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Individual Perspective Not Official Statements Committee Independence
Views and opinions expressed in Content should not be understood or Statements do not represent the
these slides are those of the quoted as being made on behalf of official position of EMA scientific
individual presenter. the European Medicines Agency. Committees.
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The European Medicines Agency (EMA)

@ EU Health Agency £ & Approves Medicines
Based in Amsterdam, it's a decentralised Agency of the Reviews applications for new human and veterinary
EU medicines before they can be marketed.

[y Reviews Medicines (7) Labelling
Monitors if medicines for people and animals are safe Provides reliable information on human and veterinary
and effective across their life cycle medicines in lay language
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EMA: Committees and Working Groups

CAT

CHMP
COMP

CVMP

HMPC
PDCO

PRAC

Committee for Advanced Therapies

Committee for Medicinal Products for
Human Use

Committee for Orphan Medicinal Products

Committee for Veterinary Medicinal
Products

Committee on Herbal Medicinal Products

Paediatric Committee

Pharmacovigilance Risk Assessment
Committee
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Why is there an EU Paediatric Regulation?

[« 2 ]
Ay
Children's Health

Improving health outcomes for
paediatric patients by ensuring
medicines are specifically
tested, authorised, and
formulated for children's needs
and safety requirements.

Off-label Use

Reducing unauthorised
medicine administration in
children, as more than 50% of
medicines used in paediatric
populations had not been
specifically tested or authorised
for use in these age groups.

Le

Limited Research

Addressing insufficient
paediatric clinical studies by
creating regulatory pathways
and incentives for
pharmaceutical companies to
conduct essential research on
medicine safety and efficacy in
children.

Bo

Inappropriate Formulations

Eliminating unapproved
modifications of adult
medicines, such as tablet
crushing or dilution, which can
lead to dosing errors, reduced
efficacy, and increased risk of
adverse effects in paediatric
patients.
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Paediatric Requlation in the EU

Improve Children's Health

+ Increase quality, ethical research into paediatric medicines

@
+  Enhance availability of authorised products
« Improve information on medicine use
Balance Obligations and Rewards
&l : : .
System designed to encourage development without unnecessary studies or delays
. Paediatric Committee (PDCO)
= Dedicated body to evaluate and oversee pediatric drug development
Paediatric Investigation Plan (PIP)
B Framework document for pediatric medicine development
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Paediatric Investigation Plan
(PIP)

A PIP forms the basis for development and authorisation of a medicinal product for all

REGULATORY
EXCELLENCE

paediatric population subsets.

a @, e

Quality Safety Efficacy

Ensuring appropriate Demonstrating acceptable Confirming therapeutic
formulations for different risk profile in paediatric benefit in children.

age groups. populations.

Compliance Check

Binding for the company.
Verification of adherence to
an agreed development plan.
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What 1s a Waiver?

Definition

Exemption from producing results from studies in one or more paediatric subsets for a
given condition.

Types

Product-specific waiver or class waiver, depending on scope.

Grounds for Granting

«  Likely lack of safety or efficacy
Disease occurring only in adults

«  Lack of significant therapeutic benefit

Reward Implications

Waivers do not trigger rewards, which require completed studies in compliance with a PIP.
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When is a PIP/Waiver Necessary?

Required

New Medicinal Products
(W]

Under Article 7 for new molecules
New Indications

Under Article 8 for expanded uses
_ New Routes or Formulations
i

Under Article 8 for authorised products

Orphan Medicinal Products
4

Under Article 7 for rare diseases

Not Required

Lo

=0

s

Off-patent Products

Generic Medicines

Hybrid Medicines

Well-established Use

Traditional Herbal Medicines
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Timelines - When to Request a PIP

Optimal timing is during Phase Il of adult development, allowing for integration of paediatric studies into the overall development plan.

MAA Submission
Pre-clinical Phase II . .
Too late - compliance check required
Too early for PIP submission Optimal timing for PIP submission before submission
1 2 3 4 5
Phasel Phase III
Early submission possible Late submission - may delay paediatric

development

Applicants can submit PIP modification requests if circumstances change or new information becomes available during development.
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Deferral

Definition
Permission to delay certain paediatric studies while adult development proceeds

Application Timing
ol
Does not affect when PIP application must be submitted
Study Sequence
o4
Allows adult studies to be completed before paediatric investigations begin
. Justification

Granted when adult data is necessary or paediatric studies require longer timeframes



Modification of an Agreed PIP
- When Modifications Are Needed

Changes required when original measures become unworkable or inappropriate
- as development progresses.

= @ Common Modification Scenarios

Changes to formulation, recruitment difficulties, or timeline extensions may
necessitate PIP revisions.

Approval Process

Modifications must be submitted to PDCO for review and formal approval
before implementation.
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General Principles of the Stepwise Paediatric
Investigation Plan (sPIP)

S

Standard Expectation Exception Case Final Outcome

sPIP will be modified when relevant data becomes

All PIP measures should be defined and agreed The sPIP approach applies only when crucial data
available, resulting in a fully developed PIP with

upon at the time of the initial PIP application are not yet available to define key elements of

planned measures the same level of detail as conventional PIPs

[J  Minimum requirements for sPIP submission:

+  Clear identification of key elements that cannot yet be defined

Specific data required to define these elements and timeline

+  Basic information including condition, age subsets, preliminary study outlines, and completion dates

Important: The stepwise approach should not delay pediatric drug development
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Incentives for Paediatric

Nurturing Medicines

little
health

Reward is given to Benefits
completed PIPs

* Non-orphan products: 6-month

—if development is compliant with extension of SPC (patent

agreed PIP (compliance statement protection)

in MA

in MA) * Orphan medicinal products: + 2
—if results of studies (positive or additional years of market
negative) included in SmPC + exclusivity

patient’s leaflet  PUMA: 8 + 2 years of data and

—if product is authorised in all market protection
Member States (except for PUMA)

Product-specific waivers or class waivers does NOT trigger the reward
Inconclusive studies in PIP do NOT trigger the reward
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Achievements of the EU Paediatric Regulation

10 Years of Progress

The Paediatric Regulation has significantly improved children's

Feel better, grow stronger

access to medicines since 2007.

More medicines for children until 2016:
267 new medicines for use in children

« 43 new pharmaceutical forms appropriate for children were
authorised in the EU

better and more information for prescribers and patients

(approximately 140 updates of the product information);

* Better paediatric research and development;

(N

Q PDF-daiin s

* More regulatory support for paediatric matters; o
10 years of the EU Paediatric Regula...

« Paediatrics now being an integral part of medicine development
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§

Proposal for new pharmaceutical legislation

The EU Paediatric Regulation is a
success; the EC’s proposal for a new
pharmaceutical legislation provides an
opportunity to further improve the
regulatory environment.



Reform of the EU pharmaceutical
legislation (/egal proposal)

The revision aims to:

1  Make sure all patients across the EU have timely and equitable access
to safe, effective, and affordable medicines

2  Continue to offer an attractive and innovation-friendly environment
for research, development, and production of medicines in Europe

3 Make medicines more environmentally sustainable

4  Address antimicrobial resistance (AMR) and the presence of
pharmaceuticals in the environment through a One Health approach.

The proposal will be further discussed by the Parliament and the Council.

The timing for adoption cannot be predict at this stage.

* Reform of the EU pharmaceutical legislation (europa.eu)-26 April 2023



https://health.ec.europa.eu/medicinal-products/pharmaceutical-strategy-europe/reform-eu-pharmaceutical-legislation_en

Reform of the EU pharmaceutical legislation-
Paediatrics

Quicker access to more therapeutic solutions - Changes to the Paediatric Investigation Plan concept
for children and patients suffering from rare  and processes
diseases . S .
- Introduction of the MoA concept in waiver discussions
- Temporary PIP waiver allowed in public health emergencies

- Modifications can be triggered by EMA

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA) E MA



Paediatric Drug Development- Expectation for
PMDA from EMA

MITHUEA EXRERREESERNE

Pharmaceuticals and Medical Devices Agency
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Collaboration in paediatric drug development

Current collaborative frameworks & Challenges | |
I |
1t

Established Frameworks

Key Challenges -
Paediatric Cluster
Monthly teleconferences among FDA, EMA, PMDA, Health
Canada, TGA and Swissmedic to coordinate regulatory
approaches
ICH E11 Guidelines Different regulatory requirements across regions

Harmonized international standards for conducting safe,

efficient pediatric clinical trials Potential duplication of clinical studies

Different approval timelines and processes

Enpr-EMA

European network facilitating pediatric research
coordination through international working groups
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Strategies for Improvement

> - @
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Harmonize Requirements Lt 1] " mthll

A Align regulatory frameworks across regions when scientifically
justified to reduce redundancies . %
Multi-stakeholder Engagement : | y

o . o | | f i

o Integrate perspectives from clinicians, patients, and industry through the N —)

development process

Enhanced Data Sharing

FD Implement secure platforms and agreements to facilitate cross-
border information exchange

Joint Training Programs

= Support capacity building initiatives between regulatory align

expertise
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Collaboration in paediatric drug development

Key recommendations

Strengthen Paediatric Cluster 1
Participation

Actively engage in meetings, propose
agenda items, and share cases to 2
foster mutual learning between

authorities

Adopt Stepwise PIP Framework
Consider aligning PMDA processes

with EMA's approach to Paediatric
Investigation Plans 4

Additional recommendations

Promote multi-stakeholder dialogues in Japan with cross-participation to ensure global alignment

Consider establishing joint training programs, workshops, and regulatory fellowships between EMA and PMDA

Enhance Data Sharing

Enhanced bilateral information exchange on
pediatric investigation plans, clinical trial
designs, and extrapolation methodologies
between regulatory authorities (while
respecting confidentiality agreements )

Harmonize Trial Standards

Continue cooperation on pediatric site
standards and consistency in and across
jurisdictions through Enpr-EMA and PMDA
collaborative initiatives (Enpr-EMA WG on
international collaboration)

Consider creating dedicated communication channels for expedited pediatric exchanges
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Key messages

International
Collaboration is Key

Coordinated global regulatory
efforts are essential to overcome
challenges in paediatric drug
development and ensure children
have access to safe, effective
medicines

Harmonization &
Transparency

Aligned standards and open
information sharing between
regulatory authorities reduces
redundancy and accelerates
approval timelines

Sustained Commitment Required

Continued investment, policy support, and stakeholder engagement are

necessary to maintain momentum and drive meaningful progress

-~
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‘/
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4
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Thank you

Follow us


https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu

@ EMA

EUROPEAN MEDICINES AGENCY

PMDA \IJ\IJELN JEEE G
INTIADIN
2025F8H27H

ENREILEE (FUNEZERF(EMA))
HNSPMDANDEREF

Franca Ligas
Paediatric Medicines Office

Scientific Evidence Generation Department




IVAN W) (3 PPt M e sk o WA ek
TRYN R 3o oot 1000 Soetaacs Band ) Shus ws he L F% e + 4 28 ure 3 m—— — e—— — -
L e b e e
Onatmmes £100 2 Biura Auwesrvs T it ToowD Dunas T S s AR Ernt. W' o . A ot . W —— o ———
L e Ll P O - b e e . Sl - —————— ) .
PRI CRe SV BOEINAINI T LD G SRR O Serarar. I Sl et A Sl w— ——————
e - —— . S S W S————
Uy P AP TS DD Ve AT K P Wy AT Wt e et € e e Daeh o N e wmatant el s W - A —
- G W i Prm T —— e
Dard o Vb aws wemes St CO01 tee P atan SANALS NEXT TP v W A iy e S« W
Loy VAR P v
Thewy e Peeera et Nt ar § 3nmach SV S o s S— TR S ¥ S——
A W . IO B AT et by R e Ik s o e ..—oA.-—-.-n:— .-_._-——._-
AR Vi W — ———. - b - ——r—
tmw::«o—unm w;-:ﬂ--ﬂ.- ettt R - R i TR S T
T A Do— T —— ——
« e Sunenr = e =
Doers Sesrs v Tha Jreti-iwwanl Thonds e SC RS e
i P B S et v
e s A i ~panat Patoe A e Sl o ———
-~ e S A . A ST Vs
o v — o o T S——
$hune _,,...‘._....,.u-—»»_—-o.-h-m
.._...-..”-4. *-: e . B S —
——— ANy v w——
Ve e ! e it et > —
W S, Sy e cara smdm R enmws LoD 0e

e

N

(EPANEEY:

AR TEDYEEA ZERDIRIIME
AR5 RICEEINERRELUE ECHAA (. BRNERERT (EMA) 21
Rl REREBADEDTY, KUTERS N EDEBBRINEY,

SHNBIIEMAZERD A REE
FIASNBRETRHUEEA

FKIEDTIEHYIFE Ao
PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA)

EMA



AHDODERAR

B E SRS
EU 28133/ RESSHRA

D1t 747

ull AR

G F7zERY A

& PMDA& DETS - 1577

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA) E MA



~
T
~

-

h "' : . o <
PRINEZR T (EMA)

@ EU Health Agency {3 EFEHDER
EUDHRFZER/ IR T LRTIVY L) HHRDESROEYRAERMOEAHFDERZTO
b EEROER ) R®MIXE
EbRUEHIRADERRN. ENDBEWTHEINESA EbRUSYAERERICET SEH T 2EREFZ
THADI B TS B SETIRIT S

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA) .@ E M



FINERERT (EMA): ZERMOT—F 7T )V—T

\s

CAT SEEREES
PRAC
CHMP ErRERMBZER CVMP
CAT PDCO
COMP A= 7 VEEREER
CHMP
CVMP FYAEEREES conp HMPC
HMPC /\_jgﬁﬁlééﬁ ngls(ir;%d
PDCO /J\L%ééiﬁ other groups

PRAC EEmTEEER YA VTHMEEER

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA) E MA



EU [CHWT/NE

X
INR O

EREmMNED——X
EREMEEAFICENE

THAICEBR I N, X
AN WAEINTL
DEZEFILETDE
[CKYNBBEDRE
RENET D,

& NS FE
INRTERATNSESR
mD50%LULEMN. N
SDEEETHOERIC
DLWTHICTANES:
v e Ry INGAYNAYS
D INEADKRAEEED
EEMIRSZHIRT 5,

EREmRH LR ERESNTZN?

Le

HFRDRFR
BERSANNRICXT T
DEEMDEZEMEER
IR T DB R
ReEhd DzHDH
H LEDAFEFHEITEY
T4 T ZRIHU MBI
ST BEERAEL T2
[ZITHONTUVVRLVIRR
Eﬁq:/;&a_éo

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA)

B

EYVREIR - A
BRI X EHDIE T,
INBEEADEIWER)
AT DIEMICDIEMND
AIREMED B . FERID
MR IRRE DA
FAEZEBDEIRINT

WRWEEZHRT Do

EMA



EU [CEIFTBDNEICRDFRE

INBR DRSNS

- mEBomLt, /NEEFERICEET DMIERHTT
¢ ?nlu\; nt%ﬁAODTOtZO)ﬁL

- EEMERICET D FHRONE

BHCREDNT R
® TFUBELARVEENR BIFRERET 5L RHEERE

 INEZEB2 (PDCO)
Y NEERRERETE BE T S EPIHE

. INREZESBIFRSHBE(PIP) )
INBEZEDBEROZH DR EEEICHRDNE

3

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA)




INEEFRmFFEETE (PIP)

REGULATORY

EXCELLENCE o _
N ESSBIREHE (PIP) (3, T ATO/NEER I 2 EX

mDFEFES LUEKERDTZH DEREZERIKT Do

a ), 2
RH e B
SESEOEME  NRERICHVT RIS SR

CHUCEBYRE  HFETERIRIT WREHS
DA s . Lot aas, RIS

v
AT ST RADHER
AT T DHE,

AR CNICHFASTE
NDEFIRTDHERS

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA) E MA



Waiver (BEHDRER) &7

REFx

1 DL EDNEEEZE R E UTZaBRIGRD TR

5147
XREH IR U T BamplE ULIE T2 X R D R R &t

5 DIRHL

© ZEEFRIEEMEDEIH SRV ATEEEN S
- BMADHICRIET DEE

- BASHVRaERMIRO RN

HRRDERE

RFRIE PIPICIED TR T UIMRZERVEE T DFHEELI
SINDITTIERL,

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA) E MA



PIP / Waiver [FWLWDIEERBZIHN7?

WEE 122 —2 N [FRSRNT—X
. = _ EEINRE
Article 7 [CED<FBILAY) -
HT3hEE IRV IOEES

Article 8 ICES<ERIhA
TS 2 N TR 1)1

9 Article 8 ICED<HHR SR,
) A—27 VERESA

Article 7 [CED<LHVER

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA)

Lo

=0

s

IN Ty REES

EaUERE

GRS\ —TERER

EMA



SM1LR T 21— - PIPHUKSD 5N SHFEH

SERIAI VI FRABRNE [HEREETTHY  NERRE AN AR EICHAT LN TES,

EEmBOEHRFTAEE(MAA) B

RUEREREARR % IHHR BIE- EBEERTICPIPADTY TS
PIPIRHHIC (A EHA 5 PIP 1RHH (BB (T RRDF T N YUE
1 > 3 4 5
% 18545 AR
SRS TR IBHANENS & NEBIRANEN B T
SN B 5

BERE L FFERITINRDZEE LY GFTZREHRNAF ALY LIEEHE . PIPOBEERERET S
EMNTED,

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA) E MA



Deferral (J&%)

ek
O BRADEREEDDE. BEDNEDRBRIC DO\ TERETERT IHTEFRTS
| FREERSH
= PIPHBEDRHEHRICIZ2AEL A
. EBEROEF

INBDOERRERIR T DRIIC. KADERET T IO ENTES

RADT—INPBBIRIEE ., 213/ NEDORRTLYEV RN NBERIZEIC3BH SN D



BRCNTZPIPORE

RENVEERDGE
PIRODMEB T SHDSTEN TR TR E 2 FRNEL B o AU BREE

- —RREVMELE

%gﬁ”ﬁ%}”é%@%ﬁbi\ R TI1=IVDIEKRICKY  PIPOSETNMEICRDIHE
‘53

HESF S

ZEIEERICPDCOVNIZER) [TIREL. EEZXT EXVEARZRRIN
ERANSYANAN

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA) E MA



\I

EZPEERY RN B EER

mBEFEaTE (SPIP) D—Hiz/R Al

S
TREER7S TR FISEYT—X 53 SINEAN S
g NTDPIP EfEld, &AID SPIPICEDL7TJO—-FIE. R sPIPIK BhET —IHAFARE
PIP BBERCERSN. GRS ESNETEDIELREREE L OERRTEIESTL, 20
NBREChS, RISLHOBERT—INE  RELTAROPIPEFL AL
EAFTERVGEICOHMER  DFMI CREICREINE
INDo PIPE725,

O sPIPIRED=HDRIEEH:
- BASHMIB > TUVWRVWEERERZIEICREL THLLZE
- CNSDEBEXREZETERITDILCHICHERBEBERNT —5EI1LTA
- JRRE, Tt J v b, FIrEVRTTIEE. #8 TR E DEARIFER

BERGR: sSPIPICED7ITO-FHNEEEGARZES TS EDRRAESSEVNLIICTRETH D,

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA) E MA



vitahealth

INBEZEmEFEDIZHDEY >

Nurturing
little

X URZPIPICIXHBENTS FIR

health N3
- HENEERINLPIPIC — JEA—TP UG SPCUF
ZEML TLVBIZEA (MAIC HRE)D6y ARE
HIFBDAVTIAT7IREK - A—T7VEER T5(22
ZC) FREDHRFEIH SMEDIER

— SmPC+&&RA)—TJLv - PUMA (paediatric-use
MIEBRIER (BEME: marketing
IEERN) NESENDGFS authorization) IC& %8
— BIEMNITARTOEUMNEE FREDINRHFET —YRE
THEEIINTL\BIES RUO10FEBDOHiGRE
(PUMAZRL)

REAEZIE TR BIEER (waiver) & SREDNRICIFERS R,
PIPICH T 2FERD TRUVDVMAZEIE SRBEORICIZR SR,

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA) E MA



EUICHITDNERFEICHR SRR DR

=101 OB CTOES

2007FLIE NEERmICHRDIFBICEKY NE
l:a—')‘lj'é E%&/\@?Otz lg:j(ﬂ]E‘:E&% L/Eo Feel better, grow stronger
+ 2016FFE T, LUZBKDEFERZ/NBICEITIZL
« INBICERINS267TDHFEE
- INBISEUZ4 303 UWEIF,Z EUTHER

c WHBHIUBAIDHTDILIVRLN LUZ
DRk (ZmlBEROMNT40DER)

INBICH T DT - AR DRE
INRER SRR T 2L B O RIE @ ror-taii

10 years of the EU Paediatric Regula...

JNBRFEEIRE. EREERICSVWTAARGEDELR D CLD

[

@

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA) E MA


https://health.ec.europa.eu/system/files/2017-11/2017_childrensmedicines_report_en_0.pdf

TR EBHRHIDIRS

EUDNERFEICEE T SFRHIERIIL TLD,
ECO#TZREERFCEH T DIzl 27
RIEZIS5ICE T DIWRELD,




EUICHITREZERICHERDIIRENE CER)

cEDEHBIELLTDEY:

1 EULIEOIARTHEEN, ZLTEIN DELEMEDE
O EEIFICAECAFCTCETDLOICT S,

2 BRMNICHITBDEZERDRT - FHFR - BEDHIC, EHMT
BRATEFICEUCRIRE R USRI S,

3 EEmZLYURENICHRAGEREDICT D

4 JIUNVR-PTO-F&EU T FEFIMMEE(AMR) &R
SRR D EFI5RE DRI T D,

CDIERIG A= EEER T 5/CE RIS, .
R DIFE I BRI TIAT o

* Reform of the EU pharmaceutical legislation (europa.eu)-26 April 2023



https://health.ec.europa.eu/medicinal-products/pharmaceutical-strategy-europe/reform-eu-pharmaceutical-legislation_en

EUICHITE/NEEREMICEET D FEHICAL

INBEERGFERtEOI O
DEE

7 EIC e UGV B EZ D/ZDIC,  « Waiver(B)BEI2H1H3 MoA dvt
KYZDEEEINDIER Ot XE  FOEA
£
N FDERAEREC BT B PIPD—HE
B7aWaiver (&FR) DE2sHh5ND

EMAICK > TIEENREND

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA) E MA



\s

INEBEERmAFEICETSEMADSPMDAADE

WITRIEA EXREREIFESRE

Pharmaceuticals and Medical Devices Agency

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA)




INBREEMARICH T EE -7
IRFEDIHHRE & RE

B F DR A
Paediatric Cluster(/{©N@oU5X45—)
FDA. EMA. PMDA. h7}%{Rf&4&. TGA. EELERRE

SwissmedichBHEERZZITL, FHiHIH
BO7 JO—FZ=FEET D,
Hhigh [ K> TRIRDIRHIEMF

ICH E11 AR5 (NRERICH1H 3 RSB OEEDF LM

ER GBI 5915 2 R) iy S,
T2 N DM NRERRERE EHET B 70

DEREAE DT

Enpr-EMA

BEfRD—F2 7T )V—TJ @0 T NEREE
DR FHRZEfRE T SRR Y ~T—2

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA) E MA



CXE DT H DERES S -

= €)
gﬁ:@%é‘»{ t i 1] | ...|.|.§:u||||l

o FEEIHEFESTIES. REHICEYEINDIES
121, MR TSI DA EEA I E 3,

NIVFRT—ORIVY —EDFENY

2  RERIOEREBUC.ERE. BE. EXRNSDES
ERAT D,

T —YHB DML

@ EEEHZEERRE(BETREHDRLER S
Sk IA—LEBEDEA

HEIN —=—27 - O35 A

B HNBEERREDFvINUTA BT AT A
ZIOPFIEXETD

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA)




INBERERmMAFICH T DB 17177

FRIRE

INBOSZ29—ADESIR&E 1
BB G ZBEN DS, ZEEHESE,

IREZIT, HE5E = \ %
BOSTEN SBADEES 5 _
R 5175 et B
TUnLG Ak _ —_ T V- aky & A AT TS FEIDIE
RISHPIPOL—LI=0ODRA 3 e bt (B2 )
PMDAD 7171t X Z2EMAD/ /G ) L
BEHRIND T I O—FICEDPESZ 4 SBREHED AT
EEFIEST Enpr-EMAEPMDADIZ]1==77
T TEEL T R E R -
BT B 12 L. 10 R IR —
1 5 R (- A F-B Enpor-

TOMDIRE EMA WG).

- BRICBIFDVIVFRT—OHRIVY —TORNEFEEHEL, 70— /N IVRBEEETER
- EMAEPMDAMOREIHEOY S A, J—o3v T HRETTO—y TDERIIEFRET
- INBEIES TCORRRNEHR - BRIBEDIEHIC.ERNDIZI 125 —3 0 - Frv URIVEREZERET EMA

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA)




FIRXYyt—

ERZRDOER M /\r—;cf»rt“—ya B
AR

INBEERFERICHITS HHEIYEECTEEDES
REERRLNBICZE {EZERY)  A—TIER
M OBMSREERZREIT HEZEDHDET . RD
TUWLWZoI(CIE, HFRRIC FBHEZEIRL. &R T
I EE TRz ES U 1—)LEEHE,
TUWZENRTAR

FrgtH R ERY S A DI E T

RUHADBNEiETFL. BREROESEENT DTzHICIL,
MR IRE | IR R AT — 7RIS —DRESH W,

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA)



ST

Rocio Fernandez Fresquet
Giovanni Lesa

Paediatric Medicines Office

PMDA Pediatric Drug Development Symposium- Expectation for PMDA from other regulatory authority (EMA) E MA



®

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Thank you

Follow us

in % o ©


https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu

	03_Ligas Franca_Development Symposium (EMA) Special Lecture 2-Final pdf
	PMDA Pediatric Drug Development Symposium�27 August 2025
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9
	Slide Number 10
	Slide Number 11
	Slide Number 12
	Slide Number 13
	Slide Number 14
	Slide Number 15
	Slide Number 16
	Slide Number 17
	Slide Number 18
	Slide Number 19
	Slide Number 20
	Collaboration in paediatric drug development��Current collaborative frameworks & Challenges�
	Slide Number 22
	Slide Number 23
	Slide Number 24
	�Acknowledgements 
	Slide Number 26


