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Global Strategy and Plan of Action on Public Health, Innovation and
Intellectual Property (GSPA-PHI)

» Strategy to promote new thinking on local production &

technology transfer, innovation and access
Global Strategy and Plan of Action

on Public Health, Innovation and Intellectual Property * WHO launched an initiative to promote local production
in developing countries with funding from EC
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Local Production for Access to Medical
Products: Developing a Framework to
Improve Public Health

The role of intellectual
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Supporting implementation of AU Pharmaceutical Manufacturing

Plan for Africa (Pmpa)

AFRICAN UNION
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National Strategy and Plan of Action
for Pharmaceutical Manufacturing
Development in Ethiopia (2015-2025)

Launch of Ethiopian National Strategy and Plan
of Action for Pharmaceutical Manufacturing
Development and Improving Access

14 July 2015

PHARMACEUTICAL MANUFACTURING PLAN FOR AFRICA | L 8
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e Ethiopia’s National Strategy and
Plan of Action for Pharmaceutical
Manufacturing Development in
Ethiopia (NSPA-Pharma) is the first
national translation of the PMPA

* Significant progress has been
achieved in Ethiopia under NSPA-
Pharma


http://www.who.int/phi/publications/NatStrategyPlanActionPharmManufEthiopia2015-2025.pdf?ua=1
http://www.who.int/phi/publications/LaunchEthiopianNSPActionPharmManufacturing.pdf?ua=1

Interagency statement on promoting local production of medicines
and other health technologies

Launch of the first interagency statement on promoting local production | = ™" - W icras
@UNAIDS unicefi¢s® Cy TheGlobal Fund

by the 6 signatory organizations at the 72" World Health Assembly

INTERAGENCY STATEMENT ON PROMOTING LOCAL PRODUCTION OF
MEDICINES AND OTHER HEALTH TECHNOLOGIES

Low- and middle-mcome countries (LMICs) are becoming increasingly i d in developing the local p

of quality-assured medicines and other health technologies. This is due to its potential to assist LMICs in improving
access to quality-assured medicines and other health technologies, achieving universal health coverage (UHC), and
reaching the health-related targets and broader developmental objectives of the Sustainable Development Goals.

The term “Local Production” can be defined in various ways. For the puwrposes of this statement, “local” refers to the
geographical location, i.e. ccommng in the country or r\zgmn_ and “preduction” — m regard to pharmacenticals for
example — refers to all activities along the phar ] manufacturing value chain. Within the context of the
public health agenda, promoting local production requires a helistic app h that iders policy cch

regulatory systems strengthening, access to finance for sustzinable production, a careful assessment of the Imsmﬁs

case, development of skilled human resources, access to technology for production and needs-based innovation,
Interagency creation of investment incentives and other factors, to enable manufacturers fo comply with international quality
Statement on | standards, be competitive and engage in sustainable manufacturing.

Promoting Local

Launch of

The Global Strategy and Plan of Action on Public Health Innovation and Intellectual Property, adopted at the 61st
Production of World Health Assembly (WHA) in 2008, cites local production and related transfer of technology as one of the

Medicines and elements to promote innovation, buld capacity and improve access. More recently, at the 71st WHA in May 2018,
other Health [ Member States highlighted the importance of local production in the context of the global shortage of, and access fo,
Bachnologies . medicines and vaccines.

A number of international 1zations have also d their desire to source quality-assured medical products
closer to the point of use. The pull effect of significant market opportunities can be 2 major factor in dnving progress,
particularly when aligned with partnerships in supperting the development of the industry and health workforce.

Strengthening local production is a ptting  end . Sustainable local production requires effective
mmultisectoral collaboration in order to promote bling i legal and techmical environments. In many
LMICs, the capacity of both local manufacturers to produce and supply quality medical products and the national
regulatory autherity to ensure quality, efficacy and safety is msufficient. Any supply of med.u:al pcmdm:'is boﬂ:l
through loczl production and impeorts — should go hand in hand with the thent latory

order to achieve compliance with international GxP' and other quality standards. Close paItDEI’SI‘IIp berween the
international community and LMICs is essential to suppert countries and regions to build the capacities, institutions
and industries that can sustam the progress made.

With the globahzahcm Dfihe pharmaceutical industry and the vanety of country contexts, there is no “one-size fits-
all” hinp g local production of quality d medicines and other health technologies. However, m
— recognition CIfﬂ:IE nnpormt role Io-cal ptmdm:hcm can play in improving access to quality red medical p
uNIno e 1 Dr. Maridngela SIMAD g 3 | and achieving UHC, the und d aim to work in a collaborative, strategic and holistic manner m
- WHD 2 | partmership with governments and other relevant stzkeholders to strengthen local production. We are commuitted to
= Dr. James ZHAN contribute based on our respective organizations’ expertise and mandate.
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Dr Tedros Aﬁanﬂm Ghel Mr. Li Yong d Dr. Mukhssa Eituyt
Director-General, WHO Diractor-General, UNIDO Secretary-General, UNCTAD

https://www.who.int/publications/m/item/interagency-statement-on-promoting- K‘;,j;‘;c;”;;m Mfimfmef: M :
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https://www.who.int/publications/m/item/interagency-statement-on-promoting-local-production-of-medicines-and-other-health-technologies

LPA Unit’s mandates in strengthening quality and sustainable local
production to improve access

Further strengthened by Resolution WHA74.6:

World Local Production
Forum (WLPF)
Interagency statement etc.

Global resources on local

production and technology
transfer

Global coordination
and Partnerships

Ecosystem
assessments for
guality and
sustainability

Facilitation of
technology transfer

Regional & Country
support in local Pq/ I?UL-reIate(.:l
production and tech specialized technical

transfer assistance Capacity building and

technical assistance to

achieve quality, sustainability
and WHO PQ/EUL

Strategy/roadmap setting
and implementation

EUL: Emergency use listing

For more information: https://www.who.int/teams/regulation-prequalification/Ipa PQ: Prequalification



https://www.who.int/teams/regulation-prequalification/lpa

Resolution WHA74.6 on Strengthening local production of
medicines and other health technologies to improve access

Adopted at the 74t World Health Assembly (2021) with >100 co-sponsoring Member States

Signals the important role of local production as a strategy to increase timely access and
strengthen health security during pandemics and in peacetime

Urges Member Staters and WHO to continue efforts in a holistic, strategic and collaborative
manner g
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World Local Production Forum: Enhancing access to medicines and
other health technologies

New WHO initiative to foster global coordination,
synergies and partnerships

Sustainable platform for the global community of
Member States, industry, experts, academia, UN
agencies, international organizations, etc.

Galvanize collective action and sustain momentum
in overcoming the challenges, harnessing
opportunities and shaping strategies and the
direction of local production globally
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https://www.who.int/initiatives/world-local-production-forum



https://www.who.int/initiatives/world-local-production-forum

First World Local Production Forum @un 2021)
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Some key takeaways:

e Critical components include partnerships &
cooperation and consideration of sustainability

e Diversification in technology, products and locations

are key for pandemic preparedness .
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WTO DG Dr. Ngozi Okonjo,,. -« . _Soumya Swaminathan Dante Harbuwono, Ve Mi... Henrietta Fore 1 [}

Tedros Adhanom Ghebreyesus, Director General,
WHO

Ngozi Okonjo-lweala, Director General, WTO

Li Yong, Director General, UNIDO

Henrietta Fore, Executive Director, UNICEF
Isabelle Durant, Acting Secretary General, UNCTAD
Jutta Urpilainen, Commissioner for International
Partnerships, European Commission

Lia Tadesse, Minister of Health, Ethiopia

Sandile Buthelezi, Director General of National
Department of Health, South Africa

Budi Gunadi Sadikin, Minister of Health, Indonesia
Marco Pontes, Minister of Science and Technology,
Brazil

Hala Zayed, Minister for Health and Population,
Egypt

Erika Martinez Lievano, Minister, Mission

of Mexico to the UN in Geneva

Stéphanie Seydoux, Ambassador for Global Health,
France

Etc.



Second World Local Production Forum at The Hague, Netherlands
Date: 6-8 November 2023

Focus on leveraging regional and global
partnerships for local production & tech
transfer for timely, equitable access
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Ecosystem assessment for quality and sustainable local production

Legislation . Policies Economic ‘ Industry status
aspects
Regulations @ Human @ O RrR&D Etc.
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Increasing demand for capacity building from Member States

Since 2020, over 3,500 from manufacturers, regulators & government have been trained in Virtual
c¢GMP Training Marathons with progressively in-depth and advanced GMP concepts and building
the understanding of current GMP standards & requirements to ensure quality

AFR: African Region

AMR: Region of the Americas

SEAR: South-East Asia Region

EUR: European Region

EMR: Eastern Mediterranean Region
WPR: Western Pacific Region

World Health '
Organization . »




Comprehensive approach toward capacity building to ensure quality

Virtual cGMP Training
Marathon for Vaccine
Manufacturing Q&A
booklets

Over 500 questions from
manufacturers & regulators
around the world on key GMP
topics for vaccine manufacturing

K/IrtuI:GMP '
TIIgM athon
for Vac

irtual

Man fctlg

Q&A Booklets
are published
and available at
LPA website
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Virtual Training Workshop on Documentation Format
Requirements and Principles of Assessment for WHO

Ji““ World Health  Prequalification and Emergency Use Listing of Vaccines
¢ Organization
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Virtual workshop on Vaccine
CTD/CMC Requirements for WHO
PQ/EUL (un 2022)

Poor quality vaccine dossiers delay the
review processes and market entry

A global event to improve understanding
of vaccine quality and dossier
requirements and improve the quality of
dossiers to facilitate the review and
hasten attainment of PQ/EUL

Countries were increasing
efforts to strengthen local
production of IVDs,
particularly for COVID-19

WEBINAR

Local production of quality and safe
essential in vitro diagnostics and WHO PQ,
WHO EUL and ERPD processes

SAVE THE DATE =

= . February 23 & 24,2021 |

from 12h to 15h30 (CET Geneva) §

“The webinar was very
informative and supportive for
especially IVD manufacturers. |
suggest doing more events on a
similar topic.”

— IVD manufacturer, Turkey



Week of Quality: on the origin of specifications for strengthening
the quality of health products AND

Week-long programme focused on

establishing quality specifications \ Vaccines Setting the standard: Achieving
Quality Specification for Vaccine

It brings forth quality requirements Manufacturing
and expectations described in

0 . .
WHO/international guidelines to: % Medicines

* build understanding of quality &
specification

e improve compliance

e ensure quality

Ensuring Excellence: Getting the
Specification Right

Bridging the gap between design
validation and quality
specifications for IVDs

” Diagnostics

Week of Quality will be from 12-16 June 2023

g{;')@ World Heflth Online pre-registration will be open soon for manufacturers and
Organization . . . .
° regulators with priority given to LMICs

13



PQ/EUL-related specialized technical assistance (TA) is another
mechanism to build capacity to achieve quality and sustainability

Manufacturers
Facility:

* QMS audit and/or mock GMP inspection pre-WHO PQ

 Development of CAPA plan, including root cause
analysis

Product:
* Product-related issues

* Product dossier to be submitted to WHO PQ
» Selection of appropriate products for WHO PQ

Training workshops to build capacity on specific
topics requested by manufacturers, e.g. Virtual
cGMP Training Marathon, on-site hands-on training

Contract Research Organizations

. QMS audit of facility
. Support for GCP compliance
. Assistance with required documentation for the

FPP PQ dossier

Review of analytical methods that would be used
to generate data in the clinical/BE study

. Audit of a completed study by the CRO that is

similar to the study to be done for the FPP being
submitted to WHO PQ

CAPA: corrective and preventive action
FPP: finished pharmaceutical product
GCP: good clinical practice

QMS: quality management system 14



PQ/EUL-related specialized TA for priority IVDs

Some examples of 1VDs eligible for WHO PQ/EUL:

Technology Disease

Rapid diagnostic test  HIV-1/HIV-2 (diagnosis, self-testing), hepatitis B & C, malaria,

(RDT) cholera, syphilis

Nucleic acid test (NAT) HIV-1/HIV-2 (diagnosis), hepatitis C, human papilloma virus
(HPV), TB

Full list of eligible IVDs is here: https://extranet.who.int/pgweb/vitro-diagnostics/eligibility

orld Health
rganization
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https://extranet.who.int/pqweb/vitro-diagnostics/eligibility

Global resources and technical products on local production and

technology transfer

Updated WHO Guidelines on
Technology Transfer in

Pharmaceutical Manufacturing
WHO Technical Report Series No. 1044 (2022)

Annex 4 WHO Expert Committee
'WHO guideli hnoll fer in ph: i ifi H
manu$:(lmeri:ges on technology transfer in pharmaceutical on SpeCIflcatIOI’!S

for Pharmaceutical
Preparations

Background
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Technology Transfer for medicines Technology transfer for Vaccine manufacturing

Trends in Local
Production of
Medicines and

https://www.who.int/teams/regulation-prequalification/Ipa
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https://www.who.int/teams/regulation-prequalification/lpa

For more information and updates:
localproduction@who.int

LPA_Worldwide
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