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The developing world:
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Observations….
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Some observations…
 Healthcare is complex … and political … and a
business … and underpinned by ethics
 Access to healthcare depends on a range of interrelated aspects:
 of which medicine is one, and
 of which price is but one element (e.g. health
economics vs pharmaco-economics)
 supply chain, health information, HR, etc all have an
influence

 Treatment vs prevention
 How do we achieve better health outcomes?
 People in healthcare forget about general laws and
people in business often forget about health laws!
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Some observations…
 Even if we isolate medicine from the “rest” of
healthcare, the issue is still complex, e.g.:
 How do we “value” a medicine?
 Are all medicines equal within, or even across
therapeutic classes?
 Are all generics “equal”?
 How do we do clinical trials?
 How do we register medicines? And which types of
medicines should be regulated (e.g. complementary,
etc) and how?
 What is the effect on regulation on access?
 If we save cost on medicine, do we save on overall
healthcare costs?
 How is it administered? Does it need refrigeration, etc

Burdens of disease
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WHO 2008: global burden of disease
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WHO 2008: projected deaths by cause
and income, 2004 - 2030
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International on developing countries
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International reports: The WHO’s CIPIH
Report (2006)
 Draws on WHO’s Commission on
Macroeconomics and Health’s distinction ito
diseases:
¾ Type I: in rich & poor countries, meds developed, but not
necessarily introduced
¾ Type II: in rich & poor, but more than 90% in poor
countries (neglected diseases)
¾ Type III: overwhelmingly or exclusively in developing
countries, e.g. sleeping sickness (tsetse fly) & river
blindness (very neglected diseases)

 The cost of R&D should be reduced (cf the cost is
high vs to effect a return on investment):
¾ Attention to public-private partnership as a mechanism

 The market fails to ensure that developing country
needs are addressed (limited demand)
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International reports: : The WHO’s CIPIH
Report (2006)
 Some findings on Patents:
 Overall effectiveness of IP regimes is context-specific
 Strong and broad upstream protection could deter
downstream innovation by others (cf “compound
libraries”)

 In developing countries the incentive is:
 A large market
 Where IP is protected
 Fed by upstream research capacity
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International reports: : The WHO’s CIPIH
Report (2006): Recommendations
 Discovery:
¾ Better research tools
¾ Funding
¾ Agendas / research priorities
¾ Patent pools, compound libraries
¾ Licensing policies

 Development:
¾ PPPs
¾ Clinical trial and regulatory capacity to be strengthened
¾ Global co-ordination of R&D funding
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International reports: : The WHO’s CIPIH
Report (2006): Recommendations
 Delivery:
¾ Financing of healthcare (e.g. health insurance)
¾ Appropriate technologies for resource-constrained
settings
¾ Transparent pricing policies – pricing models to increase
access
¾ Compulsory licensing
¾ Avoid filing patents, encourage voluntary licensing
¾ New purchasing mechanisms
¾ Encourage generic entry

 Innovation:
¾ Invest in HR & knowledge base
¾ WHO and WIPO to cooperate
¾ Technology transfer from developed –
¾ Better regulatory systems
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Can one totally dispose of IP?
 Example from Drugs for Neglected Disease
Initiative (DNDi):
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Africa
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African Health Strategy, 2007 (AU)
a. Insufficient sustainable financial resources and the efficient allocation and
use thereof;
b. Lack of social protection for the vulnerable groups especially those in
catastrophic situations;
c. A shortage of appropriately trained and motivated health workers;
d. Poor commodity security and supply systems and unfair trade practices
favouring the rich countries;
e. Weak health systems operations;
f. Marginalisation of African Traditional Medicine in national health systems;
g. Inadequate community involvement and empowerment;
h. Capacity of the private sector, including NGOs is not fully mobilised;
i. Paucity and inadequate use of available evidence and information to guide
action including use of ICT;
j. j. Effective co‐ordination with other sectors and harmony with partners not
yet attained;
k. Lack of optimal intersectoral action and coordination;
l. l. Restrictive and disruptive global policies (e.g. structural adjustment
programmes and unfair terms of trade), conditionalities and actions that
adversely impact on Africa’s health systems; and
m. Gaps in governance and effective leadership of the health sector.
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African Health Strategy, 2007 (AU)
“66. Following the decision of AU Heads of State and
Government to develop and promote Local
Pharmaceutical Manufacturing of Drugs, vaccines and
health commodities in Africa, the AU Member States
need to embark on local production of
pharmaceuticals and other health commodities.
Adequate preparation of infrastructure, Human
resources training, resource Mobilisation and strategic
partnerships for technology transfer in order to embark
on the implementation of the Pharmaceutical
Manufacturing Plan for Africa are critical and urgent.
The AU Health Ministers should agree on a timeframe,
scope, distribution, marketing and types of drugs and
commodities to be manufactured in the continent.”

SADC
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PHARMACEUTICAL MANUFACTURING
PLAN FOR AFRICA, 2007:
CONLUSION
Local production can be successfully done in the continent. However there is need
for the African countries to reassess the realities, possibilities and the feasibility of
the programme so that it moves from being a political slogan to a reality after good
ground work .The time needed to do thorough scientific analyses in the continent,
together with WHO and other bodies that can add value, is certainly longer than
two years . An economic analysis however needs to be done to ensure appropriate
planning.
It may be recommended for the African Union Conference of Ministers of Health to
mandate a technical body well versed with manufacturing to do a “skill search”
and appoint all the relevant expertise (taking care of all the regional groupings i.e.
geographical, linguistic) to study the detailed implications and come out with a
suggested plan to advise the ministers in the following areas:








Capabilities of the regions ,
Legislative reforms needed –TRIPS
Products and level of Manufacturing ( primary ,secondary and tertiary)
Infrastructure, capital and market analysis
Issues of equitable benefits for all countries per region
Sustainability possibility of new inventions
This group may be mandated to bring a firm proposal/informed advice to the
Ministers on this highly technical issue within a few months
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SADC pharmaceutical plan
 The purpose of the programme is to enhance the capacities of
Member States to effectively prevent and treat diseases that are
of major concern to public health in the Region such as Human
Immunodeficiency Virus (HIV) and Acquired Immunodeficiency
Syndrome (AIDS), Tuberculosis (TB), malaria and other
communicable and non‐communicable diseases.
 a Business Plan has been developed in order to operationalize
the Programme.
 The Plan has six main sections which include:






Introduction and Background information;
Situation Analysis of the Pharmaceuticals in the SADC region;
Overall Goal and Main Objective;
Institutional Framework; and
Monitoring and evaluation.
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SADC pharmaceutical plan
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SADC pharmaceutical plan
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SADC pharmaceutical plan

South Africa
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Local reports & national responses
 Presidency, 2008: Towards a 15‐year review
 Decline in R&D:
¾ 1990’s: 1.1% of GDP
¾ 2007: 0.92% of GDP (R14bn)
¾ “The most important factors responsible for the decline are
education, ICT and innovation. However, the introduction of a
stronger tax incentive for R&D in 2006 was an important step
forward.”

 2007: SA adopts Ten‐Year Innovation Plan:
¾ FOCUS: Biotechnology and pharmaceuticals, space science and
technology, energy security, climate change
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Innovation towards a Knowledge-based
Economy: 2008 – 2018 (DST)
 The 5 Grand Challenges:
 one being “farmer to pharma”, i.e. SA to become a world
leader in biotechnology and pharmaceuticals

 Address the innovation chasm:
 Access to finance
 Innovation‐friendly regulatory systems (meaning?)
 Human capital
 Institutional environment
 International partners
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Innovation towards a Knowledge-based
Economy: 2008 – 2018 (DST)
 On Pharmaceuticals:
 Clearer strategic focus on platforms and markets
 Improved funding mechanisms
 Addressing gap between innovation and commercialisation
 “Fully functioning innovation chain”:
¾ Rapid drug discovery
¾ Rational drug design & development
¾ Validation of traditional therapies
¾ Diagnostics, genomics, etc for radical treatment and cure

 “South Africa’s biodiversity should also be used to attract R&D
from multinational pharmaceutical companies” (well‐defined
goals were to be developed in 2007)
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Innovation towards a Knowledge-based
Economy: 2008 – 2018 (DST)
 Vehicle would be Technology and Innovation Agency:
 Act passed and signed into law December 2008
 TIA’s objectives include:
¾ “to provide an intellectual property support platform”
¾ S4 of the Act:

– develop the national capacity and infrastructure to
protect and exploit
– intellectual property derived from research financed by
the Agency
– apply for patents or the revocation thereof and institute
any legal action in respect of any infringement of
intellectual property rights

14

29

Local reports & national responses
Roadmap to Health, 2008:
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ANC Election Manifesto
(Based on Polokwane Resolutions)
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Conclusion
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Conclusion: There seems to be …
 On the positive side
 A recognition of the value of innovation and the role
that IP plays in innovation
 Two streams of thought: investment in R&D (CIPIH,
DST) and investment in manufacturing (ANC, AU,
SADC)
 A preference for PPP’s

 On the negative side
 Vagueness on exactly what would be needed to
support innovation and increased investment
 Continuous polarisation on what R&D costs, whether
IP is a BIG hurdle, role of TRIPs, pharma not
responding to Types II and III disease, etc.
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T h a n k y o u!
elsabe@benguelahealth.com

17

