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The World Health Organization (WHO) is the directing
and coordinating authority on international health
within the United Nations' system. WHO experts
produce health guidelines and standards, and help
countries to address public health issues. WHO also
supports and promotes health research. Through
WHO, governments can jointly tackle global health
problems and improve people’s well-being.

193 countries and two associate members are WHO's
membership. They meet every year at the World Health
Assembly in Geneva to set palicy for the Organization, approve
the Organization’s budget, and every five years, to appoint the
Director-General. Their work is supported by the 34-member
Executive Board, which is elected by the Health Assembly.

Six regional committees focus on health matters of a regional
nature.

WHO ARE OUR PARTNERS IN HEALTH?

WHO and its Member States work with many partners, including
UN agencies, donors, nongovernmental organizations, WHO
collaborating centres and the private sector. Only through new
ways of working and innovative partnerships can we make a
difference and achieve our goals.

The World Health Assembly.
WHO's 193 member countries meet
to decide policy for improving health.

More about WHO ‘
www.who.int/about/en/ I .
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Last but not least, WHO is people.
Qver 8000 public health experts
including doctors, epidemiologists,
scientists, managers, administrators
and other professionals from all
over the world work for WHO in 147
country offices, six regional offices
and at the headquarters in Geneva,

Switzerland.
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WHO activities in the field of health products
regulation (medicines incl. biologicals, medical

devices)

= Setting policies, norms and standards — for access,
rational use, quality, safety and efficacy

= Assessment of national regulatory systems, regulatory
support and capacity building

= Promoting regulatory harmonization and information
exchange — safety, quality, best practices etc.

= Assuring safety and quality of selected products for
United Nations family through prequalification
programmes (medicines, vaccines, diagnostics)
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Standards and WHO

= WHO is mandated to “develop, establish and promote
International standards with respect to food, biological,
pharmaceutical and similar products” (Article 2, WHO
Constitution);

= WHO Expert Committee on Specifications for
Pharmaceutical Preparations

= WHO Expert Committee on Biological Standardization
= Both complimentary to ICH activities

= Joint FAO/WHO Expert Committee on Food Additives
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Q Search
Medicines
Medicines Assessing national medicines regulatory systems & Share
About us ) ) o ) o
N q ; Assessing national medicines regulatory systems MNational Medicines Regulatorny
FWs |nd events Authorities (MRAs) are responsible for the regulation and control of medical
Areas of work products such as medicines, vaccines, blood products and medical devices. They
Medicines publications contribute to promoting and protecting public health by ensuring that:
Medicines topics
. = medicines are of the required guality, safety and efficacy,
Training resources _ _ : .
» health professionals and patients have the necessary information to enable
them to use medicines rationally,
Assessment * medicines are appropriately manufactured. stored, distributed and dispensed,
of medicines regulatory systems ®= jllegal manufacturing and trade are detected and adequately sanctioned,
in sub-Saharan African countries = promotion and adverting is fair, balanced and aimed at rational drug use,
I e access to medicines is not hindered by unjustified regulatory work.
Intensification of international commerce and increasing technological complexity
of manufacturing and product specifications have created additional challenges for
national regulatory authorities and manufacturers, particularly to those of
developing countries. This requires that national regulatory capacity is regularly
= -

o http://www.who.int/medicines/areas/quality_safety/reguI



International Conferences of Drug Regulatory
Authorities (ICDRA)

® Biennial Global meetings bringing together regulators
from around 100 nations

® Promoting information and best practices exchange,
cooperation, harmonization and convergence

® Several initiatives started in ICDRA environment
— ICH initial discussions
— AMRH initiative initial discussions
— Reports from various harmonization initiatives
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New: Harmonization of pharmacopoeias

® Pharmacopoeial Discussion Group (PDG)

— ICH parties - US, Japanese and European Pharmacopoeia
— WHO observer

® Harmonization beyond PDG — WHO took initiative
convening all functioning pharmacopoeias for further
convergence and harmonization:

® The 1st International Meeting of World Pharmacopoeias,
29 February — 2 March, 2012, Geneva; Switzerland

® The 2nd International Meeting of World
Pharmacopoeias, 18-19 April 2013, New Delhi, India
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Prequalification programme — powerful engine for facilitating
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WHO Medicines
Quality & Safety
Prequal home

About us

A-7 Listing of
Documents

Information for
applicants

Dossier
assessments

Prequalification of
APIs

Inspections

Quality Control
Laboratories

Quality Monitoring

Training material,
workshops and
meetings

Press and media

guality manufacture
http://apps.who.int/prequal/
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WHO - Health Systems and Services: Prequalification of Medicines Programme

PREQUALIFICATION PROGRAMME
A United Nations Programme managed by WHO

Vision
Good guality medicines for everyone.
Mission

In close cooperation with national regulatory agencies and partner organizations, the Prequalification
Programme aims to make quality priority medicines available for the benefit of those in need.

This is achieved through its evaluation and inspection activities, and by building national capacity for
sustainable manufacturing and monitoring of guality medicines.

Strategy
&« Apply unified standards of acceptable quality, safety and efficacy.

¢ Comprehensively evaluate the quality, safety and efficacy of
medicinal products, bazed on information submitted by the

rarnfactirare and incnactian AfF tha ~arracrandina rmanofacoaeinn

Search
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LATEST NEWS

Micro Labs' paediatric
lamivudine tablet
prequalified

MNewly pregualified APIs

Mew WHO Azsessment
Report published

Speeding up access to
quality medicines in
Africa

Prequalification of
medicines saves lives

WHO experts give risk
rating for urgently
needed medicines

Generic antiretrowviral
therapy i= =afe and
effective

PQF response to claims
of sub-standard
antimalarials




Essential Medicines*

® Essential medicines are those that satisfy the priority health
care needs of the population. They are selected with due
regard to public health relevance, evidence on efficacy and
safety, and comparative cost-effectiveness.

® Essential medicines are intended to be available within the
context of functioning health systems at all times In
adequate amounts, in the appropriate dosage forms, with
assured quality and adequate information, and at a price
the individual and the community can afford.

® Access to essential medicines as human right and as
Indispensable part of universal health coverage
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Access to essential medicines remains a problem*

® In spite of progress, especially with communicable diseases (HIV/AIDS,
malaria and TB), the access to essential medicines remains a huge
problem

® Chronic diseases—mainly cardiovascular disease, cancer, chronic
respiratory diseases, and diabetes—were estimated to cause more than
60% (35 million) of all deaths in 2005; more than 80% of these deaths
occurred in low-income and middle-income countries.

® NCDs have negative impact on individuals, and family economic
production and wellbeing. For example, estimated loss in national
iIncome from heart diseases, stroke and diabetes in 2005 were $18
billions in China, $11 billion in the Russian Federation, $9 billion in India
and $43 billion in Brazil.

® Access to medicines for mental disorders remains poor — up 70% may
not get treatment in low-income countries




Concept of local production*:
Specific to local production WHO activities

® Project: Improving access to medicines in developing countries
through technology transfer related to medical products and local
production.

® Implemented by the Department of Public Health Innovation and
Intellectual Property of the World Health Organization
(PHI/HIS/WHO) in partnership with the United Nations Conference
on Trade and Development (UNCTAD) and the International
Centre for Trade and Sustainable Development (ICTSD) with
funding from the European Union (EU).

® Objective of the project: To increase access — especially for the
poor in developing and least developed countries — to medicines,
vaccines and diagnostics.
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Special web site

http://www.who.int/phi/publications/local production/en/index.html
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Local production for access to medical products ¢ Share

Technology
Transfer

Phase 1 of this project concentrates on identifying the main challenges and
obstacles to local production of medical products and related technology transfer in
developing countries. The aim of this work was to develop a framewaork that could
bring together and guide policymakers and others from all relevant fields to support
the local production of medicines, vaccines and diagnostics in a manner that
should improve access maximizing the potential to improve public health.

The project is in the context of the Global Strategy and Plan of Action on Public
Health Innovation and Intellectual Property supported with funding from the
European Union. The outputs of phase 1 were published at a seminar in the
European Parliament an 7 December 2011




Relevant publications

® |ocal production for access to medical
products: Developing a framework to
improve public health, 2011

® |ocal production for access to medical
products: Developing a framework to
improve public health, 2011

® Trends in local production of medicines
and related technology transfer, 2011

® Pharmaceutical production and related
technology transfer: Landscape report,
2011

® Pharmaceutical production and related
technology transfer: Landscape report,
2011

Policy Brief

Local Production for Access to Medical Products
Developing a Framework to Improve Public Health

This biiefing paper prowides an cvenvien of adwitles modkr foken by WHO and Ks parinars daving the i phase of a project on
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policy approach is needed

= Ensuring access to medcal products ks a comples
undertaking requiring governments,  through
their rlevant polides, to balance the avallability
of quality ssursd medical products fsupply e
with mesting pricity public health nesds with
products that are acceptable and affordable
(demand side).

» Supporting locl production |s one means by
whidh governments In the develaping workd
may seek to maintan this balance, and this
project hias reviewed marry of these actiities in a
rimber of couriries — with some demonstrating
a real potential to make a difference in the area of
Improring access.

- Dewloping counfries aspire to bulld and
srengthen  thelr domestic medical  product
Industry, Trends show that local production
Is growing and diversfying in these countries
through national efforts and with suppart fiom
regional and International inftatives.

= Howewer, the evidence for local  production
resulting In an Improvemnent in aocess to medicl
products §s Incondusive. In arder to ensure a
strong Inkage bebween what s produced locally
and what Improves acoess, a comprehersive and
systern-wide approadh 15 nesded. This has to bring
coherence between Industrial, rade and health
pealicies. From a public health perspective, suppsart
far locdl production should have the esplidt
Intention of IMproving access to medical products.

» Theframewark paper and the related reports from
phase 1 of this project contribute to the process
of ideniifying the appropriate policy aeas and
actiors that are needed 5o that govemments can
ensure that loecal prockiction of medical products
can contribute to the ecanomic develapment of a
cauntry whilke aka mesting its public health needs.

« WHOL warking In collabaration with key parmers,
plars to promote and seek to Implement this
framework in phiase 2 of the project globally,
regianally and in & selected numiber of courtris.

Omtputs from phase 1 of the project

Prizse 1 of the current project concertrated on identitsing the
man dalenges and obstades to local production of medical
products and related technology transfer In developing
countries. This work has been presented & a series of reports
that ane awallabie for free downlcad from the WHO wetsite and
Includes thi framework daoument

1. LOCa! pROGUCHNT i Greess o medicie i kow- and midie-
Income counéries: A Berature revievw and ritial anayss.

2 Trends i il prOGUCion of medicines and related
technology transfer.

3. Phamnacetal production g wdated technofogy transfer:
Landscape repart

4 Local produchion of pharmaceticals and rela tad technolagy
fransRen: A Seres of aase shades.

5. InCreasing daoess to viaoines hrongh techno gy fransfer
and foxl

6 Increasing daoess to dAagnostics Bvough fechncdogy transfer
and focd production.

.

. Locai production for access fo medan prdi: Developing
@ Framework o Amprose Pl heith,

Background and context

ACcess tomedicines remalns achallenge in developing count ies
and it Is an Important part of the Milennium Development
Goals (MDGE).! Surveys of medidne prices and availabllitg e
shiowm that publc sector avallability of a selection of generict
medicings Is less than 600 across WHO raglans (2).
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Chances for Developing Countries and Least
Developed Countries*

® Old concepts do not hold — three "power centres" for
pharmaceutical manufacturing with different logic and
Interest but — convergence on going

Old
industrialised New
countries emerging
(EU, US, economise
Japan, (BRICS)
Canada etc.)
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Old industrialised countries

® Substantial industrial capacity
® Not much dependent on local manufacture, less generic markets

® Base for research based industries - consolidating into few giants with
new functions — marketing powerhouses, contracting a lot out

® Generic industries merging and going Global

® Machinery/lab equipment monopoly shifting away — China producing
production and lab equipment

® Increasing Globalization and work sharing

— 80 % APIs from India and China, also a lot of excipients and
packing materials

— Contract manufacturing for FPPs (India)
— R&D — more and more in "developing world" — clinical trials, basic

\, World Health
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New emerging economies

® Increasing industrial capacity in many areas with needs for
new markets, still at large generic markets but with
Increasing share of originator products

® Increasingly part of work sharing and taking over certain
functions

— API, excipients, packaging materials, machinery production etc.

® Participating in Global R&D
— Clinical trials increasing, CROs developing, basic research

® Developing its own original R&D for new products

® Generic industries developing and consolidating, going
Global reaching out to old industrialised country markets

7@ World Health

Organization



Lower-middle income and low income countries
(including African countries)

® [ocal manufacture may (?) be more important, mostly generic markets

® Bigger dependence on outside country/region resources (almost 100%
for APIs, excipients, packing materials machinery)

® [ess part of Global R&D — less clinical trials, in many no CROs, no
participation in basic research

Generic companies small and not reaching further than country or sub-
region

Many have either no or only limited industrial capacity
Relative lack qualified human resources and knowledge base
Less business freedom and less attractive investment environment

Local policies may disfavour local manufacturing
More problems with good governance in pharmaceutical sector




Sustainable local production in Africa needs
favourable environment and ... collaboration
between countries and access to markets

Strong national
regulatory
authority (NRA)

Favourable health
and industrial Knowledge base
policies and skilled
workforce

Favouring
environment
(secure investment
and business
climate, taxes and
customs)

Infrastructure
(roads, electricity,
water supply)

Good governance
in pharmaceutical
sector, modern
laws and

regulations : N World Health
(&Y Organization




WHO position and experiences (particularly in the
light of improved access to essential medicines)

® |ocal manufacturing may facilitate access but is not a goal in its own right
— Dramatic quality problems have occurred (e.g.Pakistan examples)

— Locally produced essential medicines may be of lower quality and
higher price

— Health care providers and patients do not care where the medicines
come from provided they are safe, of good quality and affordable

® Some products likely more feasible for local production than others e.qg.
blood products, antivenom sera

® Locally produced medicines must meet international standards for
Quality, Safety and Efficacy

— Risk-based step-by-step approach possible, but no compromise on
final goal




Concluding remarks (1)

® Local manufacturing is not a "panacea" in its own right but
can help to improve access to quality essential medicines

® Governments' commitment to create enabling environment
In all of its complexity is important

— Good Governance principles implemented, especially in
pharmaceutical sector, are one of the foundation

® Efficient highly qualified national regulatory authority is a
must

® Sub-regional and regional collaboration between
governments and regulators is vital to create a predictable
harmonized "quality market for qualit roducts




Concluding remarks (2)

® WHO has promoted regulatory capacity building,
collaboration and harmonization long time and will continue
to do so being open to new ideas

® Making medicines is not any more a "local" business and
the era of only locally operating regulators with different
standards starts to end

® The future of medicines regulation is more in collaboration
and networking based on harmonized standards; regulators
starting to function more as a functional network rather than
Individual players, and individual players focusing on what

they can give the best added value — e.q. requlating well
\‘J World Health

Organlzatlon



Concluding remarks (3)

® Through its prequalification programme and other
technical activities WHO has obtained unigue experience
and expertise about the problems that local
manufacturers face.

® WHO has also given substantial technical help to local
manufacturers including APl manufacturers in China and
FPP manufacturers in several regions including Africa.

® |n cooperation with all partners and stakeholders,
Including national regulators, it will continue to give
assistance for local manufacturers willing to produce
guality products meeting international standards.
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