HH B 5 (R B« HoAth)

SRR (EMA)EiF 2
2014 5£ GCP &% B T E/NH7)| %%

2014 — EU GCP Inspectors
Working Group Workshop |

FRFSHERE © RS & Y E B SR
LIRS © 1B BIEER
TRELER © ARER
AR - 1034E 11 H 15 HE 1034E 11 H 22 H
HEHE 10444 5 (BIE)
103412 A



EES

Aersg FyEEH(European Medicine Agency, EMA) GCP &% & T {E/|\4H(Good
Clinical Practice Inspectors Working Group, GCP IWG)Z2&¥t » % GCP IWG £ EMA j>
1997 FHERILZHAL » T8 K i #HBCHR GCP (Good Clinical
Practice, {8 REGPREEEARFIHRAFTATEE) < 7% 2014 5 1 H 4§83~ Work plan for
GCP Inspectors Working Group for 2014" » (N5 F22HE 2014 £ > & & b
JINE 258 Harmonization Topic » HHEIE& 82 AR EE 12 J& 2 " EU Good Clinical

Practice Inspectors Working Group Workshop | °

ke L R fREEE B R  H AL EE T 2 FR R ARy
ICH (International Conference on Harmonization) 7€ ICH Guidance for Industry

(E6 Good Clinical Practice: Consolidated Guidance)##77 » 5+ 3 H

AR Ry IE4E 103 £E4]] ICH Working Group S amiit(E1E 7 ICH E6 #i# > &

SrElEmE T1E £ 4 GCP EH X E e H 2 i - H %K Breakout session ;%
Bl iz B oreistsm > NEIBRFREZE 2 B EA5R  WEsSTsm T E sl zE 20
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! Work plan for GCP Inspectors Working Group for 2014 :

http://www.ema.europa.eu/docs/en GB/document library/Work programme/2014/02/WC5001620
62.pdf



http://www.ema.europa.eu/docs/en_GB/document_library/Work_programme/2014/02/WC500162062.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Work_programme/2014/02/WC500162062.pdf
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HEB) > WOETREIREIRSE GCP I HALE) - b Ty BR AL > A% 1 B
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aidtat 3 X 1 GCP IWG EHIFERE - #H%E EMA X F B GCP &
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Z EEREE

THHEE S EZATEFSETE(GCP inspection preparation)~ BE R RS (s FH >
TS Z47E@5E (Validation of Computerised Systems in Clinical Trials) ~ 88 &1 4%
% (Inspection of Electronic Data Systems) ~ BT &K} 52 #414: (Electronic Data
Integrity) ~ A% HRL K 52 2E(GCP inspection findings and their impact) & B[] GCP
% & 1E(International cooperation on GCP inspections)Z: 7~ i i T T5Y 50 S

& WEFH G Efx Sl (E A B2 -

1 BEHIZEFETE GCP inspection preparation

*  New EMA Q&A on data listings — How should inspectors review and use the data

listings during inspection preparation

GRS ~ 18R~ BB Rl BB o F Y data listing
FELNE G WM EE A - SRR AL Data listings 5 2 fESHAY > 411 ¢ Clinical
data (CRF* ~ HES =i EREIE) ~ Process data (SC3% 5E)) ~ Audit Trails/Meta Data (1
eCFR - eTMF® ~ IRT %) ~ DI AR EEY) 20 2 B A B PR B B A Sk e
fifi > data listings » 2845 data listings ] DA By &% B2 & &7 GCP compliance 2
Uik PEAHVBEEFR R e T 2HE (0 L B ERE - A8
SR SR RS - T T IR 2 s R A 2 B TR -

7% Data listing .2 i/ i Ry &A% B T AT R SRV TR - iR T pe f 51
11 (pdf ~ WORD ~ Excel ~ SAS ~ CRF S5 #k[E %) » 2 SHEA R Z ap el /7
A BREZEEIEZA S > EHEEEXIERRE - BEEMZER IS
BAfeIpE s 2 5 -

2 CRF, Case report form

3 eTMF, electronic Trail Master File



Q & A on Clinical Data Listings ifii#HH data listings JERFE 51| 5EIE -

1. Sponsor [EEHH data listings HY85{E 81 1 35 E gl > CSR*ERI—EL -
2. EilAFERERE > SRR a8 E (40 ¢ visit date, subject ID)

3. Efzx st > et S 25l & 2 CSR listing (PDF AU - EfZER A
FIREZR A BRI T R (LA AR A DUFI) SDV

4. EzzsRte o ERHESURARRFTEEEE - DL excel 215 -
(a) AWEEEESHSEmH ARG - 570 1 Ry yes > 2 Byno..)
(b) HFEBAMEEE @ FrEEEREEZEA -
(c) EIRFIAEEE - TNERMFIEEER - DAEZX St 01T -
AR B R SR L EE PR EIL B T AR EPRIEA - 202 excel fE&E 2% > 77
HTERR AR 25 HbALC 2734 - T IR Outlying B{H - 7£7# audit trail £
B 7RSI TR ZIARE

N

FERSE Validation of Computerised Systems in

Clinical Trials

*  Practical Demonstration on validation of computerized system
*  How to conduct an inspection of computer validation

*  Common findings in inspection of validation of computerized systems

RETA B E IR B E T LA R HE T L A% 2
12 > 248 7 Z5FKE Infrastructure ~ Layer ~ function ZEE¢ET » 4{o[#h{T validation (data
validation plan ~ system validation plan) * Data Flow ~ Z4% [ 41 o] #E {7 & S e

3% ~ 40{a] DL risk based approach #E1T Z:.47% Risk analysis 2 o

TR E T L RS IR G R R - SR T AR R U R
Baplaa ety - MBI RN - W EZIE T TYIEE - SRR

* CSR, Clinical Study Report

> SDV, Source Data Verification



ZEE ~ LUK AHRH SOP : Dataflow LUK £ &l Interface(f M) Z & © f2iEE &
FREERE ¢ B RREOR « B0k st asE s WS ATEE

K EFE S 5 Data listings ©

HARH N B EERER  SRHE LA BRI ERA
ZHARE (M T f% Data Flow » Z 4RI TRRBRAYIERE - 40 © PREAE
BRIR 245 ~ Q1] clean data 3 HE K L 245 ~ BB I AR S (BT 88 (LR PR UBR
BB ETER » Z&E > RIFE T i validation status - validation evidence ~ HE[RE

I ~ |4k 24 ~ criticality assessment ~ 245/ f2 B IERIZSE -

WLl AR (remote data entry)if - 7 FUARE & s SRt iz i s
PRAL it ARY eCRF b - i B MR B ) E Edit check 1% - BB
s R R (s s 2 B B e RS P 2578 queries/flag audit trail #E{T SDV
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3 BFERAYERZ Inspection of Electronic Data Systems

* Inspection of eTMF and eSource data and common

REAHIRE SRR B B F 0 50 EMA BLSE B & i EE Y TH 5] (USFDA)
ST RIS 2010 4 K7 2013 42835~ Reflection paper on expectations for electronic
source data and data transcribed to electronic data collection tools in clinical trials,
2010 DL Kz Guidance for Industry on Electronic Source Data in Clinical Investigations,
2013 Y N% - BURFERBRE RS 2 B LR L e B B e
H ALOCA HHREAME R B R T LR AT R 2K - 7Y ICH E6 I -
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4 BFEFRSEEM Electronic Data Integrity

*  Practical demonstration (Data Integrity Assurance & Investigations of Electronic
Data & Systems—GCP Considerations)

AEH B RE T LA 5 0 [FIRFEE EMA Bil USFDA AREEN 2 - S8 A0S 2
FEEIMHE > 28T ERaeE —(EE SR /& Data Integrity (B M) © #BiE5E
M B 5 24 (FET 77 (ALOCA) » ATTRIBUTE (By who gt A ~ (T » B2 5 %) - LEGIBLE
(RTLUEYH ~ OreF > BHTN HTPRJESE) ~ CONTEMPORANEOUS ([EHFaC %) » ORIGINAL

(first capture ~ BE T LUZEJE Y Certified copy Z§) ~ Accurate (1EAfEME)
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A FEE E R — 2R BT LR RE e E e - BIEREAEHE (Data)
1 Meta-Data Z [ 3 - —(EBURAV A5 MR EREURAY SR - EslATRE AR
B - BOAIRF HEREIE (Meta-Data) » 411 BB dsEL: « (MIFRFEL - WfE
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5 BEXEEKELEE GCPinspection findings and their impact

RITEEIPEAL - 2EREDZ EHERSBE T RS Al E fEiE s —K
BT > SRS 28 ~ B RS RTETTHSEZ NS > ST GCP BAZHTED
7 M CER A E T LE R AE R EE AR FEOR W ERR - A0 e EE A

[FZERGAEEZ LA - hEZEFTHREEN -

ANEf1 Fy i BREAK OUT SESSION S & tkihok K - ittt & Z BEE T
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RS RE FFTA28E S Eid SROARNAREREZ ZETER
FeERE - BT A SR -

Tl EMA 2 1=, > 9 H]5E 73 Critical ~ Major ~ Minor ~ Recommendation
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& T RHRE 2 RUE - WREIEMEFE Hghk 2 BT -

6 [EFELE GCP Hi%XE1E International cooperation on GCP inspections

Bef%  EMA — 12T R IR GCP Ef% & F > PRE G s el e ey HL B b -
INBEVEIEALY Ghana 7> EHSEL EMA IR & (B Z E 485 - Ghana 77 = HIR
HITZBE - a2 EMA EZIEEERE A - EMA ERZ S RIHEERE - 23
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AL Risk-Based Management J5=UEEE » S9N (iR AR AU RS HIE S 2
BRAE o

PRI H AigE R R R B AR BRI & 5 - BRATTERSN - HES
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102 LN T2 GCP Bt &AL RN » 1% 45 e % A {r 5 2050 P A1 A 22 e R P A A
#?

FLBLHE GCP IWG» FRIEL B {7 By EMA BURRRY TS DAL LT GCPAHRBHZE S
3, Work plan for GCP Inspectors Working Group for 2014 » 55t 5T i A BE HE it -
NHIERESF Introduction FE1E » & 7 HARI T4[E] MHRA 7 Inspector Expert Gail Franicis
IMRIEERER - B TR F R R E AR EOR

1. EEHT GCP EARZBUR(AN « 0fer B g ~ SRl - R R R 2Bk

9



b~ SBEIT 2R ~ FEPEZ B R HGER) -

2. FaESREE G 4R _FEEE)| 4 (On-Line GCP Inspectors Basic Training

Course)

3. #%3% CHMP (The Committee for Medicinal Products for Human Use)Z 3K
BT ENZ 2 BERZES=(GCP findings) 5 e

4. FREGE) SRR T EALAA T T Quality Risk Management > (T
Subgroup PAZEfE % E4{0$1¥f risk based assessment/monitoring
plans 45 T2 R Z AR

5. fRHEH GCP MHBASRIH AN Z ERER -

PRiZE e T L GCP IWG BEATAHA - AJGHRE T 2 Rt H B A R
PRedB 2 JEF - [EIATE ATk Bt R 2R L 2 EIRSUE - B SHERGRER - &
LB TG T BB Z 2 ot a » MR AR 2R e R 2 5 - S5
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EUROPEAN MEDICINES AGENCY an-)m

z Eqbk : AT i Agence nationale de sécurité du médicament
SCIENCE MEDICINES HEALTH etgdesproduitsdesanté

2014 EU GCP Inspectors Working Group Workshop
PROGRAMME
17-19 November 2014, Paris, France

Ibis Berthier HGtel, Porte of Clichy.
Plenary meeting room: salon Monceau

Break-out sessions meeting rooms: salons Carnavalet and Rodin

Chair: Ana Rodriguez

Day 1 — Monday 17 November 09:00-17:30
Time Topic Speaker

08:30-09:00 | Registration and welcome coffee

09:00-09:20 | Welcome Dominique Martin,
General Director of
ANSM

09:20-09:35 Introduction with training purpose and objectives Ana Rodriguez,

Head of the Clinical and
Non Clinical Compliance
Service, EMA

09:35-09:45 | Welcome and practical information Corinne Kiger,

Head of the trials and
vigilance inspection
Department and training
organiser, ANSM

1. GCP inspection preparation

09:45- 11:15 | New EMA Q&A on data listings- How should inspectors Eva-Maria Jahn (DE-
review and use the data listings during inspection PEI)/ Lisbeth Bregnhoj
preparation (DK)/

Andy Fisher (UK)/Elham

Computer needed (to be brought by each participant
a ( s i o pant) Kossary (NO)

11:15-11:30 | Coffee Break

11:30-13:00 | Q&A

30 Churchill Place e Canary Wharf e London E14 5EU e United Kingdom
Telephone +44 (0)20 3660 8400 Facsimile +44 (0)20 3660 5535 -
E-mail info@ema.europa.eu Website www.ema.europa.eu An agency of the European Union

© European Medicines Agency, 2014. Reproduction is authorised provided the source is acknowledged.
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Time Topic Speaker
13:00-14:00 | Lunch
2. Validation of Computerised Systems in Clinical Trials
2.1 Practical demonstration on validation of computerised Christa Farber ( DE-
systems Landers)/ Oliver Herman
(Q-Finity Quality
Management)/Marina
14:00-16:00 Mangold (Alcedis GmbH)
2.2 How to conduct an inspection of computer validation Christa Farber ( DE-
Landers)/ Oliver Herman
(Q-Finity Quality
Management)/Marina
Mangold (Alcedis GmbH)
16:00-16:15 | Picture All
16:15-16:30 | Coffee Break All
2.3 Common findings in inspection of validation of Ronald Bauer (AT)
16:15-16:45 .
computerised systems
16:45-17:15 | Q&A All
17:15-17:30 | Summary and Conclusions of day one All

Dinner and Event organised by ANSM - Bus departure from the hotel at 19:00

Return by bus with leave from the Seine boat restaurant at 22:45.

Day 2 — Tuesday 18 November 8:30-18:00

Time Topic Speaker
08:30-08:35 | Introduction to day 2 Ana Rodriguez (EMA)
3. Inspection of Electronic Data Systems
08:35-09:35 | Inspection of eTMF and eSource data and common
findi : .
indings Susan Leibenhaut
- FDA'’s experience (FDA)/Jonathan Helfott
(FDA) (remote
participation)
- Europe’s experience Gail Francis (UK)
09:35-10:00 | Q&A

2014 EU GCP Inspectors Working Group Workshop PROGRAMME

EMA/116040/2014
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Time Topic Speaker
10:00-10:15 | Coffee Break
10:15-11:30 | BREAK OUT Session A— group discussions of case
studies on eTMF and eSource inspection/ validation of
computerised systems
11:30-12:30 | Feedback
12:30-13:30 | Lunch
4. Electronic Data Integrity
13:30-15:20 Practical demonstration Monica Cahilly (Green
Mountain Quality
Assurance, LLC)
15:20-15:35 | Coffee Break
BREAK OUT Session B — group discussions of case All
15:35-16:35 studies on Electronic Data Integrity
16:35-17:45 | Feedback session All
17:45-18:00 | Summary and Conclusions of day two All
Day 3— Wednesday 19 November 8:30-12:15
Time Topic Speaker
08:30-08:35 | Introduction to day 3 Ana Rodriguez (EMA)
5. GCP inspection findings and their impact
08:35-09:45 | BREAK OUT Session C- group discussions of case studies
on specific inspection findings
09:45-10:30 | Feedback
10:30-10:45 | Coffee break
6. International cooperation on GCP inspections
10:45-11:45 | 6.1 Needs and achievements in the area of GCP Thania Spathopoulou

inspections

(EMA)

6.2 Observing EU national inspections- Ghana’s experience
in Italy

Delese Darko (Ghana)

2014 EU GCP Inspectors Working Group Workshop PROGRAMME

EMA/116040/2014

13

Page 3/5



cmy
打字機文字
13


Time Topic

6.3 PMDA'’s GCP questionnaire

Speaker

Hitoshi Ozawa
(PMDA/Japan)

11:45-12:00 | qga

General discussion and Conclusions of training course
Distribution of certificates

12:00-12:15

Ana Rodriguez (Head of
the Clinical and Non
Clinical Compliance
Service, EMA)

Gaétan Rudant (Director
of the inspection
Division)

Corinne Kiger (Head of
the trials and vigilance

inspection department,
ANSM)

All participants will be provided with lunchboxes at the end
of the training.

Abbreviations:

CSR: Clinical Study Report

CSV: Computer Systems Validation

EU: European Union

EEA: European Economic Area

MAA: Marketing Authorisation Application
MS: Member State

Q&A: Questions and Answers

RP: Reflection Paper

SDV: Source Data Verification

TMF: Trials Master File

2014 EU GCP Inspectors Working Group Workshop PROGRAMME
EMA/116040/2014

14

Page 4/5



cmy
打字機文字
14


