
plan design
CRF.set uP / Data validation

validation

Data capture

. samples -
Protacal Deviations SAE Recanciliation
1 Query
Management Coding Review
4

Database set

up / validation

- - /
EDC Too! ik AE, MH, (SRS pragramming tool) MedDRA/ .
Reconcilation of P¥ [including Randomization) M data mh‘;'ﬁ::sﬁ
sample identifier l

External Data ‘ Clinical Data
(PK: i) Repository
= L

Raw Data Records |

Integrated Deta Records -

i

(ii1)  EEEEAR > BIERRIFE S - B RER—HER -
A TEHE R EOR (A0 £ BRI KB RE s - FEEE (T
TR K BEREE R - (e BBIRA T A5t -
TR BIEA R R HEZEN - 240 HIaaEEaK
W~ sl sG e R G HEEINEE - BRARER
IFEEANB RS BT EINEES -

(iv)  fESETOITE Y - BONERZ BN G E R B4t -
WRIENE - AEIE—RBREERSETE T - EREEE
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(v)

HEEILEE BZATNER - DUEE SRHAVRNE -

DI TGS AT R A B S A -

EAEHRFUEFEEBE S  WWHHFEEE - W
Assessment Report ~ #iat/rArEtEs (SAP) » 594b » Bi%LE
o S A ] DU R R R ~ B~ 2R
Rl ~ BB R EML G T IR TR E - BEE
SeEa R o] AR M s 2 & i sl Bt - BB AR
FENEIE I -

VI. syl (DCT) BT

(1)
(i1)

(111)

(1v)

AEfiFZEE] FDA 73 ERIEBE E AR -
AR TR PR - DL S B HER B R T
TR R B A - HAHE MR AR g - AT LA
/D2 s B RN B R [ 2 AR DURRI F A Rl
HETHE R AERES -

Ty PR e R Ry <2 5l 2 A Bl e B 5 T ¥ T 1A
PRI kG =2 5l B B PR P B S A S 2 B B A s oy

B {EHE - SHAMERFEIME - R - AR DR
B e g B AR RHUE R E] - 2 oy e R g T B
M —

5B FDA fE iR RE R - S0 GCP AVHEE - pR{HAES
Retigie— Y A g SRR SRR B RE B A P
ENEREEGE N NS OPNC SRR D@ e MmNk -E e
il > Sponsor JEZ ¥ ERETE VINEE - WA ERET
i EBNETE - W H B RN E AV 50 B R s (40
LM A RNE) o HBR E R AR E RS S PR e
TR o TR REEE AR A E B S 4R 0 I
FERESREUIE K B (&R g 25 By - M AR SEtE
MHRF - AL BAERER  FE(E 25 A B 7] A HAE
NG5
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3.

(v) 57 FDA agE & ] Sponsor ~ CRO ~ DCT #RREGH.0EER »
BB EIR R B IEZ RE (L 3K - I B A R B e RZ RE S MU S
THBAR SR fese s - HAth AR el B (S 4 e PR B AH =] -
WV o IR I E AR AR s S T A (A0 ¢ T2
AT ~ 85 ~ Bha=%) -

(2) BEREEETERITOM
[, AEIHBONEELLE TS (EMA) 73 SEF1EL & # 50R

(1) [IR(integrated inspection report)ie EMA FYE 48455

& EMA BEERSRETES| -
(i1)  EXEANEREEEE 2 n 2 EETHE - FEA8FH
TEIE (8 & P RIEHRRE N Re 2 - B 18 SRR
P HET T TR RE [EFE Bt (CAPA) (& & 75 n AREZ S - 0 HIET:
BB AMET NS 2 -y > TIR HYERE T EdR 58 5
MERIEIR R E o DR IR P & B S sC I EdR BLA oI SE M0
HATDAHE A7 - FEAREERVED S » B A F A EL
BRI HEREEBNEZ BRI —F  BEXE
JEE B R A B RS  (BIEEEEZEH S
PANERZ PR LM
(iii)  BER#EHER > AFERE  WIREFEFHRS > BRiiA
HEOHI ~ Bt AIME S S - I EEE ST AL B RS 4R » R
AT Critical” 27 Major”
B EZEERSTR
(1) HA
[, EimEiREFp RS NE
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(1)
(i1)

(111)

(1v)

(v)

(2) =
[

S UL 1% JUL ZULD

Prior check

Pre-examination of On-site Inspection (1-3business days)
pre-submitted documents

1. Examine documents

2 Identify concerns

3 Issue inquiries. request additional decuments
4 Exanune additional documents

Connectivity test of
the cloud system

Request for submission

for remote 1nspection
(20 business days before

Remote inspection

Uploading documentation

Main-inspection
(16-20 business days before main-inspection) pes

(1-3business days)
3 Issue inquiries, request
additional documents
4 Examine additional
documents

of documents
Preliminary session (web conference)
= Receive explanations from sponsors
« Ask questions from PMDA'’s inspectors
(15-10 business days before main-inspection)

main-inspection)

PMDA 2 {H3E i Z&7t > &% Sponsor fESCfF L {HE -
Pre-Inspection : B/ @GR RAILAT Sponsor FrfgftrysC
> Xtk > BIBAYE Pre-Inspection » fEiS{EPE Bz
B G¥IT Preliminary section > SRR > I HE
ZE SRS - 5 RRFE GRS (4 15 (BT
R) e

Main-Inspection : Pre-Inspection FTE¥RAYRIRE » X
BEEH email sERRESHM - B ERGATE XHE - g
Sponsor #E{THIRE > LA -

EIEEZHAE Sponsor AL Sponsor HYAEFEHEEHH
BRI R A - RIGRE SRS - AR
A PUEIEERZ T AL B RS - (B 57 A nTRERR
HUEE = o

EIm A ERIEEZ BN RSN » 1A 5 2y A
Ding st el ge A sk - LR EZK AL Pre-
inspection HFA[ LA AHETEmAHRBARTRE o BRBLEAE IR L
HERNE - I HASEEEEBFEREBNFEBER]
(Source records) @ EEDIMESIEERIREMN E SRR - &%
HIR - B AR ERENEEIEER - 1M 2022 F5=
patG » BRI T A -

EE FDA AN » MEEFEERZ (RRA > Remote Regulatory
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Assessment)HYEE - BXTA S I EZBRTEIEER » WfH
F box.com 3 EELER » £ FDA B EIEEZIT TAETH -
IT. 5[ FDA BT EEAZHTIFELI T
(1)  HuER B ~ SEEDLRR M 2 o h iR R DA 22
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(iv)  EIEEMEE - FDA &% E{inmn A - HeEmEEg
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DRRAEREAVE R » ETHETISTHETAE 2024 Q2 ¥i5(E pilot #EAT
H AT o

i EMA FVE BT EEEEERTEE » EREZHREHE
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SKEL#E{T Routine inspection ©
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55 R an BRI fE % E R B AT > (HEZEH Rapporteur
EMA TAE AN E50E EMA contractor B DARENEAZE T4 -
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- @GRS HEIEZR - HAEZR SR E4UES EU 2500 -
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% A (Competent ) LA R P ERAE (Advanced) °

2/ INHETA W GCP EAZ S5 e 2 3557 > flan « TIR ~ #t
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iz Z Rl aR S - L HE SR B B AR

(EMA IEfES%EE GCP & ERRFE > THETIE 2024 & LEGIIEEEX

5 MEEFRECEREEHEREMER L BERGHFESAL
AE LER o AR ERAZ LLAN o BUER R R B RS SR AE A1 GCP
workshop » AT ZAEBES - WieEEZAIA > Dig{bE
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BRI L S ERAETFE R B BT - B & SR8
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FRERAL » BRI FE I SRR F2 (it
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ZZ B R B B 2 A FE FAH DR - R
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AN VELR LA RAR - 6 Hooy 5l e H R A e 5
& BrEERE R T EERERENEE -8 -

IT. EMA—FDA—PMDA &1E :

(1)

(11)

EMA F1 FDA B 2009 546 GCP & TE » A =& -
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T 18 (@AY TR - EMA-FDA-PMDA & Ri{iE H & & 22
’—Eﬁﬁﬁ‘ °
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S

=
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—
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IV.

VI.
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AR R E LS > (EHE S o WSt B AU RRER RS T T 5
2 o
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TEFLHE -

JFEE "One-size-fits-all" » DAUFES & = & 2 AU BE AV BE IR 5

B > PREF GCP REAES RN N REMCRITHYSEME (40« AR
AR )

gl fit-for-purpose » Wi H AL EFRET S HY 7725800 TEE FRE
b

s BN RS A R AR 2 88, -

£ Principle Z&ngrte " EfEEER(Risk Proportionality) |
K TR o DR LR E e SRS R 2 Ry
Wz g » DURGRIE Sponsor K P FZHE EEIHIAHRBARCIL -

(& Glossary * DAT K service provider °

VIIT. Hapdllen - 502 ICH B 74815 -
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B 107 FAEHI A BIFEE S AR A FIE (1CH) » 281 ICH E6(R3) 1B REFIRE
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Draft Programme — 2023 European Union Good Clinical Practice
Inspectors Working Group Workshop
17-19 October 2023 EMA, Amsterdam, Netherlands

Chair: Thania Spathopoulou, Inspections Office, EMA

Day 1 - Tuesday, 17 October 10:00-18:00

09:00-09:45 Registration All

10:00-10:15 Welcome Evdokia Korakianiti, Head
of Quality and Safety
Department, EMA

Peter Twomey, Head of
Inspections Office, EMA

10:15-10:25 Introduction including organisational aspects Thania Spathopoulou,
Inspections Office, EMA

10:25-11:10 1. EMA GCP inspections: Scope, roles, and the Camelia Mihaescu, EMA
Integrated Inspection Report (lIR) and Petra Arndt PEI,
Germany
11:10-12:10 2. Guest presentations from non-EU countries Hiromi Takizawa, PMDA,
Japan

Ana Rogovoy, MOH, Israel

Anastasia Makshakova,
Australian Government
Department of Health and
Aged Care, Australia

12:10-12:35 Coffee break
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12:35-13:20

13:20-14:30

14:30-15:10

15:10-16:45

16:45-17:15

17:15-17:45

17:45-18:00

18:30-20:30

3. EMA GCP inspections at the sponsor site: Lorcan Gregorian, HPRA,

Preparation and conduct Ireland and Daniel Bjermo,

MPA, Sweden

Lunch

4. EMA GCP inspections at the sponsor site: Michal Gryz, URPL, Poland,
Aurora Rojo Sanchis,
AEMPS, Spain and Manos

Papadakis, EOF, Greece

Interviews and interactions with inspectees

Breakout session on sponsor inspections (sessions All
3 and 4): Soft skills and case studies on preparation
and conduct of inspections

* Coffee break included*

Feedback from breakout sessions All
5. ICH E6(R3): Overview of main changes Peter Twomey, EMA
Conclusions and feedback on Day 1 All

Group photo

Dinner at EMA restaurant

Day 2 - Wednesday, 18 October 09:30-17:30

09:30-09:35

09:35-10:15

10:15-12:15

12:15-12:50

12:50-13:50

13:50-14:35

6. EMA GCP inspections at the sponsor site:
Statistical analysis and data management

A practical approach to the inspection of

Introduction to Day 2 Thania Spathopoulou,

EMA

Olivier LeBlaye, ANSM,
France and Willem Verweij
IGJ, Netherlands

Breakout session on statistical analysis and data
management

* Coffee break included*
Feedback from breakout sessions
Lunch

7. Inspection of electronic systems

Daniel Bjermo, MPA,

computerised systems Sweden and Torsten
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14:35-15:00

15:00-16:50

16:50-17:20

17:20-17:30

Stemmler, BfArM,

Germany
Inspection of DCT trials Dr. Jenn Sellers, FDA, USA
Breakout session on the inspection of electronic All
systems
Including a case study on the inspection of
computerised systems of DCT trials (tbc)
* Coffee break included*
Feedback from breakout sessions
Conclusions and feedback on Day 2 All

Day 3 - Thursday, 19 October 09:00-13:00

09:00-09:05

09:05-10:05

10:05-11:05

11:05-11:30

11:30-12:00

12:00-12:30

12:30-12:45

12:45-13:00

Introduction to Day 3 Thania Spathopoulou,
EMA

8. Inspection reporting and interactions with

assessors L
Dominique Delforge

i. Writing the Integrated Inspection Report (IIR) (FAGG - AFMPS), Belgium

ii. The importance of interactions between Tiina Holmberg, National
inspectors and assessors Expert on Secondment,
EMA
9. Guest Presentations from non-EU countries on TBC

remote inspections

Coffee break

10. EMA inspection selection and the raw data Kim Pietsch, National
project Expert on Secondment,
EMA

11. International Collaborations in the area of GCP Miguel Rodriguez, EMA

inspections . -
LaKisha Williams, FDA,
USA

12. GCP inspectors' curriculum and training package  Thania Spathopoulou,
for EMA inspections. EMA

Conclusions and feedback on Day 3 EMA/AII

Closure of workshop
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experience shows in an unexpected situation?

EUROITAN MEDICINES AGENCY
SEIENCL D < WeaL
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