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(—) 01 - Setting the scene: introduction to the EU regulatory network :

EMA EFZ&fEEIPTHY Mr. Riccardo Luigetti /M BRBEHYEER E AN - BUER
A5 28 {E g B B3 AR A BUA SRR I - (B S B E AR B — 1AM
SR R RE R EER R (B EMA) AGrE s m B S mAY Eisd s e
B RN B AG R SRS T o EHERER R B MR SR A S~ TERL A
5 [ — G PP AT A I G B - 2 BB R AU B s A - A W AR (S m B B
i EmE =D Centralised Procedure 5z National Procedures -

(1) Centralised Procedure (£ &fEfr) @ H#EA EMA fEH ARG ECHEE - H EMA
MHEER - B b o BINIfEBCRPTA & B LS 2 E B - AR
JEFRELIN ~ FEIE ~ R ~ tEREER ~ B AG T R HLA R S I RRE ~ E
AVEBRI RS AR S 2 g0 (CAIERN AR Hr B A R et e i

CANHHAEDESR ~ ARUGHE ~ SHE TR E L) KA R R S At IRt AR Fe g i He
i o MHEAHT R EE ~ BERIE B B A BRI SRR BA i m ARERHY
485h > SRR AMRFE K BT TR RS -

(2) National Procedures (¢ SEIREEILF) © [A{E B & SRR ZH HE 2 FER
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Fe > X a]FE& 5y By Decentralised Procedure (4=t #&F2FF ) ~ Mutual Recognition
Procedure (fHE EZIFER>) Sz Purely National Procedure ( BE—pk EEIEERRF )
541 > F Mr. Riccardo Luigetti £ EMA AY4H A% 29k B Py sl iy /A 0 EMA (&R
1995 517 (Hif & K5 European Agency for the Evaluation of Medicinal Products - EMEA ) »
BREREE S EhE ARG Rk b N - HATd A4 4000 S E - 7 HEE
FE & -~ 28 {# T{E/N4H (working parties ) ~ 8 {E#EE5¢/N4H (scientific advisory groups)
& 890 firlif & » Hrp > T {HEFEZ B GRS
(1) Committee for Medicinal Products for Human Use (CHMP) : &8 A F&E & & 2k
(2) Committee for Medicinal Products for Veterinary Use (CVMP) : & F &Y S5E & 5T
i
(3) Committee for Orphan Medicinal Products (COMP) : & & %% R R &Y E
(4) Committee on Herbal Medicinal Products (HMPC) @ & 2 & &[5k ke BUM| > B2 515
(5) Paediatric Committee (PDCO) : 7 #5/\5d FI SR8 » HRfitRl e
(6) Committee for Advanced Therapies (CAT) : & & AR E il (ATMPs) & 55
(7) PhV Risk Assessment Committee (PRAC) : & & A\ FHEES F 1% 22 sl R e

TIRE AT B AR R ERE - HAR RS T B e RN AT AR
% B G RAR AU S H28EE RS A EA A FL4 - BIRFELAS KR
BIER LS - BIRERLS - 5595 B B E &I IR s iR 2 » Horp
HAHZ B G R L R RS A B (E A RS 2R AR EN
B - [T RSN B S A MRS A A TEM: - FYAEMARSS > SN 5 B
BIFEMAZERS (European experts) » i 1454 35 S 7 (024 0128 S0 0 B 20 -

TR 2 - B SR B A S A (B B B 2 M B3
w0t (SRR B ATA - Bk R E BRI - A & B g
AR T A BRSBTS B A A -

(=) 02 - Engagement with stakeholders :

ZNEiiH1 EMA Stakeholders and Communication Z(9HY Mr. Juan Garcia Burgos and Ms.
Marie-Helene Pinheiro 1142 EMA {04348 B R [E] F| ZRE{% AE] ( Stakeholders » 1578
B WAERG - BREE AR -~ ST SRS REFEIESOM KR RS - Tk



CRAEREFI ZERI R N\ A% E 281 EMA FERIECRHIE - Stakeholders and Communication
WP EEE S E MR EMA B EBIRGRHesgdEss— 8 - &FM0 - FrEEEEGE > &
B EMA $HHNEE ~ PEEGRE (R RGHE OS5 - 2016 52 6 H 16 H > EMA 3847 17—
" European Medicines Agency stakeholder relations management framework ;| {4 » {E £
EMA BLATEFZRR (NP ASOR R S A AR EFE A - AR R - HiEE oA
G DL 26IEEAH IR AN © \FEERE (Transparency ) ~ J&77 K 52%% (Independence and
integrity ) ~ ‘=& (Accountability ) ~ % & H5 & ( Appropriate interaction) ~ FE > (XFEM:

( Broad representation ) ~ A5 # 8 ( Effective communication ) 57458143 ( Continuous
improvement ) © [ EMA Fy 158 H B2 S {8 F B AZE R (5 R ERVAOM A8 > 5% 1 VU(E
et (framework ) : Framework for interaction with patients ~ Framework for interaction with
health care professionals -~ Framework for interaction with industry -~ Framework for
interaction with academia > 4= framework #HIE T AT E 1 - BHMEE R HE BV -
HEE ~ BiE T R TR & % FIER AR A S B2 TN E - AEERZAY =]
IR > EMA R T 8ansds & TIEZ S JRI R B 00 AR BRI 35 Bl (o ATl L Eh e i i
JHHEEPEEBRHET 2 25 -

EMA Stakeholder relations management framework
principles

Key
stakeholder
group

Framewaork for Framework for Framework for

interaction withjillinteraction with illinteraction with
HCP industry academia

Framework for

interaction with
patients

Inform Consult || Consult/ | | Cooperate/
Involve Participate

Interacting with stakeholders: Manual for EMA staff

(=) 03 - Early engagement on medicine development :
AEIEEIES 4 EMA SESHE K s B AT A AH R A -

(1) Scientific Advice : $1 ¥ EELLT S BIZRRRE - SEARIE RS > BB B R g ana B BE
JRESEPRE R ~ BEIRE\ER - M E BT - B2RgE - AYEDIEE - 228 - SUEHI4ER

5%~ BTEIEERTSE - BRIV FHREEREE AT DAskEs o ELRs n] DR SE bt
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PR - &Rl EMA $2 AR FR R -
(2) Protocol Assistance : f&—f&ER;FI[f2 =AY Scientific Advice » Ll E AR S E IR H4E 5
SRR SIS N E] R -

DL WS R  #E i A B8 4% 2 & (Committee for Medicinal Products for
Human Use > CHMP) J&& ek riYRMEEEL T/E/NH (Scientific Advice Working Party >
SAWP ) 2 & B HR (L EE S - ARIE EMA HYSRETEERBUR - LR RG RE 1 Scientific Advice
AR > A 90%HYEE B Al £ f &% ErifE RS CHMP IEHHYE R - AHER R EE
Scientific Advice 4 » 875 40%LLHT AT fE 4% L& AUS: CHMP IEHRYE R, -
(3) Parallel EMA/HTA Scientific Consultation : [ 2017 4 7 H#E - EMA Ei EUnetHTA

( European network for health technology assessment ) &1 » feftRkirE 1150

AUt > HAR B EE an b (TSR P B rT DU R A EMA K HTA (BEREREGET

i) BT AR R, - AR EMA B 8EL [l 2 F &S B HEEEG HTA G

iz EEE (EEERERG - SR - St ES) AFHEAMEE > Bl

SPATESSRR] o FEIRFIARIETE R, > o] USRS TS TS B R S A S s T i i

b HERT R AR RN F DS Rr B anny b iy a5 R SR (EAA (T FREE - AL Bh 4 ke

a5 b RS SRR (TR A AR - (e A\ R R RS 4E -

(4) Qualification of novel methodologies for medicine development : fF2& 5 5ASE 32 F »

(AR PR 7A (G140« ey AEPERC ) 107 e R B il PR B P Al ik

R R LAE EMA BRERERSERIES - MESTRZWT 774 e AR FHE LU 1R S 2 AL Y B

5% o
(5) PRIME Scheme ( PRIority MEdicines) : EMA j* 2016 4F 3 H 7 H/ASHYH&E] > 5

FENIPRES B DIFS K (unmet medical need ) EEELEELHYRHSE - $HEMERIR L ARwie -

BARFUOAVIF KAV 4 EMA (£45 53 I 5 H S R (g 2 R 2 i

MUEMERY SRR - R Bt A dls] i andd st - g

REY B &Rrih (Accelerated Assessment) - (i35 A\ F I AE K FAEISHT Y B85

% o IR AR © RZEOHEE ] LILE proof of concept FEEFFE L HIRE - R B HHIS

AVERPRTIERRETE - S8 IHZ M SEaE Son e B D) e SR B R B N L M 2 > /N

BB MBIV EREE A > R a] i 8 55 e 77 83 B PR B B S BRER PRAY i 52

MRkt > fESEaTEE#I A (proof of principle) PEEZfRLHGS - HIEARFEIRL S AR

W& NE AR - #2018 4= 1 H > B 160 {HEHEZ - HATHUS PRIME
7



SO EHYA 34 {1 -

Entry points PRIME eligibility and required evidence

“ Exploratory
— =" e Confirmation —====== Any
Academia i sponsor
1
1

Proof of principle
(For SMEs and academia only)

= Sound pharmacological
rationale, convincing scientific
concept

Proof of concept
= Sound pharmacological
rationale
= Clinical response efficacy and

safety data in patients
(exploratory trials)

= Relevant nonclinical effects of
sufficiently large magnitude and
duration

= Substantial improvement

= Magnitude, duration, relevance
of outcomes to be judged on a
case by case basis

= Tolerability in first in man trials

Guidance to R&D programmes: Scientific Advice and the PRIME network 8 March 2018

(6) Innovation Task Force (8l TAE/NaH » ITF) @ ITF & EMA 7 2014 F#ERITHY T
/INH 0 T EES R TR/ - B EMA BB [E SRk TAE/NH R S MR B o 4
[FESEH IR - (5 Ret I BEEE AT RUA KRBTV HEE A - Rl /N %
FER SR — (I ~ JEIEAAVEEE P& (briefing meetings) » S2HERIEE ~ 75F5
FOERDT ARV - TERBERBRBEDTEIRE « Ea K EH Rl - fan © B
DRIAHIRE/ 4H A TR o ~ 0K EEY) ~ S kA2 (Synthetic Biology ) ~ FREE L2

( Epigenetics ) ~ ZEPJ#4f ~ e-Health (BE7-{#FEE ) ~ m-Health ({TEIEEEER)
K G AR LEE - 2014-2016 4 EMA F£7458 T 92 2 ITF briefing meetings » 75 80%
AVEACH TN S R Sl SRR L R

(/D) 04 -ATMPs :

EMA 1y Mr. Patrick Celis 47 Bt B ¥ 81 A= 37 8 9% 7= 5L ( Advanced-Therapy
Medicinal Products - ATMPs ) 2 B AR K g Eiie - B EARUE 36 2 f LA R B It e
on (ATMPs) E1&ZRERER - A aRE R AHS TR - HERS I ERE
1% Centralised Procedure ( 2 EBFZ 7 ) e RS, » FR BB R 7 Th% B2 ( Committee
for Advanced Therapies - CAT ) B F I HAEM & - CAT FiESE R E Rigsa
CHMP {8 E - FE AR —fRgE A E > By 210 X - CAT IERPR 7 &lass
FEHEE AN EEFE ATMP Classification &z ATMP Certification - ATMP Classification
SRR BN E A E HIA S E LS S B ATMPs » HIE 2 B RS - HIESS

8



AIHE fy 60 K - [ff ATMP Certification 2457 ATMP 5758 » MRS H/ NI SRR HY

HASG » CAT St HE an I B RO R R B B R T s - FR b

RS HAHR g - BIBE T ATMP 5656 - IR R B2 e - SlEeEA

Ff M 90 K ©
BREE By T BB ATMPs ZEmAGAZE » bR T fefit_Lalliy ATMP Classification sz ATMP

Certification fig#551 » $HR LR fmdE R (It 1 HATAH BV SE) Sorg HErE e - B9

(1) AL HEARFSE % H--Innovation Task Force meetings » TJE1 EMA FLEA¥EE

(2) ERiE R (Scientific Advice ) B FHIRCRE © FHECH —fik&Eat - ATMPs J fin 2 553
B AT 65% » 5 o/ NI SEEE 2 AT DURCSR 90% - H AR EE SR & (R0 40
AR T {E/NH (Scientific Advice Working Party » SAWP) Kz CAT HYE H, ;

(3) PRIME Scheme: HFij 34 {[EH{f5 PRIME ¥ E Y& i H 7 14 {E(41% Y& 2 ATMPs
FEfmh 5

(4) EC-EMA joint action plan on ATMPs : By 52 = BOM ATMPs 2 fnfARRIRE - BREE#L
Z (European Commission » EC) Ei EMA &EHIET T1TE 5% > ¥ 2017 £ &
2019 FTHE MBI THIAERRTE G - EFEFFAERE {2 ATMPs HHEE guidelines » DA #EBX T
G B FEE Y ATMPs 2 s Bt 2 — 2t - f14] EMA TEAE5E 45 “Guideline on
the quality, non-clinical and clinical requirements for investigational ATMPs” - THET
2018 FEJRESMABIECRE R, - HIEE S G BRI EE ATMPs 7 il R
Kz —8 -

() 05 - Clinical trials in the EU

REFERAET T EEENEE 2014 F(E7A B BN EE bR R BT A8 R L H AT R S
JE - 2014 FEER R RyrCEBUNBEAS B2 R PREUERI A RIERET - % 2014 A2 5 27 HIEZ
TR R s A4 Regulation (EU) No. 536/2014 » DIHUfL 2001 A EHY
Directive 2001/20/EC » H [R5 Directive (¥5< ) MIfIZfE+EmE @4k 2 Regulation (JE#)
HIAZFE - Directive &1 Regulation 2 7= HI[{£> - Directive F5 175 & B EIEET £ % BN AR
HRIEAERT] RS BT MR 22 [ > R MBI S B R B E B E R e
AR FEBOMNBNT T 2520 2 H s BB R 117 & & B & B AYRE » $271 2 Regulation 7% HIJ E %
FEA AR IR S SRR PR By B AR B BE R R 5 B 5 SR R i By 2 BT

—HYREED - PR AR SR 2N AN E T L T RIHERIEST > e oy
9



HEWT

(1) BEBAULH 1T R ERE - LR HEr - SdREPHEE - B8
AR RER HHEE A D480 (BU portal) - BEPREABRIEZAR [R5 & BB h1E
HEES > A FRALH BV portal £2UH4R EFAES - EEPREUERAH SRSt —EUYE - (E/7R4E
f B —HE L - L H A E EU Database - RFTARRHE HE ER 2T E
—HREF - Dt EMA ~ &8 BEIEEBUAR T E TR R A RERAFIE « HRERR
SR E N AR T EDR -

EU portal and EU database (EUPD)

L _PORTALS | WORKSPACE | DATABASES
,=========é=======\

1 Scope of article 82 functional specifications and audit \
rsa : ; I (- EU Database 1
¢ CTA submission including all User Public 1
¥ rati i
documents entirely through EU e Intermet
|| assignment g Document & Data access to ﬂ
portal ! reaicd 8 Repository of CT information 1
3 Information
‘*
. _ \ i z @ /
¢ Trial related communication Al st | 5 : -
between sponsor and RMS and Safety Portal ?
between RMS and MSC entirely SU?AR % Interface
3 with MSs
through EU portal ASRs 3 = CT systems
s &
Other Portal | &y~ E
s -
$| gr:,dsl,::gt'smm Out of scope of article 82 functional & audit
and Medical Devices

(2) BIEERS SRS AR B ETEH ST B8 HEFES  B1E
Rt aEE > HEERHEFGOINERE ZRIR (EERFRHR 60 HEX) - Hiiy
T L FEER WL R E AR -

CTA Authorisation process with the new Regulation (1)

Part |: Joint assessment coordinated by RMS (45 d/ + 31 d)

CTA submission c q q
Low interventional trial?

iwalllhEe - Benefit/risk assessment
. -
via EU portal —1. MO
IMP Labelling
Investigator’s Brochure Sponsor
Assessment Report (AR) ... notification
MSC
RMS determination 26 days - RMS I 12 days - MSC I 7 days - RMS on .
. national
S decision
CTA validation (10 d) (Part 1211)

Part Il: National assessment by each MSC (45 d/ + 31 d) th hthe

Informed consents

Suitability of trial centres and investigators
—> « Data protection —
Damage/financial compensation
Biobanking

$ Federal Institute +  Recruitment activities ...
for Drugs
and Medical Devces . . . .

Karl Broich | €T authorisation in the EU- present and future | 09 March 2015 | Page 8

10



Q) fHEA  RIGHAS > MEEAHENE S & BB ETHRE - RS T BEE
HfE (i B R ] e A P RE S BT 2R T U 2 B R B S IRAE E -

(4) iEEEREERERIEIE « slBRseitt 1 FA - B /AR SRR L2
EU database > $efiEVR AR © B 7 @OABREEID & Em S B
SEREER S SRR PR ~ SRl B HEE1R 2 30 HN - s LA S R st
& EEEERE -

H ATHY EU portal k2 EU database &t & o) AR 2158 Ak IR E IR 2 B RE
B ERURE AR IESVE N > THET 2 2019 A4 EBHAN T -
S Hh i A HE R R BR B R A BHRYEUR » 2014 i EMA S8 17
" European Medicines Agency policy on publication of clinical data for medicinal products
for human use |, #1%E (F§fE POLICY/0070) > [ 2015 4F 1 H 1 HAE4ERY » EMA A
P AF A B A B A B RS B A B L A R S Enss SR (3
EEUS.0 > IR R R SR T SR 5T R ST T S e - A o0 EE R st A DAY R PR AR - 5%
TR — 0 S B G A MR AL S - (e N R - IREEHIET 1 AiZlA FHEL
o AR SR RO R R R R - B EE S EMA R ETTR o R
EMA F B B ATt Ve R & (B4 CTD Module 2.5 Clinical Overview,
2.7.1-2.7.4 Clinical Summary, 5.3 Clinical Study Reports and Appendices 16.1.1, 16.1.2,
16.1.9 HAEMZHE(EE KB 2R WEER ) —RRE s AR AR
i} - BIm]_ B EMA 4EUEEIEE & 2 N Ekirs e Rl s -

(75) 06 -Hot topic: EMA support to innovation

Ms. Marisa Papaluca 7747 EU Innovation Network (EtEHEIFET4E4% ) » 2015 4 EMA
AL B o AV EE S E B AR B By 1 Sl R SR B PN B S I B 2% S 4
A AR - 44572 17 EU Innovation Network i /72 2016 4 10 H 1E=AE 48 7 Mandate
of the European Innovation Network =2 {4->EU Innovation Network /2 EMA Y Innovation
Task Force (RIFr LIE/NH > ITF) DUR A B ER S B & BB o RIS, - EZEaER
(e HEZEYIHI RIS > SR ER A T S8 S SRS UIARR SR Rl VR 1 > 538 FR B 5 e T e B
{El8R B8 &g i A He B R AR SRy > Rl (e #E 2 B R AR EE SRy L 22050 ~ 2057
S AEFTR -

11



EU-IN Mission

Addressing gaps: seamless support to Innovation at local and EU level

ITF, ATMPs CAT support, SMEs registration EU Committees role:
OMP des., re-direct to NCAs products Scientific Advice, MAA, MAPP (PRIME des.)

Pilot GMP
Research GLP Non- Phase II/III Post-
Methods approval

NCAs local support National provisions for early
EU-IN, National Scientific Advice, Clinical access
trials authorization, Compliance

CEREHE (3 A9 HD
(—) 07 - Benefit-risk assessment and good regulatory practice
Ms. Kristina Dunder 7144 EMA F5& SA1AErTEE L F i oy badcaaa Al -
Wi B IR EPRE IR — TR - FRERRBEFERE - iniiaEd BT
fli » EMA R E A s AP DA S LIV REI NSRS S B R F AW - AR
P ECEST B i a Al - BFE NYIRYRHEIER
(1) Benefits © ELAGHHZICEE YRR SR m » EUFE(E A EALEUE R 230 - U YR E R
BEH A o st (B (E AT RS -
(2) Benefits; uncertainties and limitations : 35 1 & 82 28 J8 [ g s LA 2 N E MR ES B A
2B PInEEE AREGE D - GETERAEE - SERIREH RN - BIIRAHERE
GCP FratEfES -
(3) Risks : [&]_E » EAGHEMEE mAEa R E b/ A RAIE - BfEEAL S ERicdds -
(4) Risks; uncertainties and limitations : [&] [ » 5 HRHEEME R AR B 25
(5) Benefit-risk assessment and discussion : fRIZFIAILHIEE R AETTEAS R » BFAEFESE
Wt PR PRAVAR BRI ME S R /N ~ BB A B AR S AT [BIE M ~ e R ZEHT 2
FEJE R (BInhiEtEsE ~ (EARA% ) ~ K[ subgroups [EIHY R /2
EHHE - AR B S 4 -
EMA R P T3 jr F 18 2 e P A8 B s e 5 A 0 & A B S HL s e o B v
Mt s R SEAEINRAIE
Ms. Andrea Taftr 7142 EMA T guideline #&F2 » guideline &—FfEE A AR > ffE

12



A EHYsEHIME - EEARRIZEEEEN S E - g~ FERUT H A R A
B o S guidelines 75 B i fh B & mn AR B SR AU 38 - BB A SEHAS KAz A - 5N ETE
guidelines - Rl FEAT & B B B0 A BRI F2 L1 S B AV e eE - (RIS T A B B e ok

#¢Afii concept paper ~ HEEEFAH guideline A% ~ ABAECKER ~ AHIER guideline ~ Jii

(T 5eR—1[ guideline R&JFEEE 2-3 FFHF[H - B 1 guidelines 4 » 27 HAAEAIHY

XA - FFE Reflection paper (UF% H Al EMA ¥RZEEENTIEVE - (B2 a8 ML

Ea{ly/D > R DA%ERL quidelines 35 ) ~ Q &A ~ Recommendations/procedural advice 255 -
Ms. Malgorzata Zienowicz 4142 EMA il ( fE 2 A bhicaniE )

(1) BIIMEMAEFR] (marketing authorization under exceptional circumstances) : ¥R f#%
BFERE ANECKH )~ SRR TR AR E RN RIS e &R - LR N R
RN RN T OMRC B - SR R S & (BHE
FHECF TSRS ST R ENFRFEK -

(2) &7 (conditional marketing authorisation) : ¥ &9 &% B & S A= di i fin #8477 ~
A AR BTE N ~ B R ERY) - E TR A —E E R e I s as R s
KR EAEBN R BT K - HMER AT LU E RGeS - TR
AT A AERET AT 2O R 1 S TR R EESC S renew > HEISERE EHR
ARl AT e A - SR &8 5 5 4F -

Types of Marketing Authorisations - recap

* MA granting based on a /ess ¢ MA granting based on a /ess * MA granting based on

comprehensive data package comprehensive data package comprehensive data
s Comprehensive clinical data e Comprehensive clinical data package
not expected expected within defined * Post approval
* Post approval commitments timeframe commitments (studies)
(studies) always * Post approval commitments possible
5 year validity with annual (studies) always * 5 year validit
reassessment of MA e 1 year validity with annual * Standard MA at
« Standard MA not envisaged renewal of MA approval
e Switch to standard MA
envisaged

(=) 08 - Dealing with specific populations and types of products
Ms. Enrica Alteri &7 Mex B3 5 B P BE 2 L B 489 < B B - AR¥E 2006
£ 12 HiEi% 2 EU Paediatric Regulation ( Regulation (EC) No 1901/2006 ) - A{e#EFiE

FHEERRSE fe v Rt ~ s b A B FHAE AN - Ry o R B2 S\ A 2 N AV PR ER
13



Ak oo JE R AR L BT LIS B A B RS T AT EE L (RRERT A ESE B R AR~ B
Fo5 ) SAEBKE R R _ LT ] #VHA /N s ERaTE (Paediatric Investigation - PIP)
HAERTOr g8 A Phase 2 slpiieix - % EA4%L A (Paediatric Committee -
PDCO) ZEGHFEHEEMAL - PIP GHE WA T M w4 I H R #2056 2
FY/INSAIRRRARE ~ 24~ B I RETRE K T - TR SRR S AR HE T AERRZIE - 55
HNEK S Ry sich 5o B I SEGR % - TR SRS - (MR (I8 PIP sepiatis - W s
Bl A g m Bl (Aimal&E R E) > ZEm LR EE N H 8y
Supplementary Protection Certificate (SPC) (EFIfr#ELER ) @ HEFERIEREEY)  [H
o 10 FRY TS IREH AT IER 2 12 4 - 5552 BN S B FRR B &8 A BAEH
(ReERYEE ST, » —BIEM E - nJ&{5 Paediatric-Use Marketing Authorisation (PUMA )
45T 8 Il 2 FEHVE R B H K 5 RaE ] -
TR RRREEY)VEH T - Bl H 2000 F#ERIFH4AE i Orphan Regulation
(Regulation (EC) No 141/2000) - i@#HEEREZEENEE RPREEY) - (s afErh g
BT HE RS - EFE AR EC RSB AR - 10 FRYHSIRER CEA/N
B0 Ky 124) ~ fROLUT S8R REEAERE B - HIL1A] S Protocol Assistance %5 » HfE
MEFA] 2 a8 ~ 24~ B AR B — e d i — % -
53> Ms. Enrica Alteri 7Bl B2 #4448 K AWM (BLEE 2 B AT - EMA BRIITE
A YAR B i 5 T > BRI A BRI - 1E R BR Bk B A 5 2 0y A VAR Dl B i
Wtz AE B (B2 2018 FEW) LA 34 A DEER AL i) - AR ZHIA Y (DI EE
s R (A - AR 2L 10 FRE | BRI R R RG0S H AP
Sl N BRI FERRRE ~ BRAR L[5 i 42 T 2 oo P I B A AT -

=

(=) 09 - Good practice and inspections
KEIFFAES 4HEBEERY GMP ~ GLP K GCP fE& I - EMA 3 A F4H&k R
Centralized Procedure #H[E8 & B B 20 FrEE #4772 GMP ~ GLP % GCP &% » EMA N
WAGMEES S - HEEEEKESEEE - iR EMA B TIEHE -
£ GMP JTH] » %k ol i B 2 SRS g Sfim AR 5  5T B 2 o A My A5 )
( Manufacturing/Importation Authorisation » MIA ) 7 /] D) #LE sl A BREE - B RE Ends
o BUERIRE - RS o (RERERARE - Bin BRI 2 RS RE s AR RIS R E RN B

(Qualified Person > QP ) DLE EHERAE i GMP &M KA T » AW AieE)
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Bl QP (AR E R HRIN B G SEEEN - RIS ERRE Z 1% » [RICEERE R
QP FREH [E S 7 [/ - thAh BUEREBL SRR 2017 -7 H %% MRA( Mutual Recognition
Agreement )Vt 11 H TEF AR B 7 0[RS IELHY GMP B RIMAEESFITER
B R A > 22 2019 42 7 H 16 HERE e R & Rl 2 27

£ GCP J5iH » BRERRYEAZ ST B BT MEE R NIRE BN M E AL WA - 1T AL BRI & kI
LR T G s B A I Z s s A 8 &y Ry s~ A RE et B KA s B b
Waaa il o 1 GCP &% nlge 2 &5 A © sllpBdg nTiez - HaE Hainrh L e
fitree ~ TE4E A BRI En T LAV EER & B oAl Rss SR~ IR B R B S AT B
EEERER - TEEREHEREIRS - BEAYER A fE e e i e B iR -

£ GLP Jim - A5ee a0 SRR H a5 i R ey e st 14 R PR ESR - 4K
OECD Mutual Acceptance of Data (OECD-MAD ) #& 2 &% 208 mil > e chshiT » B
AN B R B e s i GLP IRREAH BRI S -

(P9) 10 - Patient safety and pharmacovigilance

(BTl

JRgE R A0 (pharmacovigilance » PhV) fir&f > Ehn 20 =B (E R 42
on BRI BRI HIRHE A BT TR E B S S0V A R B R ARG A B
R S (R R HIAEE - o bHEE a2 2B » EMA Y 2012 255 17 4592 4 B 15
fesE{hiZ= 5% (Pharmacovigilance Risk Assessment Committee » PRAC) » PRAC £
RS E LSS E L - S e RUERN ] - 5Th KRR TE) - 4
o e A~ R b e R s L e B R A
Fas e fmE TS (Risk Management Plan » RMP) #4597 » {(xHEEREAFRE - Fra
S A B A s B B A TR RMP AR/ E S mméral (Product
Overview ) -~ [E\[md Al ( Safety Specification) ~ #4522 EH=2E  (Pharmacovigilance
Plan) & JEf&E e (Risk Minimisation Measures ) -
FEgE el E H A oy > A R(EBEMAR - B % 2 5 ER R Ay =]
( Detection) -~ E@z& (Validation) -~ #EZZ (Confirmation) -~ 7387 &HEF (Analysis &

il

o

prioritisation ) ~ EF{5 (Assessment) -~ fEHi 5 {TE) (Recommendation for action) -
YONIE o FimEHER Y U R B £ 2 EMA ~ & BEUAR AL K EE s T nlRe T A A&
H o s RO 2k 5 BURAYEE mnf RN @S 54t (EudraVigilance ) &
T~ BRSO ~ MBS > — B 2RuEalat g - si& sl PRAC #1757y
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Mrffd > AFRHAHRAZESE - 55 0 & 2017 4E 11 HiE > EudraVigilance t L BH 8 %5537 ]
wa A Hahe B Z AR - B AR T 88 0neT IR A B B (R A B
L2 R RERANST 2 FAL - (MEESLET TR A B A B B UM E AR R 2 SRt -
A BN EMA Kol S BUAMIEAL -

PRAC Rapp,
i G —

| Exchange of Info"aﬂﬂ\j

PSS E 2 VS s (Periodic Safety Update Report - PSUR) #57 » &ini%
M AR E R S b A WEHISECI S - A FE—ZXPSUR
GO R ESE itk 6 ([HH 2 ZeMEH  BRESCURRKE LB T i 6
& H ~ BFEE 3 T4 > AR PSUR §5c 2 ZREFAFHS EURD list (list of Union
reference dates )< [ 2016 4 6 H L PSUR B5/EER45 5 =0457c 2B PSUR repository
ERLE o (A EMA Byl g mee o R R fifaa st s - bR 7S B —%E 5 PSUR #E
TTEESE SN > BT PSUR B —3F{H#%] (PSUR single assessment » PSUSA) >
e EEEDE R Y BOEMER 18 T 2 EEYEE i > R PSURSs [S]RFAETTREAS - FE LA
SEETTAR B SR o BERS TR R R i B A IR EE ST BB R 2 (O R B4 -

(#) 11 - International cooperation
EMA /MHEEIFEE1ETAE - f¢i% EU Medicines Agencies Network Strategy to 2020

RE EMA K& SEEEL AR BT 4 THEE HE 40 ME R JIsRERR & (F S EMA
(e \NIRfRERE (a2 —

(1) HeprRE e R R e B

(2) (AR EARAERE AT R AR B PR AR BE G P E £ (L =R

() SIFFAAEEERE VAR R B AR
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(4) EHEA A RE R LAF o eI B R e (R

EU medicines agencies network strategy to 2020:
contributing to the global regulatory environment

Assure product . . .
Siipaty ehain and rbtlealnkl The EU strategy is built on 4 pillars:
data integrity and contribute to
international * Human Health

forums

« \Veterinary Medicine

Support training « Operation of the Network

and capacity
building and « Contributing to the global regulatory

/ environment
Enhancing international cooperation is part of
our public health mission

EIFEEF LIF @A SR SRR BV HEEA LB S - Rz
HeERIMH G A8 (reliance) » WHO FYZEY)(E RIAHI##E (Good Regulatory Practice
Guideline) %fji% reliance HIAMERVE 2 1 A B e 2R EMIEM B 2 FE
GRS (HEHEFTEE 2 EE REEE - EMA TEARR gk 4 Z B E A E 22 15 5
BHFE A EZERK reliance 2 & {EZE M -

(1) Article 58 of Regulation (EC) No 726/2004 : EMA B WHO &1 Zf » $1¥%FHRTE
Pieea R B ERALEEN R ERIEEEEL - WHO 8 K % % 5t &

( Expanded Program on Immunization » EPl) fHyEES ~ J&8 HIV/IAIDS ~ JEEEGE

PR gE » B RAEBER LIS ISR E 2 Ean - 1 EMA 2 {ERIERlrs & e -
FHEEA M EE BT E 2 ' ~ e IR EERE R - L EA IR
BIR S i AR B AR i B

(2) WHO ‘SRA’ Collaborative Registration Pilot : ff WHO Z##E0 &S 1ESTE > $1%f
JaHE HIVIAIDS ~ JEFREAE LR FH4E - Kyl B fn it — L B A
[RERZZ B » B EsKEe4E L4158 3% |22 ( Stringent Regulatory Authorities >
SRA; ICH g B EY) FEEMAE L2 Eah - n[E AR pilot program fIZRZE i [
%A REF o

(3) International Generic Drugs Regulatory Programme : /72 17 B2 B2 47, G 1 [5] 28 A 5L
= BIFEEE RS AT (IGDRP) 11+ 2014 FEEAER HA Hit B2 22 L[R]3 A 5
== > FIFEEE decentralised procedure » 3 IGDRP &7 £ 5] BB BA 5 22 [F]45 #E1T

uf

uf

|
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FHEMFME LA -

2~ WS RER

— ARVEE TR E EMA S8 Ry 8 BVE A ) 2 /48 - sediee i
HBS i EMA BERGIE (R 44 K B SR BUE BV T 1) » Horp o AN EIS R ZHY
& 0 1 EMA ERTRHYMET A - EMA IR 7RSI S E A N B EE
HITIEZS > HEENE EMA JEFEGHTEE " FER (R A28 (stakeholder
engagement) | - SEHELEARRBHA]Z BR (RE A Ry R 2B > EREERIRAR
AV B EEBGE2 BRI FE S BEUVAR R A & - TRIESELSEE - 1
EEEMTERAL ~ i K EHG ~ JEBURF A S B AR B - H YRS IIsR R %
AL RS A PR A A Ay [E S8 [FERR UK E A [E A AR R - T
FEHIE B HBEBIBRU AR S TP S THBURECRES - 7] DAEEE EMA {F7% - 8

{EAREF]E R {5 AN 2281 (stakeholder engagement)
= fEERPREERED Y 0 H AT EBOMNBA T8 PR - RIS SR U O AT R SR - {1
31 ] 5 {1 ] R S S B PR B L R PR R 5 - AR B 2014 AR (23 THY
PRSI EA 5 H BITHRAECE 1T eV B S > HFHET 2019 iR n] ZE AR BE
— AL EEER PR SR L5 th 2 HH 5F R & 2 R LA 0 S R B PR AR BN T
SE bR BA A E RER S [ 77 - K8 B P E PRe B AR eI LA T
S (M OGS RO SRR HERE R E EReE - SRR A
Ao MO R L AR R R B SR = B &

MEES - DRI R SRR PR S  TT -

= EEAERBEFELE D - B RTE R ATMPs ZmA AR - BUASZES
( European Commission » EC ) B EMA &1E#IZT T " EC-EMA joint action plan on
ATMPs > a5l T 2 IR AR AR A IS5 THYAHRR guidelines » 2 S ELSF 4158
JEAERE guidelines (ZETHERE - {FRyoe ZBIPUH BLA R S A e fH AR BL. 2 275
PO~ RSB R T o RIRBREE A - BT iR R A B o H B A S e R A
ot B %240 (EudraVigilance ) BfhEE 2 MEPRIE B R S8 5naT Al 5857 A &
fE EEh R SR DU 2 = 5epE R 3t - B 2017 48 11 FAREHE S
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2017/12/
event_detail_001563.jsp&mid=WC0b01ac058004d5c3)

O

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

2" International Awareness Session

The EU medicines regulatory system and
the European Medicines Agency

An introduction for international regulators, NGOs and academia

08-09 March 2018 - London
Chair: Dr Agnés Saint-Raymond

Programme
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Day 01
08 March 2018
Room 2A / 08:45-17:30 GMT

Registration and welcome coffee / 08:00-08:45

Official welcome and opening remarks
Guido Rasi - EMA Executive Director / 08:45-09:00

01 - Setting the scene: introduction to the EU regulatory network
Moderator: Agnés Saint-Raymond / 09:00-10:00

+ The EU and the EU regulatory network
+ The EMA role

02 - Engagement with stakeholders
Moderator: Isabelle Moulon / 10:00-11:00

« Patients, healthcare professionals and academia

+ Pharmaceutical industry
Coffee break /11:00-11:30

03 - Early engagement on medicine development
Moderator: Enrica Alteri / 11:30-13:00

* Guidance to R&D programmes: scientific advice, qualification of novel technologies and biomarkers and
the PRIME scheme

* Early engagement in R&D: The Innovation Task Force (ITF)

+ The role of the academic experts: the experience of a Scientific Advice Working Party (SAWP) member

Lunch / 13:00-13:45

04 - ATMPs
Moderator: Ana Hidalgo / 13:45-15:00

« Advanced therapies: regulatory overview including classification

« Support for advanced-therapies - from developers to patients
Coffee break / 15:00-15:30

05 - Clinical trials in the EU
Moderator: Fergus Sweeney / 15:30-16:30

+ Clinical trials authorisation in the EU: present and future

+ Transparency on clinical trials information in the EU

06 - Hot topic: EMA support to innovation
Moderator: Anthony Humphreys / 16:30-17:30

« Operation of the EU Innovation Network

« The EMA regulatory science observatory and horizon scanning: a European and international perspective
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Day 02
09 March 2018
Room 2A / 08:30-17:00 GMT

Registration and welcome coffee / 07:45-08:30

07 - Benefit-risk assessment and good regulatory practice
Moderators: Evdokia Korakianiti/Jordi Llinares Garcia / 08:30-10:30

* Benefit-risk assessment for initial marketing authorisations and standard of evidence
» Assuring scientific and regulatory quality through pre submission guidelines and use of experts

» Translating the benefit-risk discussion into regulatory outcomes (types of approvals and post-approval
commitments)

* Benefit-risk assessment throughout the medicinal product lifecycle

Coffee break / 10:30-11:00

08 - Dealing with specific populations and types of products
Moderator: Enrica Alteri / 11:00-12:00

« Paediatric medicines, orphan medicines

* Generics, biosimilars and herbals

Lunch / 12:00-12:45

09 - Good practice and inspections
Moderator: Anabela Marcal / 12:45-14:00

* GMP supervision of manufacturers and inspections and dealing with quality defects

* GCP, GLP and GVP supervision and inspections

Coffee break / 14:00-14:30

10 - Patient safety and pharmacovigilance
Moderator: Peter Arlett / 14:30-15:45

* Qverview of the EU pharmacovigilance systems
* Risk management plans
« Eudravigilance and signal detection

» Periodic safety update reports

11 - International cooperation
Moderator: Riccardo Luigetti / 15:45-16:45

» Globalisation challenges and new models for cooperation among regulators

e The EMA and international cooperation

Closing remarks
Maoderator: Agnes Saint-Raymond, EMA

16:45-17:00
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