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Setting the scene

Member States
in WHO
Western
Pacific Region

WHO ecosystem approach to .
accelerating access to life-saving Why do we need to use a unified global
innovation standard for Medical Products?

Travel nightmare To Protect People from Diseases without
Barriers

Making travelers happier
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Member States
in WHO
Western
Pacific Region

Countries and areas

Commoerwealth of the Morthem
Mariana Elands

= Kiribati .
I"\_A.I
5 w‘;m e Tuovala - Tokslau .
N e
o L i Samna . .F'eru:h Polynesia
Fiji g7, 2 Ne - -
Mew Caledonia Tﬂ;ﬂ? Gm;k H_-.,.E*f )
Fikcaim slands
New Zealand
Representative Offices Country Liaison Offices
» Cambodia * Solomon Islands = Morthern Micronesia (area of
= China » South Pacific (area of responsibility: responsibility: the Marshall Islands,
= Lao People's Democratic Republic Fiji, French Polynesia, Kiribati, the the Federated States of Micronesia
= Malaysia (area of responsibility: Marshall Islands, the Federated States and Palau)
Brunei Darussalam, Malaysia, of Micronesia, Nauru, New Caledonia, + Kiribati
Singapore) Wew Zealand, the Commonwealth of * Tonga
= Mongolia the Morthern Mariana Islands, Palau, = Vanuatu
= Papua New Guinea Tonga, Tuvalu, Vanuatu, and Wallis
= Philippines and Futuna)
= Samoa (area of responsibility: = Viet Nam
American Samoa, Cook Islands, Niue,
Samoa and Tokelau) 3
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WHO ecosystem approach to
accelerating access to life-saving
innovation

Science, R&D & Innovation

* Convene and catalyze science

* Facilitate multi-centre trials

* Horizon scanning future innovation

* Sharing of pathogens, samples and access to products

Impactful use

* Health-care Infrastructure

* Sustained capacity for healthcare \ Management of IP & Market
workers access

* Workflow integration
* Implementation research & update
* Digital Health and Innovation

*  Technology and knowledge transfer

*  Design target product profiles

*  Ucensing

*  Accelerated equitable access schemes

b

Selection, procurement
& supply

* Technical specifications
* Standardized Nomenclature
* Market shaping

Manufacturing

* Sustained high quality manufacturing
* Training and quality assurance
* Regional production

National Policy for
health products

* Guidance for essential and priority
lists, Health Technology Assessment,
sustained financial coverage

* Integrate global guidelines and
evidence into national policy

Global policy & regulation

= Strengthening Regulatory Capacity

*  Reliance:
*  Guidelines & normative functions
*  WHO Listed Authorities
*  Pre-Qualification

All for Health, Health for All: investment case 2025-2028 (who.int)) 4
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https://www.who.int/publications/i/item/9789240095403

Wéstern Pacific Region

Why do we need to use a unified global
standard for Medical Products?

Travel nightmare To Protect People from Diseases without
Barriers
. - - Making travelers happier
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What are the key functions
of the NRA



National Regulatory Authority:
Structure and Role

A requlatory authority

~

iS NRASs are often

a public institution(s) or

governmental body or

bodies authorized by law .
to exercise independent \

regulatory oversight
over the development,
, marketing
and surveillance of
medical products.

structured as
 Centralized,
Decentralized
Discrete

~

J

ﬁe requlatory authoritv\
plays a critical role in:

(a) ensuring the quality,
safety, efficacy/
performance of medical
products,

(b) overseeing the supply
chain in which their
guality is ensured until
they reach the
patient/consumer and

(c) ensuring the relevance

and accuracy of
product information.

INTERNAL. This information is accessible to ADB Management and Staff. It may be shared outside ADB with appropriate permission.
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What are the critical product attributes of
vaccines, medicines, and medical devices
including in-vitro diagnostics (‘medical
products’)?
 Safety and Efficacy
. tested in the pre-market

period
Marketing Post-

* Quality: must be traceable to Authorization Marketing
those of the clinical lots and be Activities
met consistently

» Safety and Effectiveness
are monitored
and updated continuously in the
post-market period

INTERNAL. This information is accessible to ADB Management and Staff. It may be shared outside ADB with appropriate permission.



WHO RSS program launched in 1997 with a new statement of “a
Vaccine of Known Good Quality”, that adopts systems approach

to NRA strengthening

WHO Vaccine Policy

6 Critical Functions of NRA
Statement*
_ ¢ A published set of requirements for licensing
e Surveillance of vaccine field performance

e System of lot release

he NRA independently controls the quality e Use of laboratory when needed

of the vaccine in accordance with the six e Regular inspections for Good Manufacturing
specified functions defined by WHO Practice (GMP) compliance

e Evaluation of clinical performance

V/there are no unresolved confirmed reports
of quality-related problems

* WHO GPV (Global Programme for Vaccines and Immunization) Policy statement 1997: source;
** WHO GPV Policy on 6 critical functions of NRA: source

WHO
Prequalification
Timeline by Products

Vaccine: 1987

Medicine: 2001

In Vitro
Diagnostics: 2010

Vector control
products: 2016


https://apps.who.int/iris/bitstream/handle/10665/63578/WHO_VSQ_GEN_96.02_REV.1.pdf?sequence=1&isAllowed=y
https://www.who.int/publications/i/item/WHO-VSQ-98.03

WHO recommended regulatory functions for medicines,
vaccines, blood products and medical devices including IVDs
based on product lifecycle

PRE MARKETING POST MARKETING

PRODUCT
LIFECYLCE

Production
Pre-clinical Clinical & Quality

Control

Authorization Distribution
& Marketing & utilization

medicines,
vaccines, blood
products and
medical devices
including IVDs

GrevP
GSDP

Non Common
Regulatory
Functions for:

Apply risk approach

NRA Lot Release (LR) [N %

Approval of blood and blood components (product and/or process approval) (AB)

Non Common
Regulatory
Functions for:

Regulatory oversight of associated substances and medical devices including IVD (RM) 10
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Example of Registration and Marketing Authorization (MA)
process Western Pacific Region

A detailed analysis of expedited
H Example of Registration and Marketing Authorization (MA) processes . . .
........................................................................................................................ regulatory reVIeW tlme Of marketlng

®  Characteristics of the processes and interrelationships involved in the MA authorization appl ications for new

,4 anticancer drugs in the US and EU

v 700

© .
600
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v

©

400
Cﬂﬂl\ Cnﬂ?ﬁ?‘
4 Screening (10 days) point Not Comply pnlny 300

F 9

©
Inspection y
W o Safety [ Efficacy 100
‘ o Reviewing / (clinical & pre clinical)
30 days) R t
! sl O FDAall

inspection Technical
O FDA small molecule

Req. Evaluation
p p [ FDA biotechnology-derived
Rejected Expert Committee (X days) Comply
O EMA all

Review time (days)

|-o-coobooloxp o

Lab J
-

0 EMA small molecule
Approved
- E EMA biotechnology-derived
MA certificate } Update the list of registered Medicine
Clinical Translational Sci, Volume: 15, Issue: 8, Pages: 1959-

Reference: implementing quality management systems in national requlatory authorities: Examples and _ ;
. . . . . 1967, First published: 13 May 2022, DOI:
practices https.//www.who.int/publications/i/item/9789240022379 (10.1111/cts.13308) 11
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Example of Marketing Surveillance and
Control (MC) process

Western Pacific Region

GS1 Standards and Traceability in Healthcare

Start
Medical Product in Market

GDP
Control of import /

Sampling Plan
Market Complaint

export

W Internet Sales
Manufacturer *
Control
Test report
Ingredient/ Wholesaler &

Inspection report

Raw Material Distributor
Summary report 4— Identify SF C;:ﬁ:f' Supplier o

v !

©
+

Identification of Products &
Personnel involved in SF

Patient/ Care
Consumer Provider

=

Health Group Purchasing
Involvement of NRA, Authority Organisation

Intelligence, Enforcement, Police,
Whistleblower, Manufacturer,
Distribution, Retailer

“Marketing Authorisation Holder Development

Partner**
**Organisations such as USAID and UNICEF
that are partnering with LMIC countries to drive development

Recall &
Reconciliation of
Quantity

Communication of SF to all Outcomes of
Stakeholders: NRA, All within NRA, MC activities
MAH, Supply chain, User (Patient), K eemy = shared with

Healthcare professional,

NRAs and ifiar:
Other NRA, Public domain . organizations PrOd UCt Identlfler'
Control
point

Disposal of
Recalled products

Expiry Date:

» { Ra;,’j’;f;:‘;“;';fgggm ‘ Reference: implementing quality management systems in h ber: GS1 Healthcare
| national regulatory authorities: Examples and practices Batch Number: Strategy 2023-2027 |
hd https://www.who.int/publications/i/item/9789240022379 . GS1
End Serial Number:

12
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What outcomes and impact
does the NRS want to
achieve



Regulatory system

General concept of
regulatory system

Regulatory Institut
National Regulatory Authority (NRA
National Control Laboratory (NCL),
Pharmacovigilance center,

Research Ethics Committee & others

an resources, financial
resources, equipment,
infrastructures, information
management systems

According to Good regulatory

Regulatory functions practice principals and enablers

& activities
(e.g., marketing
authorization, regulatory
inspection, vigilance)

Regulatory outputs

e.g., inspection/assessment reports, regulatory decisions,
approved product labeling/information

Regulatory outcomes

e.g., increased compliance with regulatory requirements

Regulatory impact

g(gjacat(s:c?::stg: arriz'd?:f?a:"\cl)z:::‘t(: is::fr\zdn'?:ril:ty ir:eri':saé d Source: Good regulatory practices in the regulation of medical
B : alp pALC products 9789240020900-eng.pdf (who.int)

pharmaceutical contribution to country’s economic revenues 15
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What are these terms:
Benchmarking and WLA




Global Benchmarking Tools (GBT) and L) St
concept of maturity level (ML)

GBT is a tool to objectively evaluate the
regulatory system:

v Medicines and vaccines using GBT

v Blood products (including whole blood, blood
component and plasma-derived products) using
GBT + blood | | ' (foet

Some elements Evolving national Stable, well- Regulatory system

of regulatory regulatory system functioning and operating at
system exist that partially integrated advanced level of
| performsessential | regulatory system performance and
regulatory continuous
functions Il improvement

v Medical devices (including in vitro diagnostics)
using GBT + medical devices, under revision

WHO GBT

Can be consndered as functlonal if rer ‘ Target of WHA Advanced and well
on other regulators for some specific | Resolution 67.20 resourced regulatory
functions systems

v ML3 for vaccine regulation is an eligibility criterion for a manufacturer to
apply for WHO prequalification that is intended to supply to the UN market 17
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‘WHO Listed Authority’ replacing
‘Stringent Regulatory Authority’

A WHO Listed Authority (WLA) is a regulatory authority or a regional regulatory system which has
been documented to comply with all the relevant indicators and requirements specified by WHO for

the requested scope of listing based on an

An established benchmarking (GBT) + a Performance Evaluation (PE) process

https://www.who.int/publications/i/item/9789240023444 18
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SRA

tWLA

ML4 NRA

First three WLAs

MFDS

HSA

Switzerland

Swissmedic

Republic of Korea

Singapore

J ")\'-, Wi }
/ % World Health
4 ‘R__.f Organization

.:'.»I--

‘ﬁ Health Topics v Countries v Newsroom v Emergencies v

Home / News / Landmark listing of first three countries as WHO-Listed regulatory Authorities

Landmark listing of first three
countries as WHO-Listed
regulatory Authorities

V! Orinzer 2027 | Departmencal never [Readng ime J mie (150 mercy

The Health Scences Authorzy (HSA), Singapore: the Mristry of Food and Drug Satety (IMFDS), Reputiic of
Korex and the Swiss Agency for Therapeutic Froducts {Swissmedich, Swikzeriand are the “rst three countries to
be Fszed 25 WHO Usted Authortes

A WHO- Lszed Authority (WLA) s a recufatory authority or a reglonal requiatory system which nas been
dacumented e

oy comply with all the indcators and requiremerss specified by WHO for the requested scope of

Iisting Based on an estabhisned benchmarking and performance dvakation process

Memrbers of the technical adysary group on WHO-Latied Authortes (TAG-WLA} met for the first teme, 1110 12

September 2023, 20 WHO
Isting of HSA, MHDS and & thontes, after discussing the findings of the
performance evaluations of these three reguiatory authornies

sdgquarters in Geneva, Swtzeriand and reached 3 consensus

ecommend the

smedi as WHO Lt

i
\‘f@f Y

Western Pacific Region

About WHO ~

Media Contacts

Sarah Sheppard

Wordd Heakn Orgairatien
Telephone: +41 79 2
Emul: 3hwpreshaeahio et

https://www.who.int/news/item/31-10-2023-landmark-listing-of-first-three-countries-as-who-listed-requlatory-authorities
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RRS

SRA

ML4 NRA

3 3 n eW W LAS ern Pacific. Re -ion

{ ¢' s World Health
';‘_!-,—" Organization

European Medicines
Regulatory Network @  embpo-  Comies  Neweme Snepedee

Home / News / Largest namiier of regulatory agencies for medical prodects agproved as WHO Listed Authorities

EC/EMA .
+30 NCAs .

United States
of America
—— US FDA —
—— Largest number of regulatory ) ][]
agencies for medical products
approved as WHO Listed
) Authorities
Singapore
I vy 2104 | v b | Powng tire 3 mie (530 wardx) Media Con‘acts

HSA"

* MC function

WHD Media Toam
WO ATy OV o
Emal: medain s s3 Pasc. ol

https://www.who.int/news/item/20-05-2024-largest-number-of-requlatory-agencies-for-medical-products-approved-as-who-
listed-authorities

Total WLA: 36 Regulatory Authorities and 34 Member States 20
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Is there a Regional Cooperation
& Collaboration Mechanism
among NRAs and Partners?



Medicine & Vaccine Production, National
Control Laboratories in the Western Pacific

Western Pacific Region

Countries Medicin.e Vaccine- Medicine Vaccine NCL Vaccine Lot Risk-
Production Production NCL Release System based LR

Australia Yes Yes Yes Yes Yes Yes

Brunei Darussalam Yes Yes

Cambodia Yes Yes

China Yes Yes Yes Yes Yes Yes

Japan Yes Yes Yes Yes Yes Yes

Lao PDR Yes Yes

Malaysia Yes Yes Yes Developing |Yes Yes

Mongolia Yes Yes

New Zealand Yes Yes

Papua New Guinea Yes Yes

Philippines Yes Yes Developing | YES (SLP review)

Republic of Korea Yes Yes Yes Yes Yes Yes

Singapore Yes Yes

Viet Nam Yes Yes Yes Yes Yes

Pacific Island Countries | Medical Oxygen* No No o

* All countries listed above have established national medicines control laboratories (except the Pacific Island Countries), as of Oct 2024
* New Zealand: Has National Medicine QA Laboratory, no vaccine laboratory but has an agreement with TGA for vaccine quality testing
* Philippines and Malaysia: Existence of legal and regulatory provisions for lot release. 22
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Harnessing Regulatory System Strengthening,

Cooperation, Convergence and Harmonization

through Western Pacific Regional Alliance of
NRAs for Medical Products (WPRA)

Benchmarking
of NRS for MP

Regulatory
Preparedness
& Response to
Public Health
Emergency

WPRA .
Capacity

networks/ Building
uppor

partnerships

Regulatory
Convergence &
Harmonization

23
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Regulatory Cooperation/Collaboration through &
WPRA Western Pacific Region

* 10th meeting-
virtual meeting
¢ 6% Workshop, WPRO on regulatory

* Endorsement of preparedness
Regional Action during public
+ 39 Workshop Framework Agenda health .
e Dl
meeting, Concept paper, the Alliance * 8" Workshop,
Australia WPRO Japan
* 1% Workshop, * 2" Workshop « 4th Worksh * 5% Workshop « 7t Workshop, * Monthly virtual . e * 12t * 13 meeting
Korea o 2nd Taskforce op, Korea WPRO ' Philippines meeting meeting— meeting— —emerging
meeting * Expansion to * Renewal of organized in regulatory ePharmacy, economies,
» 15t edition of include medicines Steering response to transition  medical small states,
concept paper Bl Formation of Committee regulatory errors, SF SF MP
* 15t meeting of Il t2skforce review Membership, issues during
Steering mgroup for the 31 WPRO COVID-19
Committee Ed Concept Paper, pandemic

— .;,' wwwe—

rgw—"ﬂ'-- w-'-
Ol " “1
"“— o ’ Mo (it

24
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Key milestones of NRS benchmarking
in WHO Western Pacific Region

Western Pacific Region

2011 2013 2015 \zl\(l)F}:Re ional

. First . Member . MFDS Al ngRA

: workshop to  : States ‘ launched |anci;e<()j

;initiate Eendorsed Aid Esxpaln edto 2018

: mechanism : WPR : program ;lvzlacgl.n.es, _ TGA

' of NRA  Regional ‘Medicines, launched

: cooperation : Alliance of ERegionaI RSP 2018-

Eforvaccmes ENRAfor ' :workshopon P 22

Vaccmes

2014 2015 5016 2017 © 2018 2019 2020 52021 52022 2023 ﬁz%;Ass.sted
China:NRAfor: Cambodia  : LaoPDR : Cambodia, VietNamfor : Philippines m Efﬂgg%' EM&WMEM self
vaccinesre- : self- : Mongolia; : LaoPDRself- : vaccine : self- m ibzrr:rc]imarkin ‘ China: Formal gAssistedseIf Ebenchmarking
c;:ertiﬁedforitsg assessment Epagua New assessment system assessment for vaccines f dici & ;mmarking ;benChmarkmg
functionality initiated iGuinea self- updated assessed updated usingg “ML3” ordme IFIne E(ML3for PHL, MYS:
Eﬁment . UsingWHO | WHOGBT . . Ean vaccine ivaccine) EPHL MYS: §follow—up
Malaysia; : VietNam initiated : Republicof { @gT Malaysia: ECh' . interi EFormaIBM
Philippines— : NRAfor nitiate : Korea : Brunei . self Eb_lnah.m ekr.|m : Philippines: Pre : ] Brunei
validationof  : vaccines : Malaysia GBT : : Darussalam: : assessment Ein?;;:t;gar e : benchmarking §V|e Ham: Darussalam:
?elf— . certifiedas : briefing & GBT briefing update EMon olia: EFoIIowup updated self-
?ssessment functional follow up : Fiji: Self E—g_SeIf : : Ebenchmarking

benchmarking benchmarking

25
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Achievements of regulatory systems in
the Western Pacific

Republic of Korea and e Achieved WLA status in 2023-2024; Rep of Korea
Singapore: — Vaccines & Medicines; Singapore - Medicines

* Maintained ML3 for vaccine regulation after re-

Viet Nam and China: benchmarking in 2018 and 2022, respectively

* Hosted formal WHO benchmarking in 2023:
Philippines and Malaysia: Philippine — Medicines; Malaysia — Vaccines and
Medicines

Brunei Darussalam, Fiji,
Mongolia, Lao PDR, Papua
New Guinea:

e Accomplished self-benchmarking; Scope -
Medicines

¢ Transitioning from SRA to WLA: The evaluation

Australia, Japan: process ongoing for both Vaccines and Medicines

26
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What are the current efforts to
close equity gaps in improving
access to vaccines through local
production in low-resource settings

MRNA TTP

WHO mRNA TTP - R&D consortia in

SEARWPR
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m Challenges in Regulatory Oversight of m

mRNA Vaccine Local Production in
Bangladesh and Viet Nam
= Developing guidelines for clinical trials

* Dwveloping guidelines for chemistry, manufacturing and control
[CMC), nonclinical and clinical evaluation

* Establshing independent quality control testing

= Post-market surveillance and pharmacovigilance

* Regulatary oversight of good manufacturing practices

* Aligning bocal regulatery standards with international guidelines

Tt VL o i sy ot e i Bl g sl e ol i i e . o Ighinkeir o
P ey’ e -eait o .=l Sp——
N AT e 8 AT AR 7 A i B L e A

GTH-B

WHO Global Training Hub for
Biomanufacturing (GTH-B)

CT ecosystem

T i e o i —i
e e e B
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WHO mRNA TTP - R&D consortia in
SEAR/WPR

Western Pacific Region

Memb Hilleman Labs, NUS, Chula, A'STAR, VI, Duke-NUS, Chula, Mahidol, Chula, Burnet
embers A’STAR, Chula, Polyvac Incepta, Afrigen, Hilleman, Bio Farma, Inst., Eijkman Inst., Bio
NV Incepta Farma
. EV-A71 (P1, VP1, 3CD) Bivalent HPV Tetravalent
Antigens + CV-A16, CV-AG and CV-A10  16/18 E2, E6, E7, OrME Pvs25, PVCSP, Pvs230
L1 consensus NS1
TPP, CDP developed TPP, CDP developed ~ FrrCBPdeveloped 1o o yoyeloped
: : , , : , Antigen Design : :
Main achievements Antigen Design Antigen Design - Antigen Design
: : . . Preclinical . .
In vitro expression Preclinical evaluation in C Preclinical evaluationin
\ evaluation in mice .
mice mice
2024 - preclinical evaluation of 2024 - Select candidate 2024-2025 - Preclinical 2024 - Preclinical
Planned EV- for evaluation in mice and evaluation
A71 mRNA vaccinesin mice Phase 1 NHP 2026 - Phase 1 in NHP
2025 - Phase 1 2025 - Phase 1 2026 - Phase 1 CHMI

Bangkok scientific consultation (Oct 23) and Singapore meeting (Mar 24) have led to the establishment of R&D consortia!

28

INTERNAL. This information is accessible to ADB Management and Staff. It may be shared outside ADB with appropriate permission.


https://www.who.int/news-room/events/detail/2024/03/18/default-calendar/who-mpp-mrna-r-d-consortia-in-south-east-asia

Challenges in Regulatory Oversight of ) St
MRNA Vaccine Local Production in
Bangladesh and Viet Nam

* Developing guidelines for clinical trials

* Developing guidelines for chemistry, manufacturing and control
(CMC), nonclinical and clinical evaluation

* Establishing independent quality control testing

* Post-market surveillance and pharmacovigilance

* Regulatory oversight of good manufacturing practices

* Aligning local regulatory standards with international guidelines

Source: WHO. A case study on the ecosystem for local production of pharmaceuticals, vaccines and biologicals: The Bangladesh context

https://iris.who.int/bitstream/handle/10665/376686/9789240092808-eng.pdf?sequence=1 29
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WHO Global Training Hub for e
Biomanufacturing (GTH-B)

Participants during the 2022
Introductory Course for Biologics
Development and Manufacturing

Credits

GIobaI
Training
Hub

World Health
Organization

WHO

Dr Yukiko Nakatani, WHO ADG, Access
to Medicines and Health Products
(left) and Mr Hwang Seunghyun
Director General, Global Vaccine Hub
Office at the MoH and Welfare from
Republic of Korea (right) at the

biomanufacturing training signing Cred |t M O HW, Re p u b I iC Of KO rea

ceremony

Credits
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SEVENTY-FIFTH WORLD HEALTH ASSEMBLY WHAT5.8 The Selangor Consensus: strengthening clinical trials
Agenda item 16.2 27 May 2022

for local public health in the Western Pacific

The Experts Consultation on Implementing World Health Assembly
Resolution WHA75.8 on Strengthening Clinical Trials in the Western
Pacific Participants

Strengthening clinical trials' to provide high-quality
evidence on health interventions and to improve

research quality and coordination WHO WPRO DSI expert consultation, Selangor, Malaysia on

21-22 March 2024

e Putting equity at the center of developing and
conducting clinical trials
Building local ecosystem through equitable international

/\

Sustainable strong continuous national clinical research ecosystems °

Enabling national dlinical
research govemance

(linical trial infrastructure

Community engagement

Research ethics oversight

Regulatory systems
including efficiency

Continuous strengthening through monitoring, evaluation, and learning

Figure: Four hroad pillars supporting the clinical trial ecosystem

partnerships
Integrating clinical trials into public health systems to

Regioralandglobdl | | yerreoresened ragmatically extend their reach

- p
E""f‘"a“”; || popatons * Leveraging and developing registries as a vehicle to
ontinuous nnancing

strengthen data governance and promote research
integrity

https://www.thelancet.com/journals/lanwpc/article/P11S2666-6065(24)00130-
5/fulltext?uuid=uuid%3Ac5b0b7f9-01fc-461b-b0ag8-babede797601
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Key takeaways

Western Pacific Region

Strengthening regulatory systems for medicines, vaccines, and medical devices including in
vitro diagnostics ensures that these products are safe, effective, and of assured quality.

Strengthening regulatory systems also promotes innovation, and ensures regulatory
predictability with enhanced transparency, making vaccines and other medical products
more accessible and affordable.

By aligning with global standards, it also builds trust in health systems and facilitates global
cooperation in product distribution.

Efforts to close equity gaps in access to medical products in low-resource settings focus on
local production through technology transfer and capacity building, like the WHO's mRNA
vaccine hub, WHO Global Training Hub for Biomanufacturing, and strengthening clinical
trials.

Moving forward, partnerships between governments, international organizations, and the
private sector will ensure resources, technical support, and infrastructure to boost local
manufacturing and appropriate oversight by competent regulatory authorities to ensure
quality.
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BLUEPRINTS TO BREAKTHROUGHS:
ENHANCING VACCINE MANUFACTURING ECOSYSTEMS IN DMCS

/8 24 OCTOBER 2024
A 2:00-3:30 PM Manila time

Vaccines save lives
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