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Asian Development Bank (ADB)

* ADB is a regional development financial
institution established in 1966. We are
headquartered in the Philippines and maintain

45 field offices across the region. A

)

3

* Its main instruments for helping its developing EEEaINEE. e
member countries are policy dialogue, loans, #He. EgpS~
equity investments, guarantees, grants, and
technical assistance.

* ADB’s projects involve both the public sector
and the private sector.
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ADB’s Regional Footprint
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ADB'’s Health Sector
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HEALTH SECTOR DIRECTIONAL GUIDE 2030 AR

Achieving Universal Health Coverage in Asia and The Pacific S

Where we want o be What we will do

Key Trends/Challenges Operational focus Guiding principles
b G li d publi d
Demographic shifts Afinzf_yg‘:;h b“'gg’ . Overnance, poficy and public goods A I Sustain an expanded Health
o changing disease burdens, . s . :
& urbanization barriers in accessing care @ Strong reg'u'latlon, legislation, stewardship and II Sector Portfolio
) accountability
Lack of resilience, high ™ Improve Multisectoral and
health sector carbon :
Climate change emissions (limited “Green” Well-funded private and public sector Integrated projects
infrastructure & supply Universal access to high quality health care (reduce
chains) < ' Contribute to Knowledge Services
A and build Partnerships

Decentralization &
regional
cooperation

Pandemic threats

Digitalization

Gaps in planning &
resource allocation
Lack of information sharing

J

Limited public health
capabilities to detect,
assess, report, and
respond to pandemics

~

Development of appropriate physical and
digital infrastructure; resilient and green supply chains

Health worker
shortages, low quality of
care, digital health
inequities, data privacy

&

Health workforce

Adequate supplies of managerial, clinical, technical staff
Suitable roles, skills and training for all health staff

Pandemic preparedness & response

Robust prevention, preparedness and response
capabilities in all DMCs and at the regional level through
One Health approach
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Extend Private Sector
Participation through
Innovative Financing

Develop Health Staff Skills for
emerging health priorities

Support the One ADB
Approach




ADB Health Portfolio at a Glance

Share of total
portfolio

(WPBF as denominator)

Pandemic
ol - &) —

Pre-pandemic

The portfolio stabilizing between 6-10%

Total Health Commitment for 2024: $2.1 billion USD

Central West & East Asia Southeast Asia & Pacific South Asia
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32% 39%
Commitment: $ 672.2M Commitment: $ 606 M Commitment: $ 828 M
All health projects to be either GEN or EGM, with at least 15% climate financing

RBL= Results Based Lending | PBL= Policy Based Lending | PL= Project Loan | * Considering increased headway due to Capital Adequacy Reforms
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ADB’s Support for Vaccine Manufacturing and Regulatory
Strengthening in the Asia and the Pacific

During Covid-19

P

1. Enhancing Vaccine
Procurement

Asia Pacific Vaccine
Access Facility
(APVAX)

Regional Vaccine
Advisory Group(RVAG)

Post Covid-19

i

2. Expanding Vaccine Manufacturing
and Strengthening Regulators

New Manufacturing Facilities

Regulatory Strengthening

TA 9950: Regional : Regional Support to
Address the Outbreak of Coronavirus Disease
2019 and Potential Outbreaks of Other
Communicable Diseases

S

3. Capacity Building

Building knowledge and
skills in vaccine
manufacturing
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DECEMBER 2020
The Era of Hope and Despair

Asia Diagnostics, Vaccines and Therapeutics

Network to Counter Epidemics and other
disease outbreaks (ADVaNCE)



COVID-19 vaccine development
Fast-tracking development

“The fastest vaccine in history”

» Prior vaccine research for novel
pathogens including new vaccine
‘platforms’

* Rapid and global collaboration on
sharing of information on virus (incl.
SARS-CoV-2 genome)

» Adaptive processes for vaccine
assessment and approval while
maintaining scientific and ethical
standards

* Immediate funding from diverse
sources

hitps://connect.uclahealth.org/2020/12/10/the-fastest-vaccine-in-history/

The Vaccine Production Process

Normal vaccine production timeline: 8-15 years
Timeline for COVID-19 vaccine: 12-18 months*

1. Research
Normal: 2-4 years
Accelerated: 6 months

2. Preclinical preparation

Normal: 2 years
Accelerated: 6 months

3. Clinical trials
Normal: Up to 5 years
Accelerated: 1.5 years

\

C

4. Approval

Normal: 1year
Accelerated: 6 months

5. Manufacturing
Normal: 2 years
Accelerated: 3-6 months

6. Distribution

Normal: 3-6 months
Accelerated: 1 month

*Under an accelerated timeline, development stages proceed simultaneously or overlap.
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COVID-19 vaccine development
Vaccines in use and in development

Leading vaccines

Developer

Pfizer-BioNTech

Sinopharm

Oxford-AstraZeneca

1

Sinovac

‘

Moderna

Novavax

Bharat Biotech

Johnson & Johnson

HRSE B B @

Baylor-Biological E

Gamaleya

How It Works

mRNA

Inactivated

ChAdOx1

Inactivated

mRNA

Protein

Inactivated

Ad26
Protein

Ad26, Ad5

Phase

Status

Approved in U.S., other countries.
Emergency use in many countries.

Approved in China, U.A.E., Bahrain.
Emergency use in many countries.

Approved in Brazil, India.
Emergency use in many countries.

Approved in China.
Emergency use in many countries.

Approved in U.S., Canada, Switzerland.

Emergency use in many countries.

Approved in Canada, South Korea.
Emergency use in several countries.

Approved in India.
Emergency use in other countries.

Approved in Canada.
Emergency use in many countries.

Emergency use in India.

Approved in Russia.
Emergency use in many countries.

https://www.nytimes.com/interactive/2020/science/coronavirus-vaccine-tracker.html

PHASE 1

AT,

Vaccines
testing safety
and dosage

PHASE 1/2

Combined
trials

PHASE 2

Vaccines
in expanded
safety trials

PHASE 2/3

Combined
trials

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

PHASE 3 AUTHORIZED APPROVED ABANDONED

Vaccines Vaccines Vaccines Vaccines
in large-scale inearly or approved abandoned
efficacy tests limited use for full use  after trials

Slides by Dr Benjamin Coghlan

ADB
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COVID-19 vaccine development

Supply forecast for 2022

Ongoing expansion of

COVID-19
manufacturing

Estimated 15.6-22.5
billion doses to be
produced in 2022

Impact on supplies of:

 Boosters?

* Paediatric
doses?

« New variants?

Production by vaccine

Observed Forecasted
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Dates

Vaccine
[ Ad5-nCoV (CanSino) [ BBIBP-CorV (Beijing/Sinopharm) [ COVAXIN (Bharat/ICMR/NIV)

[ Ad26C0VS1 (J&J) [ BNT162b2 (Pfizer/BioNTech) mMRNA-1273 (Moderna)
AZD1222 (University of Oxford/AstraZeneca) [ CoronaVac (Sinovac) Sputnik V (Gamaleya Research Institute) ADB

INTERNAL This information is accessible to ADB Management and Staff. It may be shared outside ADB with appropriate permission. Slides by Dr Benjamin Coghlan




COVID-19 vaccine distribution

Share of vaccines by World Bank classification

BUT.....inequitable vaccine distribution

. . . - . S—
COVID-19 vaccine doses administered per 100 people, by income group

All doses, including boosters, are counted individually. As the same person may receive more than one dose, the
number of doses can be higher than the number of people in the population.
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Source: Official data collated by Our World in Data, World Bank OurWorldinData.org/covid-vaccinations ¢ CC BY
Note: Country income groups are based on the World Bank classification.

ADB
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Asia Diagnostics, Vaccines and Therapeutics Network to Counter
Epidemics and other disease outbreaks (ADVaNCE)

ALL ADB members have the

fastest possible access to essential medical products
regardless of their regulatory and manufacturing capacities

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



Asia Diagnostics, Vaccines and Therapeutics Network to Counter
Epidemics and other disease outbreaks (ADVaNCE)

Composition

Government Agencies:
Ministry of Health (MOH)
and National Regulatory
Authorities (NRAs) from
Asia Pacific

Manufacturers and
Industry Partners

Academic and Research
Institutions

International
Organizations

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

Key Initiatives of ADVaNCE

Rapid Response to Pandemics: Supporting rapid production,
manufacturing, and distribution of vaccines and therapeutics for future
pandemics.

Regulatory Capacity Building: Training programs to strengthen
regulatory oversight and accelerate vaccine approvals during crises.

Regulatory Reliance, Harmonization, and Convergence: Streamlining
approval processes across Asia through regulatory convergence,
reducing delays.

Collaborative Procurement of Vaccines and Medical
Countermeasures: Facilitating collective vaccine purchasing, ensuring
affordable and reliable supply for ADB member countries.

Local Manufacturing: Strengthening regional manufacturing capacity
for VIDs by addressing regulatory bottlenecks, enhancing quality
standards, and promoting technology transfer to ensure timely and

equitable access during health emergencies.




Technical Assistance 10528: Strengthening Regulatory Ecosystem and
Manufacturing for Vaccines, Therapeutics, and Diagnostics in Asia and the Pacific
(REVITALIZE)

Outcome: Strengthened regulatory

ecosystem in DMCs, emphasizing <> |mplementation Period

climate resilience in vaccine T
manufacturing, and enhancing —— January 2025 — December 2027

Aim: Support ADB’s developing regulatory and bio-manufacturing

member countries (DMCs) in

_ _ _ capacities.
strengthening their respective
regulatory ecosystems for _ _
vaccines, therapeutics, and * Output 1: Roadmaps to ;.:.@@ Implementing Agency
diagnostics (VTD) strengthen the regulatory system ®  Asian Development Bank

developed in selected DMCs

Initial Financing: $1 million _
* Output 2: Enhanced capacity of

regulatory functions for market
entry and post-market control

Gender Cosideration: Effective

DMCs Supported: Bangladesh, Gender Mainstreaming (EGM)

Indonesia and Pakistan, with
other DMCs to be considered

later * Output 3: Technology transfer for

VTD manufacturing from an
advanced pharmaceutical

Bangladesh Vaccines,
Therapeutics, and Diagnostics
Manufacturing and Regulatory

company to a selected DMC Strengthening (VTDm-RS) Project
facilitated

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



ADB'’s current support

LOANS TECHNICAL ASSISTANCE
(under process / approved) :
= Supporting Multiple National Regulatory " REVITALIZETA -
. Agencies in Asia and the Pacific upgrade their § o Targeted trainings in Uzbekistan, Mongolia
National infrastructure and laboratory capabilities (QMS), Indonesia (GRP) at national level; Lot
Reg ulatory o Bangladesh DGDA: ML2 > ML3 (approved) release tra.ining-at regional level in
Strengthening o Indonesia BPOM: ML3 > MLA/WLA (review) collaboration with MFDS (October 2023)
e . ] . o Institutional development plans to upgrade
o Philippines FDA: ML1>ML3 (review) ‘ MLs of regulatory agencies in Asia and Pacific
* Bangladesh Essential Drugs Company Limited ~ * Knowledge products on enhancing domestic
(EDCL) to boost vaccine manufacturing capacity vaccine manufacturingin Viet Nam and domestic
Local/Regional for local and regional needs (approved) pharmaceutical manufacturingin Sri Lanka
Manufacturing * Planned market assessment and competitiveness

study to understand the potential impact of LDC
graduation on Bangladesh’s pharma industry

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,

Collaborative = Exploring collaborative procurement mechanisms
Procurement in CAREC (Central Asia) and GMS regions

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,

! = Building regional biomanufacturing workforce

Skilled through Global Training Hub for
Workforce Biomanufacturing (GTH-B) in partnership with
Republic of Korea

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



Training Program for Advancing Regional Workforce
Development in Biomanufacturing (2022 and 2023)

Objectives
@
Enhance knowledge and [

practical skills in vaccine  Professionals

G e G Annual8-wks engagedin Delivered by Korean Fartners
knowledge and practical Intensive course (3 o : : ADB
. P weeks online. 5 biological products National Institute for

skills among weeks in Incheon development and Bioprocessing K-NIBRT

participants from ADB’s ) manufacturingin Research and

developing member with focus on LMICs from Training (KNIBRT) at eAKPF (Trust Fund

P hands-on g of South Korea at

ADB)

countries . * Private and public Yonsei University
experience) -~
sec

Strengthen
competenciesin GMP,
quality control

90+ people trained with ADB
Build capacity for support - 2022 (two intakes) and From 13 Countries
knowledge transferin 2023 (one intake) oAASA®
home institutions to m
sustain workforce
development

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



Strategic Partnerships for ADVaNCE

#& RIGHT FIND»
A F2E Eoundation Diagnosis for all

RBUITHZEA EXQRENRBESTRN

Pharmaceuticals and Medical Devices Agency

(DR
\’:& (@gy World Health R DN

Organization V{m}
W

\
N

Gavi@®

= Best Science
'.‘1 RV M ‘ for the Most Neglected
1 A

——

&\-«

Ministry of Food and
Drug Safety

% K-NIBRT -

Training Centre Australian Government
@ Department of Health
‘@ ( : (\ RE Therapeutic Goods Administration

Centre of Regulatory Excellence
@ Duke-NUS Medical School
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2025 Global Harmonization Center
International Workshop

THANK YOU.

Mﬂl MINISTRY OF FOOD AND DRUG SAFETY
Harmonization National Institute
G HC Center of Food and Drug Safety Evalution
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