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Pharmaceutical gaps

Access gap - financing, delivery and other
constraints still limit access to essential drugs

m >1/3 of world’s
population lacks
regular access

m 320 million in Africa
have <50%

m  Problem worsens
with economic

ressures
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Pharmaceutical gaps
Pharmacy service/human resources gap - nearly a

100-fold variation in pharmacists per 100,000
population
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Pharmaceutical gaps
Population-consumption gap - Developing countries are
76% of world population, only 20% of consumption
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Pharmaceutical gaps

Equity gap - differences in pharmacy care and drug
costs create a cumulative burden

m In developed countries
> antibiotics for simple pneumonia cost 2-3 hours' wages
> one-year's treatment for HIV infection equals 4-6 months' salary
> the majority of drug costs are reimbursed
= In developing countries
> antibiotics for simple pneumonia may cost 1 month's wages
> one year's HIV treatment would consume 20 years' income
> most households buy medicines out-of-pocket
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Challenges: past and present

m Past: y
> Manufacture direct from API -> finished product
> Manufacture of API in sites close to or same as product
> Experience and long-standing knowledge of
production, product and manufacture of parties
involved

> Few intermediates in sales chain

> Usually stable trade and sales connections
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Challenges: past and present

m Present:
> Rationalization of drug production
> Contracting-out of many steps in manufacture
> Many intermediates in trade and sales chain
> Trade, shipping, long distances involved
> Increase of risks...
> Increase of requirements and documentation
> Increase of national control mechanisms
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Global challenges ks\jiﬁ
m National vs international requirements
m Number of requirements
m Application and interpretation of requirements
m Import vs export control on national level
m Quality assurance systems applied
m Knowledge of product by parties involved in manufacture
m Cross-border promotion and sale, Internet sale
m Free trade zones
m Counterfeit medicines
(&
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Practices in trade |

Re-labelling
Re-packing
Forwarding companies
“Travelling” of documentation

Documentation with new name of origin
Certificate of Analysis with new name of origin
......traceability?
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What guides and anchors WHO's work?

WHO’S CONSTITUTION

Inter alia:

m to act as the directing and coordinating authority on
international health work

m to develop, establish and promote international standards for
food, biological, pharmaceutical and similar products
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What are the priorities for WHO's medicines strategy?

m Access to essential drugs
> for priority health problems (malaria, TB, childhood, HIV/AIDS)
> for poor and vulnerable populations
= Quality and safety of all medicines
> creating and maintaining global guidelines and standards
> supporting effective drug regulation & quality assurance
= Rational use of medicines
> by health professionals
> by households
= National drug policies
> integrated in national health policies and systems
> emphasis on implementation and monitoring
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Global norms, standards, guidelines, nomenclature

m Global norms and standards in
> production and inspection
> quality control, model certificates etc.
m Requirements for drug registration and model
legislation
> covers all key issues of generics
> stability testing, QA in pharmaceutical supply systems etc.
> self-medication products, internet & pharmaceuticals etc.

m Nomenclatures, classifications

> INNs (International Nonproprietary Names)
> ATC classification, Daily Defined Doses (DDDs)
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Quality gap of pharmaceuticals

m The Fifty-second World Health Assembly, 24 May 1999,
(WHA52.19) resolution on Revised Drug Strategy
... (b) poor quality pharmaceutical raw materials and finished
products continue to move in international trade;

- URGED Member States:

... (2) to ensure that public health interests are paramount in
pharmaceutical and health policies;
... (4) to establish and enforce regulations that ensure good
uniform standards of quality assurance for all pharmaceutical
materials and products manufactured in, imported to, exported
from, or in transit through their countries;
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Regulatory capacity gap - huge differences exist in
regulatory environment

n From 192 WHO Member States
> One third has advanced regulatory systems
> One third has some regulatory systems

> One third has practically no functioning regulatory systems
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What is WHO doing in order to reduce quality and
regulatory gaps?

= Supporting capacity building and training of regulators
> Issuing norms and standards and guidance materials
> Preparing training tools, organizing training seminars and workshops
Facilitating information exchange
® WHO Drug Information, WHO Pharmaceutical Newsletter, Rapid Alerts
@ More information on the web site - guidelines, INNs database etc.
o Biennial International Conferences of Drag Regulatory Authorities (ICDRAs)
= Supporting regional harmonization initiatives
> Favoring networking
> Providing technical assistance

Advising in priority setting
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Challenges for two thirds of WHO Member States

m ABC first ... may be long way to go
> Real control of market, functional DRA and inspectorate
> Basic quality assurance measures like GMP, etc.
> If market 90 % generics, regulate well generics first ...

= Auvailability of resources
> Resources determine what is possible and what is not

m Implementation of guidelines vs recognition of registrations
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WHO Partners

National and regional authorities

m Phar poeia Cc issions and Secretariats, national
institutions and institutes

International organizations (UNAIDS, UNFPA, UNICEF, World
Bank, WIPO, WTO, WCO, etc)

= International professional and other associations, NGOs
(including consumer associations, MSF, industry: IFPMA-IGPA-
WSMI, FIP, WMA, etc)

WHO Expert Panels (official nomination process)

Specialists from all areas, regulatory, university, industry, etc
WHO Collaborating Centres (official nomination process)

Regional and inter-regional groups (e.g. ICH)
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Example of
Links to other partners and programmes

- Establishment of specifications for antiretrovirals,
HIV medicines

e - Collaboration with other pharmacopoeias,
including PDG, Ph.Eur. USP, JP, IP, ChPh

e - Collaboration with manufacturers

e - Collaboration with suppliers (also agencies) for
HIV drugs

+ - Collaboration with UNICEF and other agencies
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Example of
Collaboration with European Directorate for the
Quality of Medicines (EDQM)

— External Quality Assessment Scheme for National
Drug Quality Control Laboratories

— Third phase

— Series of § tests

— 42 participating laboratories, including WHO
Collaborating Centres

- in 6 WHO regions
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Challenges for many countries

= Which way to go to get the best
possible protection of public health
with the resources available?
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¢ http://www.who/medicines
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