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‘The task of ensuring reliable and sustainable manufac- Developing competitive and sustainable pharmaceutical
turing of medicines and other health technologies is a manufacturing industries in Africa able to respond to
complex undertaking that requires highly accountable the continent’s need for a secure and reliable supply
and strategic partnerships. [...] The AUC’s PMPA Business of quality-assured, safe and efficacious medicines at
Plan, as well as its Roadmap on Shared Responsibility affordable prices
and Solidarity, provide excellent platforms around which

international partners [...] can contribute™
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WHY?

health & prosperity

Infectious and increasingly also non-communicable diseases pose a major threat to the health and prosperity of
populations in Africa. The massive disease burden, including 75% of the world's HIV/AIDS cases and 90% of deaths
resulting from malaria, could be alleviated substantially if high quality and affordable medicines were readily available
to treat patients in need.
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challenges

However, the pharmaceutical sector faces a mul-

potential benefits

At the same time, there is growing recognition of

WHAT?

a comprehensive package of solutions

The complex nature of the pharmaceutical sector requires a comprehensive response in terms of technical support.
The Business Plan for the accelerated implementation of the PMPA therefore proposes a package of generic solutions
that can be tailored to specific country-level and sub-regional contexts, addressing dimensions such as:

HUMAN RESOURCES

Strengthening and upgrading human resources

POLICY COHERENCE @

HOW?

joining forces & working together

Addressing such a diverse range of issues requires multiple partners to join forces and work together. The AUC has con-
vened a consortium of partners and has invited UNIDO to coordinate its activities. The initiative has high-level support
within the international community, as evidenced, for example, by a recent editorial in the WHO Bulletin co-authored
by the heads of UNAIDS, UNIDO and WHO. They jointly call for the rapid, strategic development of pharmaceutical
industries in Africa through implementing the PMPA BP approach.

Support to adjust the policy framework for the
industry across government actors

® INCENTIVES

Guidance on time-limited incentives to support
the transition of the pharmaceutical industry

GMP ROAD MAP @----- NN SR R - @® INVESTMENT

the strategic importance of the pharmaceutical
sector and the potential benefits that could be
derived in terms of both health outcomes and
economic growth if the continent's medicine
requirements were increasingly satisfied by
sustainable high quality local production.

titude of hurdles impeding efforts to upgrade
facilities and production practices towards in-
ternational standards. Such challenges are often
interrelated and include the need for large capital
investments, access to technology and know-
how, robust regulatory capacity and an operating
environment that helps to increase the industry’s
competitiveness.
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The application of a Good Manufacturing Practice
(GMP) road map and associated risk assessment
of Essential Medicines Lists (EMLs)

KNOW-HOW @

The brokering of partnerships and business
linkages to access know-how

TRIPS @

Incorporation of TRIPS requirements in
national legislation and regional frameworks

ASSOCIATIONS @------ J

Strengthening national and regional
pharmaceutical manufacturers’ associations

Recommendations on facilitating access to
affordable long term investment capital to enable
upgrading of facilities to international standards

REGULATORY OVERSIGHT

Assistance to improve regulatory capacity

PRODUCT PORTFOLIOS

Helping GMP compliant companies to expand
their portfolios of generic products of particular
importance to public health

MARKET OPPORTUNITIES

Supporting defragmentation and enhanced trans-

parency of sub-regional markets

SUCCESS

The success of this collaborative approach will
depend on a number of factors, including a le-
gal framework with clearly defined governance
and reporting structures, a detailed work plan,
measures for monitoring and evaluation, and

[esources

The resources required for full implementation
of the Business Plan over a five year period have
been estimated to amount to approximately US$
54 million. There is a need for initial seed funding
to put in place appropriate coordination capacity.

availability of central resources.

At national level, the consortium partners are already learning to work together in Ghana where early implementation
of the Business Plan is being conducted following an official request by President Mahama in 2013. They will also
support the implementation of the National Strategy and Action Plan for Development of Pharmaceutical Manufac-
turing in Ethiopia. The partnership will also seek to create synergies with complementary initiatives and ambitions
that have been developed at the level of the Regional Economic Communities (REC), such as the ECOWAS Regional
Pharmaceutical Plan (ERPP).



