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Feasibility to produce
a medical device

| |
Need Recommendations Procurement Cost
Assessment Use-related factors Regulatory Use

Safety Setting/distribution Local setting

Operational factors
Transport/installation

Components/assembly

Infrastructure

I Categorical Analysis I

o o

Need Diesign and
assemment and use-related
evaluation factors

e

Regulaticn
and safety

° e

P and tech Manufacturing,
transfer production, and
maintenamce

e

Busimess,
market, and
supphy chain

AUY: Towards improving access to medical devices through local production,

WHO (2016)
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D) Government support of loca
production for access to medical
products

(A) Industrial policy
o I b e local industry that is competitive, reliable,
innovative, productive and responsible.

Key factors from medical products development perspective:

- Competitive: offers better prices.

Reliable: complies with quality standards; ensures steady supply.
Innovative: aims for technological change and invests in research and development.

Productive: contributes to national economy through employment generation;

human resource development; and supporting assodated industries and suppliers.

Responsible: shows corporate responsibility towards social conditions and environment.

Strategic: balances current and future demands.

(B) Health policy

Viain obje
prevention, treatment and rehabilitation.

Key factors from access to medical products perspective:

Universal access to medical products: through public sector supply system and/or

social protection programmes.

: Availability of essential medicines and diagnostics: in appropriate formulations

suitable for local use.

Ive: To promate health for all through universal health coverage in terms of

. Affordable prices: for government procurement agencies and for out-of-pocket

expenditures by people.

: Quality assurance: through effective regulation.
Uninterrupted supply: of essential medical products.

. (C) Shared goals of industria

i and health polidies for loca

. production for improvement in
: access to medical products

Strategic selection of essential
- medical products for local
+ production.

. Pricing of locally-produced
. products that governments and
. people can afford.

. Strict compliance to quality

. standards by the manufacturers
- and effective national regulatary
. authorities.

" Health security — an uninterrupted
. supply of essential medicines. ]
. Innovation for development of :
. products that are more suitable for
. local conditions. ]

Direct support to reduce the cost of
manufacture: Grants, subsidies, soft loans,
provision of land, tax and duty exemptions
for imported inputs for local production of
essential medical products.

Indirect support of local production for
improving access: Invest in strengthening
regulation of national medical products;
develop national priority lists of medical
products; Improve the financing of health
services for expanding the domestic
market; facilitate access to foreign markets;
fadilitate development of regional pooled
procurement mechanisms; encourage
regulatory harmonization; introduce
appropriate pricing policies; facilitate
relevant transfer of technology; support
incremental innovation and production;
develop appropriate intellectual property
regimes; develop appropriate investment
policies and facilitate joint ventures;
fadilitate international cooperation for local

production.

Figure 1. Local production and access to essential medical
products: A framework for improving public health

AU1: Local Production for Access to Medical Products, WHO (2011)

Rational selection and use: by health managers and dlinidans.
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m Cash Donations

Deaf aduayumsAnudnsug

Government Grants
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Investment Income

usmsaluwoaglgdodns Programme Fees
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