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1. Risk based approach to inspection planning (national programmes)

1.1 How to develop a risk-based inspection programme, identification of triggers for

routine and ‘for cause’ inspections (UK- MHRA)

T Y| AR B 14 Medicines and Healthcare products Regulatory Agency ( MHRA)
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H 2004 FRA4GFATT/AERT GCP inspection program - [fiiH 2009 FEAEE BALAER —&H
LU R~ RS L EHEAY ARG & (Risk-based inspection ) » jiHHE REUERIARS Kk
5 B EHASAZ 45 MHRA 'y Compliance Reports » DL MHRA FF St B % 45 SR AHRE &
R > T —(E IR &R} EE ¢ Statistical engine - FI[FEEf Statistical engine B
TR A S R BREE4R  BT RS R ERR 8 7F R MHRA BB s 11 714
BRI AR Z 275195 - i AMERFY GCP > Firg GxP Y& &R (Andfz HIY -
AL~ AEH - o BEE) SRR E AR — (R E R E T - 4
EEZENE - MHRA AR E B BRIV ER LR - EAA IESET o s s 4E
HITECHIE R ~ SEARSVERERZENR « USRI EZETE R EIFETRER - i
MHRA V& S TIREIZ B 4 H a8 e RIS - BRENERERIFEER - &
AT FRE BHRERME: - RN &5 TH GXP BEZFEK - MHE— PG S -

1.2 What should trigger an inspection? Clinical assessor's perspective (DK- DKMA)

BEERY 2013 47 H 13 H/NE T —1{7455 1" Points to consider for assessors, inspectors

and EMA inspection coordinators on the identification of triggers for the selection of
applications for “routine” and/or “for cause” inspections, their investigation and scope of
such inspections ;> ELE&AYRBH TELEELE centralized routine inspections Bk &A% BRI %
R - BUHAVERIR assessor (FAE R ) DIHAERIEE ESEY BB SCHEIFR - (T
JERE L N A RE g ZOKEE) GCP &%

FEEEHEAERR ST N MR E &
(A Bt Ml
sl NBURD (BIanze Z B e E )
BRI Bdt AR e e sites 2 45 IR ¥
alBma s THE
HAFTAE RN BLAE - potentially “dodgy” endpoints ~ { F#THVEFE 74 ~ A
HAYEERE ~ open-label trials with blinded, independent assessment of selected

endpoints ~ pivotal non-inferiority trials Z -
FEHFERRRER - —E RREEZFERAT
®  E{f dossier B R E
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® N[EIE BRI - I R B 2 A T R R 2 22 B2 (P S5 HY recruitment,
dropout rate ~ boost recruitment at late stage... )

® REF—fH ABEZ S E (Y baseline characteristics

o JREBRiR IS E Gt T A

o N —EYEELIARERIEERSERETR (BRSO - ERIEA SRS R -
BBkl e )

2. Risk based approach to GCP inspection preparation

2.1 General considerations when preparing an inspection (NL-1GZ)

2.2 Review of data listings (DE-PEI)

B EEIE R ~ (SR EZ B/ #E 5 EMA centralized inspection FYEE(EifE -
LLUR oy S8 k% B AE R line listings iy —ELir5 5 - DAERETEREAR BV EEIE &R k.
AIRE A RER IV BIRE T E A - EREFELAAUE — P E H assessors 5 CHMP
members $¢ H#)20 GCP &A% Z 5K A1 & draft IREQ (inspection request ) » 2 A fES:
Bty 2 Ei% 8 ~ HHEA A B K assessors $g i FANFR 2 EHAYMIRERLL » H CHMP [
BEZF IREQ > ZI8HIEHF N EREIRZHFE HIH - A A% - flEEZETE -
FRIHEA SR ~ BHEETER > W ERERIRIFIR S AL S ~ Htr il
EMA/CHMP ~ {71E  BHEZ ST EX TR E FE R EEFRE - MHERVECE A%
155 [ 2 GCP working group [=AEa5mH ek F H > IEE 52 EMA ST HYERZ(THS -

Mm#&fz Sz line listings I - AHE B A S 22 X EZIVHIE - HAY -
LA E line listings ZfERY7ESE (BANtbEEEalm= vs NMAASET T 2alE
LE#E AR/SAE vs Bl 555 ) - MIEEHTHE line listings (BEE 7] RE & ZORIR R 12 (I excel
format line listings) %752 » & nl LB EAZ BB EZETE -

(Z)Day2,10 H15H
3. Inspection of eTMF and eSource Data

3.1 Industry’s perspective

3.3 Inspection of eTMF and eSource data (DK-DKMA)




PEE IS SRR ] > B ReEUR L (Trial Master File, TMF) #7520
t H AR AAE m BT IR RS rTRE g 4 b T ECEZ > HRE
B PTRE AR G YR R R RIS ~ 557 A RO E ~ R4 SRR PR
Es (-2 —TEPkER > £55; - CRO 4\ E]3#EF Electronic Trial Master File (eTMF) & HEE
RedBa R E 2RSS NI B B FEEE - FGEHT eTMF IVERZ A - AR EE Sy
FsWIEl oy B H eTMF HYSE SRS I B AT e TMF S8R B0 - Wi F2 H 25 TR - 7y
BN R T E TR RE R e TMF Y E R L — PR AAR Bt 5 [ {E R UL T e TMF 28t
IRFRTEHIIRAE - 40 e TMF HYSSIERIN A E A — EHVEERERIFE K ~ A{A7E 1L certified
electronic copies ~ $5¥¢ [RAGERA SRR AIEL AR TR Bl TS HHVEORES - A
SECR B BRGNS - AR ORI AR NS RS B T VS A A
5 > ERMER MRS IERE KRR B B BT RS H RS ~ B Re R P
AERZHSLPERT AT A 2R o - 82 A PSR &% B 77 F & e TMF IRy -
KERR R ER - 5 BT AystEe - FREREELU T 2E%E © TMF fFaystEs ~ B
sEEEEH - MR TR B AT ST R 4R ~ SO IR~ S
FEE M ~ audit trail ~ SCARE A AT DB ~ MHER - SiBaddoRi{t TMF Bf6HE... 55 - 5
RO IaEe ST ES B H E B MBSV E » —(EE S %
&~ SRR S - I H SR BT AR e TMF 5 - [ESSL 2Bt a8
ieprEZ B AR T A R R Fr iR AR S AR R B ER o2 (LA eTMF
Z AR SREEE -

4. Categorisation and Impact of Inspection findings

4.1 Short presentations on inspection findings and their impact- questions after each

presentation

AEARHIFECE G BB AR - SR AR ATEE Ry — 2 ={EEh I -
HERIAZE 578k (grading ) K grading sr&RHYERH - A AEIFELEE & B EIZ 0 E A% -
Ak e B B AR BAUM AR R &% BRI 2 TN BRI R 48 E L
BAHEE] » HE B B H AR S S R es G S (Pharmaceuticals and Medical
Devices Agency © PMDA ) 3 ~ #rini i F2E 35 (Health Sciences Authority >
HSA) U R KD - HA PMDA (UEFR LA & $HAHE A6 HETT grading » 475
T AE R EE RS ZE B B HSA RURIERE TN 2 H 2009 FHEFMGH#ETT GCP &%
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H AT A $1¥F investigator sites #E{7E % » MAEEHEEE grading I - 22 ABZ G E
AR R A BB R THY RS ~ R BRI A E grading » grading %257 /%
critical ~ major j% others « FeEIHIH AT EITHRE - B EZ 0 2B L BTN =(EE&Z
BRACZEH] > FHFTRE H A A $5 GCP EAZ G #ETT grading - BARF I #5 LA ] BR
WA BB ISR G grading (VBE - BUHERL SRR MM R HETT
grading I » FafhiSEVEAA RO BT R B L RN - BEVEZHE LN
R DAL RS & 3l Ry 2l major & 2272 critical finding - LR - BRER & B 7y =545 BAT
AL SRR AN S5 R A B EE - T REEUE benefit/risk analysis FGRIEET - Jo @ HIEZ
BRSBTS R BILHIEZE - BCE 2R IIERTEK - 1B HETT sensitivity analysis 720 - 5F
fli F¥ HERS benefit/risk analysis HY522 > AOIE R BIX AL EEHF -

5. Safety Reporting in the context of a GCP inspection

5.1 Overview of the EU guidance requirements on the collection, verification and

presentation of adverse event/reaction reports arising from clinical trials on

medicinal products for human use (‘CT-3") (IT-AIFA)

5.2 Overview of PhV aspects to be reviewed during a GCP inspection (IT-AIFA)
ERSE 2011 4F 6 H B0 T BRI R4 e M im Y55 | © " Detailed guidance on the
collection, verification and presentation of adverse event/reaction reports arising from

clinical trials on medicinal products for human use (‘CT-3) | » H#5 5% 3 (EFHRIAYIES |

"Revision 2 of the Detailed guidance on the collection, verification and presentation of
adverse event/reaction reports arising from clinical trials on medicinal products for human
use (*CT-3’) " ~ the "Detailed guidance on the European database of Suspected Unexpected
Serious Adverse Reactions (Eudravigilance - Clinical Trial Module)" ~ and the "Questions &
Answers specific to adverse reaction reporting in clinical trials" #2& f— > FEECER A
Directive 2001/20/EC {EAIERHY i seai BH > 155 [ HHAMERT E# AE-AR~SAE~SARSUSAR
F o IR EE R A B st B e L e iE s DIER R
b ERF AR AR
o [EREFTEEHENRIRN BRIt a2 s HE E TN AEs R/EAIE
HERRE R8s -



® [RETEFEERAFMPPEERAAILR BT SAES 4b - FA SAEs JETLRE
We\bRats - HIEAERIZRHY 24 /NEFA AR - A AN RIS #HREY SAES AR
A PR i [ P 52 A
® [ratEHHAME - SURGE R &SR LR A LB ER AR AEs - EL1R
i LR ARSI AN SRS RAR T 5448 SAEs - (B A SaZsts -
o U tRF AfESEHE!T AES B EEAR S RAHRBEMERETAL -

AR EIEE T ¢

o st H NESTEIT AEs BEERE RAHRBRMERYEFL o Bl R AR
BEPEEE TR - SRt eSS R R ATORE R, alBa TR ARy
MHEAMEEF A E SR Tt E T RS - BT E RAER - W Z5F
PR ECE S

® ERFIREFTA AEs SEAllCER -

® /T SUSARs £ FEERA K IRB - SETEfE f AL dntly SUSARS JEFE 7 KA
ey > 1REHER follow-up ERHEE 2 1&HY 8 RIAFE(E - HAth SUSARs Al
15 R iEHz ©

® —(EEER TR AHY SUSARs (A gwa L HEEAE BN SR SN ) ~ DL [E—aiBaZest
FREATAEE R (CREREAL - BIE - EIERE ) (EEREEERTA 2 £1Y SUSARs
AP e -

o EFFmE T ETR K IRB SBRHE S AT A TR B EE A B E—
Development Safety Update Report (DSUR) -

(=) Day 3,10 H 16 H
6. International cooperation on GCP inspections

EMA HIEIFRSEHE B/ 48EEIE GCP B2 BIME G F EHVAERS - 11 i B Eemit s 2
BACHVEEEA T » MO R B HBONFISS R A R Y - St Es K API BLiSRg
s ERE > BEALEETEIIESE - EsfCCiE 2 TIF 8 > BUEREHREN HE
i S AEME DB ELA B X B IR RV L & 8 > MERTHEE (R L MEAE AH (R Ay PR AR
TR ER AR EE - EMTREES - BHHHAIE R 2B E S
BREZR = (Confidentiality Arrangements ) ~ fH G &2 14E ( Mutual Recognition
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Arrangements ) > FE4NINE TR 2 EIFEHY networking ~ forums ZE)E&E#E{ T « {F GCP &%
B E T - A B JISE GriE—(EE EEA R & ESOR - JIISRTF
& > 5BAME International Pharmaceutical Regulators Forum (IPRF) 5z APEC N7 REERIL
GCP curriculum- [fj S5 EHER B GCP &A% G F H ATt E— D e 22 BE slipuli & &f -
54N HEPES &% & 1148 Ibero-American Medicines Competent  Authorities

Network (EAMI) > EAMI /& 1997 fF£507 - & EaFET =M 19 ([EEI% ~ vt S K&
a4k 21 BRfEAE EETRR - BV BEIEIRGo &R - &80 KRR & R E SRS
- Z=E FDA JR2%3% APEC Roadmap to Promote GCP Inspection & & AV4E R - &
1 ¥ A0S APEC - ASEAN ~ EMA J: WHO & 5[ - 1A 37 {#E 5 [E]1E » Hrf 94%
B o R PR SR TRIFE ZAZ A ~ TBWEI R AT GCP &% - FEA T GCP EIZHYE 5
1> $YTEFZ 0-5 4 1 33% » 6-10 4F : 15% - 11-15 4 : 26% » 16-20 4F : 19% > H 86%
AT BT e for-cause &A%  #if2 —2F GCP iz S5/l eRivETam £RE - &
SR Ry i BRI AT = Ry B AR - BE slBp & LU =PI ERRETES -

% G al i e e e B B R E A A A Bl Ry - S
IR R (DL L [F] 31140y workshop A HAE: » A [E] 52 22 B f R e =] DAKE
SEBEESIIMHRRAII ST & - TREFRMR TGN - e SRR FERE M HEC
ANERZHIE » DU Rt s A ~ SRR - SSERISRERIES D - AIRER T
W E (F R SR I E EAH - BRI S F2 BHIEIE - 5&i2 - BERIEEH
ATHAR E Py 2T A2 S 5[SiEr o] LR 45 JRBI SR B 2% - B FETHET #ET online basic
GCP inspection training courses » &AM ~ T ~ Hif 1 S B E FE (L HA B ¢ &A% B 22 81
HEMEEEZ BRG - FEEERRERERZ BFEIE(E mentors » SIEECHE
AN 7 S BN BR B AR/ NS SR m] AR - BRE nT i Bh e B4k 2 TR /N

G -

o

uK

=

SEL
Xt
ol

6.4 Particularities of the informed consent process
BUR S B 4 AL s B R AR A — 280 E NS E R R i B2 6
HEENVERE AR A ERERME - REE#ELT international EZIGFTREMUEEE
HWEZRAEMR - EXZAEFRBERENSE = RERMER - 2 EREMERE - o
A AERSZHEFE (YR A ? WE ERA 2 g /B 2 - )~ 3EaT 2L
EES M (ZREAAN 2 EEREAN ? BEFERBAE ) « Hpirg @iyt s
1



EHHEEIEZAERE > AEBZREAE > @RS HEFRHEEH R & TG
A EERE BRI (B0 ) - SRR iR stEs - AERTEE TR
HAERIFEE R A EEUS 2 B HE » 1148 IRB [FE% > BN - BB EIAE
REAN -~ BEEEARECRZBRE AR E > GIIERER ~ 28] RES R T

KEHETTEEEA ] DB AP R A — iR TR B 28T L FE
e - B/OFELUEE - SFEEESFRORER MR ~ 255 ~ wEEE > X
SRR — 7[RRI AT - FREEE SR S BHTHLUE < BRI r 48R R B 52 5
HFEEHIAERRE -

7. Inspection of Statistical Aspects of a Marketing Authorisation Application (MAA)

7.1 Assessors’ review of the statistical aspects of a marketing authorisation (MAA)

application (ES-AEMPS)

7.2 How to look at practical aspects of statistical analysis whilst on inspection (UK-
MHRA)
Btk 60 EHPEDE S KB AY4ET assessor DAH A S R (F 4E ) R B B ac BB AX

gt HYERL - B GCP Eiz S Ea T2 SEE - (LR BN il & E N WA AR
7 © pre-specification of main endpoints ~ quality of data for main endpoints - ZE: Bl s B
#H5 (clinical study report, CSR) 7 [a]Z F— check ZEZ K SAP — check %=t data
files Jz database — check CRFs — check source data/diaries - #EzY endpoints &5 —%{
WUTECEE - WIS B - B EAHUAEE - JLHZEZH endpoints - BLEAAYET
a1 assessor 22 | —{ 11 - A —{Ez{5RHY L% endpoints E4C ik N RBEEAEDE TEE
VEREEAREEHY T8 (22 CRFs axat it/ VaCekotaEERY duration ~ WoREIHCEHMET 8
TR A BECHIE A HEESGET AR - SRR IE A aA A S B AR R
Geatortr 2 45T assessor S5ER T —{ERFBIRYBIT - AISRBRER—(Em N IS T4 70
7 o B e EndS Rl & 2 A A B ERaE FAFEREAT borderline HYEL T > BLFE Z4T !
TR AR NN NIRRT PR SE T o 251 ~ HETT sensitivity
analysis % - B &% BN ESETETTA - (EEREEETERUE F BERHIEE ~ o
endpoints ~ MESREIRE - KA BN RBhAETE & B TR ARG -
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KSR GCP & BVGIISRITE » v LLSEE 5B PR 48 K0 o B2 Y
GCP &EfZ#VEHBUNEIFIRS I A BIEEEXE - HEBERIVEZ AL - ik
B2 IR BUREBFTA IR - — B LRERE DLBEE S MR S R S [E] hd T GCP &%
MR R 2ER 3 - ERPRE R R LAVEE, - BB S TF R AR E B E BRI IA
85T RREERRIFR K - A L ERAEEIE 5 BT P INE E CHY GCP
BIZNE BB ILHIE 2 L BEENEEZ A& - & ixid A s
(R AT ERZ TR B, - S HGEIERY GCP &AL I RE RN E
DR AR EIE S G E 2 e -

TEEZANERENJTHE - Bl EMA FI22(R &2 17 online basic GCP
inspection training courses » 5575 —tbER i & B B M E R B B IETE
ZBHKE - SUEFEEIE(T mentors » FERIERMRFHIFLE] GCP & A B2 1HHRH
FIlER - bR E BREIEEMEE I AT A AL — -

- ERFERE S HEHBR S EXEHISRTTEE - B BIRBREE

B ARy GCP &M Bl e & BRI 5 S B &% BT
A BA-FGE - BFERRTE S RSB ERRSEMN ~ BON ~ si R IENEFE > #iE
KRS - IEHIEE T R REE o EREEF I EREIRE 28
BRE(EE RN B A R AR AE T BB PR RE - 5 T3S I BV P RE RS - [

7S B B B AR E S AR i 8 I B RSN B AL ]
RAFHVBREEE - IR IE S GCP BAX (FREIU Bl st E - B BB E RN
B2 ERZAESE - RN Bz o B MR PRE K Z 1T T -

mk\

%l

© BN GCP ERARMMER - I ERRE -8 -

BERER BRI E RIS E I @RS BURFEEE PR T S BT
AT - NETATARESAS BN - 0 HCHEZEEE - SORERE
R/ NHEE BT A AN BT S - EHHVE IR S NENGRA] MR BB
%8 > AEEKE ZEHRERZREEGHE A ERE R R - EffIEES
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2013 EU GCP Inspectors Working Group Workshop

PROGRAMME

14-16 October 2013, room 2A, EMA, London (UK)

Chair: Ana Rodriguez

HEALTH & SAFETY INFORMATION

In accordance with Agency policy, delegates are to be shown a slide show with health and safety and
emergency information and procedures. This is to be displayed at the start of this meeting using the
Crestron system as delegates are entering the meeting room. In addition, the chairperson or meeting
secretariat is to draw the delegates’ attention to the slideshow and point out the nearest fire exit(s),
which are marked where the room has two or more exits. Should there be an evacuation during the

meeting, staff will guide delegates out of the building via the nearest fire exit.

Day 1 — Monday 14 October 9:00-17:30

Time Topic Speaker

09:00-09:15 | Welcome Anabela Marcal (Head
of the Compliance and

15



Time Topic Speaker
Inspections
Department, EMA)
09:15-09:25 | Introduction with training purpose and objectives Ana Rodriguez (Head of
the Clinical and Non
Clinical Compliance
Service, EMA)
1. Risk based approach to inspection planning (national programmes)
09:25-10:10 | 1.1 How to develop a risk-based inspection Emma Whale/Dominic
programme, identification of triggers for routine and Nguyen-Van-Tam
‘for cause’ inspections (UK-MHRA)
1.2 What should trigger an inspection? Clinical Jens Heisterberg
assessor's perspective. (DK-DKMA)
10:10-10:30 | Q&A
10:30-11:45 | BREAK OUT Session A- Creating a national inspection All
programme
Panel: Emma Whale, Dominic Nguyen-Van-Tam, Jens
Heisterberg
Room:
Group 1-6: 2A
Group 7: Coffee area outside 2A
Group 8: 2B
Group 9: 2C
Group 10: 2F
11:45-12:05 | Coffee Break
12:05-12:50 | Feedback session All
12:50-13:50 | Lunch Break
13:50-14:20 | 2. Risk based approach to GCP inspection preparation

2.1 General considerations when preparing an

inspection

2.2 Review of data listings

Willem Verweij
(NL-1GZ)

Eva-Maria Jahn
(DE-PEI)
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Time Topic Speaker
14:20-14:35 | Q&A All
BREAK OUT Session B —Review of data listings during All
inspection preparation
Panel: Willem Verweij, Eva-Maria Jahn, Jens
Heisterberg
14:35-16:20 | Room:
Group 1-6: 2A
Group 7: Coffee area outside 2A
Group 8: 2B
Group 9: 2C
Group 10: 2F
16:20-16:40 | Coffee Break
16:40-17:20 | Feedback session All
17:20-17:30 | Summary and Conclusions of day one All
Day 2 — Tuesday 15 October 9:00-18:30
Time Topic Speaker
09:00-09:05 | Introduction to day 2 Ana Rodriguez (EMA)
3. Inspection of eTMF and eSource Data
09:05-09:35 Mathias Poensgen (Aris
3.1 Industry’s perspective
¥’ persp Global/eClinical Forum)
_ o Jonathan Helgott
3.2 Inspectors’ expectations and common findings (USA-FDA)
Philip Lange Mgller
3.3 Inspection of eTMF and eSource data
(DK-DKMA)
09:35-09:45 | Q&A
09:45-10:45 | BREAK OUT Session C— eTMF and eSource inspection

Panel: Philip Lange Mgller, Jonathan Helgott, Andy
Fisher

17




Time

Topic

Speaker

Room:

Group 1-6: 2A

Group 7: Coffee area outside 2A
Group 8: 2C

Group 9: 2E

Group 10: 2F

10:45-11:00

Coffee Break

11:00-11:30

Feedback

11:30-12:40

4. Categorisation and Impact of Inspection findings

4.1 Short presentations on inspection findings and
their impact- questions after each presentation

Tomoko Osawa
(Japan-PMDA),
Mei-Chen Huang
(Chinese Taipei-FDA),
Foo Yang Tong
(Singapore-HSA)

12:40-13:40

Lunch Break

13:40-15:10

BREAK OUT Session D — categorisation of inspection

findings and discussion on their impact

Panel: Jens Heisterberg, Gunnar Danielsson, Gabriele

Schwarz

Room:

Group 1-6: 2A

Group 7: Coffee area outside 2A
Group 8: 2C

Group 9: 2E

Group 10: 2F

15:10-15:50

Feedback session

15:50-16:05

Coffee Break

5. Safety Reporting in the context of a GCP inspection

16:05-16:35

5.1 Overview of the EU guidance requirements on the

collection, verification and presentation of adverse

Angela Del Vecchio
(IT-AIFA)

18




Time

Topic

Speaker

event/reaction reports arising from clinical trials on

medicinal products for human use (‘CT-3’)

5.2 Overview of PhV aspects to be reviewed during a
GCP inspection

Fabrizio Galliccia
(IT-AIFA)

16:35-16:45

Q&A

16:45-18:00

BREAK OUT Session E— Identifying (S)AE reporting
findings at sponsor and Cl site, impact of findings

Panel: Angela Del Vecchio, Fabrizio Galliccia, Eva Jost,

Lisbeth Bregnhoj

Room:

Group 1-6: 2A

Group 7: Coffee area outside 2A
Group 8: 2C

Group 9: 2E

Group 10: 2F

18:00-18:25

Feedback session

All

18:25-18:30

Summary and Conclusions of day two

All

Day 3— Wednesday 16 October 9:00-15:30

Time

Topic

Speaker

09:00-09:05

Introduction to day 3

Ana Rodriguez (EMA)

6. International cooperation on GCP inspections

09:05-10:25

6.1 Overview of international collaboration initiatives

Emer Cooke (EMA)

6.2 EAMI collaboration network-Spain, Portugal and
Latin America

Sagrario Hidalgo
(ES-AEMPS)

6.3 The APEC initiative

Thania Spathopoulou
(EMA) on behalf of

19




Time

Topic

Speaker

TAI-FDA

6.4 Particularities of the informed consent process

6.4.1 EU/EEA inspectors’ experience

Gunnar Danielsson
(SE-MPA)

6.4.2 Non EU/EEA inspectors’ experience Foo Yang Tong
(SG-HAS)

10:25-10:50 | Round the table and Q&A
10:50-11:10 | Coffee break

7. Inspection of Statistical Aspects of a Marketing Authorisation Application

(MAA)

7.1 Assessors’ review of the statistical aspects of a Ferran Torres
11:10-11:40 | marketing authorisation (MAA) application (ES-AEMPS)

7.2 How to look at practical aspects of statistical

. . . . Yolanda Barbachano
analysis whilst on inspection
(UK-MHRA)

11:40-12:00 | Q&A All
12:00-13:00 | Lunch Break

BREAK OUT Session F—inspection of statistical

analysis

Panel: Ferran Torres, Yolanda Barbachano
13:00-14:30 | ROO™

Group 1-6: 2A

Group 7: Coffee area outside 2A

Group 8: 2B

Group 9: 2C

Group 10: 2F
14:30-15:15 | Feedback session All

General discussion and Conclusions of training course All
15:15-15:30 ’

Distribution of certificates
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