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Mechanisms for international collaboration
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':gf Bilateral relations Multilateral relations @
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gentina Australia Brazil Canada Chile China Colombia Dominican brmotiationforbetierhealih Tah
Republic
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Israel Japan New Zealand Peru Republic  Saudi Arabia Singapore

of Korea

International Liaison Officers

Confidentiality Arrangements (CA) @ !ntEaBnEharmaceutica. g SRA CRP

Regulators Programme

Ay
_bl Ad Hoc CA

Mutual Recognition Agreements (MRA) AMA
¥

Intemational Cooperation on Harmonisation of Technical Requirements
for Reglstration of Veeternary Medicinal Products

I

Clusters projec
Specific mechanisms

Ne
b

IPA: Instrument for Pre-accession Assistance
Slide credit: RAPS Convergence 2024: Global Harmonisation and Accelerated Drug Development - Anabela Marcal AMA: African Medicines Agency
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Improving efficiency -+ 3 I ﬁ>

Key concepts of reliance {21 a4 B s 2

Mutual

RAETE
Standard
processes

mechanisms

Work-sharing including joint activity Eﬁﬂﬂﬁﬁiﬁﬁﬂ
Abridged pathways using reliance
PAERAGE SIS 1 Ea0iER IR TE
HESE

recognition
Unilateral 1BEEER]
recognition
Regional reliance B [a) iR eI

Building trust between NRAs 217 B 5 IR SRS 2 (51T

Independent decisions
based on its own
reviews and/or
inspections

Leveraging regulatory work
Performed by other competent
and trusted authorities to reduce
the workload, with independent

final decision-making

Regional reliance
mechanisms
Centralized evaluation
conducted for a group

of countries

Unilateral or mutual
recognition
based on treaties or
equivalent, providing
maximal benefits

TsRAP
BEEENERSEY

Tarwan Society of Regulatory Affairs for Medical Produwcts

Adapted from WHO Annex 10:Good reliance practices in the regulation of medical products: high level principles and considerations
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1990 ICH (International Council for Harmonisation) R eE NI TR (Q/S/IEMM) , BHE - B~ HATT
2004 EU-M4all (J5F Article 58) EMATBh &4 JEER S [ (6 FH 24 5 » BEHWHOESA{E
2005 US FDA-EMA PSA 8 /TR (Parallel Scientific Advice) TEZCEE)
2007 APEC .RHSC (Regulatory Harmonization Steering Bl T A A ] - Yy, (CoE) Hitfmses 1
Committee)
ICMRA (International Coalition of Medicines S Bp R AR - B o8 1]
IPRP (International Pharmaceutical Regulators A 5 s pen i
2013 Programme) &0f IPRF &1 IGDRP, #[&wBE. 49018 - ATMPZ:
Nyas == AN R - > v/ B Sz
2017 OPEN (EMA opening to non-EU regulators) gﬁgaﬁﬁiﬁ%m{’ﬁ COVID-19 HiRIEAP B e
e ) /\\‘I:'n__:'::‘ ziiz
2019 Project Orbis %D}ﬁ%)rjﬁcology Center of Excellence Z&#E » FH A B EZE S
2021 US FDA Generic Drug Cluster FHFDAYEZE - B R 1R B L ) 5 B ] B2 AT iAToAE Sp7%
2021 WHO CRP (#EXFEM) INZELMICEAE - fEEfFT%E%ESRA (ZIEMA) FEEHE
2022-23 PAC pilot (Post-Authorisation Change Reliance) EMAELZ B HIENPACH 2 BEHEE = - HAjA 10{# =Bk
2023/2024 CoGenT Global FDAHEE ~ FEN ) GRS BH & S /Fel Bk
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Taiwan Society of Regulatory Affairs for Medical Products
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* BBRHIE MRS5S HFE, WRERREER, LLERBEE.

e |CHEZRERE B 70I18$E5], KIEEME (Quality) . 2% (Safety) . BEX
(Efficacy) K% $EIE (Multidisciplinary) 94 Q. S. E. M U XZERI,

 HREIFEIE 700 fIEF
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2 30 ZEEXRIT{E/ME (Expert Working Groups) o

ICH website (www.ich.gov)



http://www.ich.gov/
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*Singh, R. (2011). Harmonizing Harmonization. Scientific American.

Slide credit: Romi Singh presented at RAPS Convergence September 2024
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{£#8 (Reliance)

& B EFIER (E-labelling for pharmaceuticals)
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http://www.iprp.global/
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RAPS Convergence 2024: Global Harmonisation and Accelerated Drug Development — Anabela Marcal

International Coalition of Medicines
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B & 1E B 75 I Regulatory Authorities (ICMRA) |



https://www.icmra.info/drupal/en
https://www.icmra.info/drupal/en
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o AIFFHEHE (Innovation Network)
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BRSBTS 5! RAPS Convergence 2024 : Global Harmonisation and Accelerated Drug Development — Anabela Marcal
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Regulatory Harmonization Steering Committee
(RHSC)

Russia ———®)
@—— (anada

Republic of Korea
People’s Republic of China ————® £ @— Japan (@——— The United States

Viet Nam Chinese Taipei
‘ ‘ pei . .

Thailand

(@—— The Philippines
Malaysia (@— Brunei Darussalam
e (@——— Papua New Guinea ® s

Indonesia

(@— Australia
New Zealand ————®)

BIFR & B 5 &R WWW.APEC.ORG
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» Parallel Scientific Advice (PSA) 5t= 12 US FDA £ EMA

HRERTRRE DRSS

RIS EEE ) B RUE

o B

H 5 R

=kt

335 3 75 £

e

O

EUROPEAN MEDICINES AGENCY
SCIENCE MEDICINES HEALTH

EMA/309801/2017
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Sy I APNsTRATION

Apl’il 2017
GENERAL PRINCIPLES

EMA-FDA PARALLEL SCIENTIFIC

ADVICE

(HUMAN MEDICINAL PRODUCTS)

335 - 1

ENETEEHEEFRIM - B

% FDA B EMA B Z R

v'Support global development plans

v'Scientific and public health convergence

v'Reduce administrative burden
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Opening our Procedures at EMA to Non-EU authorities
COVID-19 vaccines and therapeutics - PILOT

1 medlc

{.i

*)

o -

F7 World Health
g&.@‘ ‘} Organization

OPEN regulators

*Iy - b

EMA Health Canada Swissmedic TGA MHLW/PMDA

FREHERBEMEERESAE

All participating under the terms of their Confidentiality Arrangement with the EU.

O e I
BRE FEE A Slide credit : Anabela Marcal presented at RAPS Convergence 2024: Global Harmonisation and Accelerated Drug Development
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o oo OPEN - Extended scope nRERALENS

- MEFRIEMH (AMR)
* PRIME (B&ER) Em (AR EEEEET ATMPs)

- Hihn[ZRFBRRMEEEREFRWEM (5120 RSV, FIZkiEIIE.
BB NJE ALS 3F)

- HHERRERAHFTERSEHNERNGREYD

£ OPEN ST=E TEERIHIEZ 0 ¢

e Arcturus COVID-19 IZ &

» Moderna RSV & & - .

e Valneva B TRIEHT

* Kavigale AZ COVID-19 RERITAFF %Y
Zhg Al T HRERMAEEMSWA OPEN GTEES

Slide credit : Anabela Marcal presented at RAPS Convergence 2024: Global Harmonisation and Accelerated Drug Development
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Slide credit : Anabela Marcal presented at RAPS Convergence 2024: Global Harmonisation and Accelerated Drug Development
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Project ORBIS H EBIEmZYEIEE ( FDA ) 1E MEREEEF 0
( Oncology Center of Excellence, OCE ) Zi#E

- WRAYZR  BlIFTEIEZEm

« GTFA T . FFEEEARBEXRERRERSE @  [SEEEZEEER
AT ETEMBEERRRM - BEUIFLHELZRE

\

- ZHIFX ( IKBRESITEEBAME)  M01ZEX ( Health Canada
) BN (TGA) -~ ¥A03E ( HSA ) - 3t ( Swissmedic ) - R
( MHRA) =

- B  [REEIKYEESFEmMNO M - WIEEEESEIRER

AU R IE B RVBIER 5 A0 -

[l Regulatory action in other jurisdictions is unlikely to occur immediately after FDA action and will follow respective healthauthority timelines.
= PAS =Y I g y J Y Y p y
B%—E = 1"5_&3'%%'@15] 2 Dependent on Project Orbis Partner (POP) guidelines. Contact specific POP(s) regarding optimal timing for submission of Type C dossier.
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 Collaboration on Gene Therapies Global (CoGenT Global) Pilot ZH3EE FDA
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e | EU-Medicines for all (EU-M4all) etk
52014f=i= B EERE (EMA) BE#HFFEHEE (WHO) &1, &
1 U~5’1‘|_'ﬁi’a'1ﬁﬁq E,]A%%FIFIL{T;- 1E ’j:iEEL\iE\EO
- H 2021 Fie, HIEFOAHEEBEPEFSERF ( centralised procedure)
i 1TEELT, laull:l 1R 2 Bk fm el I 1,
E b Figure credit: Victoria Palmi
17 medicines with an . RIESE hted at RAVS/EY
B A e B E B EU-Mdall scientific L1 COuniTee \ Convergence 2025

opinion*

*7 of which have been withdrawn or surrendered and 1 pending as of September 2024
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et (ETEBHIE - PAC pilot ANBREZASE

- FTH&EE (Postapproval change, PAC) wIRE{R#ERE HAiERE, MiZARFIEN
e 7E T4 1 AN 2 S KR ER A JRLBE

- BRMNESLEER (EMA) E QIEIEk BUASRE, HREEMEE (WHO) &
Mgk A WEEMEE, LUIRBTANENEA FHEEEEEE

FRER Emmﬁ,“w%fﬁ&%¢xmmﬁmﬂmﬁﬁ$ ﬁﬂ@ it ff
t EMACHMP (\RZRZ8E) REFMEHRE, -

. EREME (NRA) [ EENE R EVA WX BERE F—Hi,
. BEZRHATRER 2 LHARE EMA mnﬂaff*é ¢

-

- ',.»‘l

BE 2025 % 2 A, A 10 REMHEEELTH, \‘ S

EESE 100 EER T B, ST e i’ a9

A BESMENE XA T LR EE, - oy Neibin

PAC pilot targets timeline of 6.5 months. . : ;\;.,,?“,‘1 R,
M Partipates to the pilot '

Do licipat he pil

Mangia, F., Lin, Y. M., Armando, J., Dominguez, K., Rozhnova, V., & Ausborn, S. (2024) ]
Unleashing the Power of Reliance for Post-Approval Changes: A Journey with 48 National # 20244 BASEABEZRE (@ifsE
Regulatory Authorities. Therapeutic innovation & regulatory science, 58(6), 997—-1005. 5

L - -
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WHO CRP

« CRP (Collaborative Registration Procedure S§{EiEMiEF) BB {EIZA
HZE (LMICs) LIERRE EHE(SRA)EEM S NNEZEMRIE

ﬂfE BEZERBMHENE - BMEEEZXNEBEK - HIREBRENEEE
=, BBIPEIKABRZE (LMICs) EiLEEN

- RHEIEZ : 68 EFZRE —(EE 3 &EE
rhERER Mk [E -

LZEHL. B, KA. MEWER. HEM, #EA, BERE, pELNE, EF - 5 25HEF  BHREEZHEANE - &
MR, REILER, MNsZ. HECER, o, AN GHAED | F9E. BEE. BRI Bk, BEMEHN. BHE. B,
FFEERR, E=tb5, #KLEE, BR. REFIEE, BEHE, RZ, RIRANE. ERE. %%%éﬁiiﬂiﬁﬂz it Bt a]
e, ERHOR. BWFL. B3R Bme. E. ®Emin, 5TE. EF (P ( B @&@T) . mEE. B
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LT HEIEREFTEREE (Pre-MAA) HHBHE Eh

- ML EMEZE (Expression of Interest, Eol)
HENFIREXEREZE (Eol) , UBHEE#HFEALERS (WHO) REEEH
FH [EREREREESFIEMIER] (SRACRP)

- EgE LB (R

HAFEME (WHO) HBEMSEELEEWME (NMRAs) & FEET
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BREEE. BRBERMERE (SRA) . BIREE#EERE (NMRA) B WHO ZfHE
ISR,
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(Dossier) , AR HERRK, MEHISEER, WHEKEBHEE (SRA)

B 3% N B AEFRT
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w5 EE SR T B (Benchmark Tool)  amsesunze

25 studies published between 2005 and 2022 were included in this review.

* WHO GBT. CIRS OpERA,
BEMA% I:I:l: 13__ E\ ,45 Ej] ﬁ/\ —'—%IJ #® Global Benchmarking Tool (GBT)

Registration and marketing authorization (MA) function including 35 sub-indicators

. - -
[ ﬂ Jﬁ [ Eﬂ 1 C =H *E = Ma 05: Transparency, accountability 9
12 ﬁ E :n\ 1= a2 T, A a | = |7]s MA 03: Resources (HR, FR, infrastructure/equipme 10
% e MA 01: Legal provisions, regulatic
ETHEEGERE,

0 2 4 6 8 10 12 14 16 18 20
Table 3. Benchmarking indicator categories of GBT MA functions included in the included studies

Others (n=2)

Table 1. Benchmarking tools/programs identified Table 2. Benchmarking indicators involved

Shi, J., Chen, X,, Hu, H., & Ung, C. O. L. (2024, September). -

. g oo © OPpERA Programme @RSJ:(' Others
Benchmarking drug regulatory systems for capacity building in & kay performancs indlcator s One study adopted the: GBT and
registration and marketing authorization: A systematic review ISR Ao T [ = B ok b O
[Poster presentation]. RAPS Convergence 2024, Long Beach, CA, v Scientific Assessment Time regulatory performance;

. v Sponsor Time » Two studies used self-developed framework
United States. v Other Regulatory Authority Time for drug review and knowledge management.
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Regulatory Reliance is not

it Is iIn-sourcing of expertise.
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