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characteri

» Among developing countries, Sout
stfrong infrastructure and science base, experience wi
production processes, good regulatory framework, well-
established legal infrastructure, financial services capacity

» Entry into force of WTO TRIPS Agreement was largely coincident
with decline in local pharmaceutical manufacturing; potentially
encouraged reliance on imports, but one of several factors an
difficult to isolate causal relationship

» 37 pharmaceutical plants were closed in South Africa between
1999 and 2003, resulting in the loss of 40% of manufacturing
capacity and a similar proportion of jobs



South African exports (includ
Chapter 30) in 2015 were R 5.1 billion of whi S

« Namibia (R 1.4 billion), Botswana (R 675.5 million) and the USA (R 360 million - the
bulk of that coming from Aspen-Pharmacare)

South African imports of ARV APIs (TH 29.34) in 2015 were R 1.3 billion of which R
642.3 million came from India and R 469.8 million came from China. From the toj4i
imports of subtract SA "exports” (i.e. re-exports) which were worth R 102.8 millio

South Africa's net imports of ARV APIs in 2015 were Rand 1.2 billion

Source: DTI



tenders favouring
2013 family planning)

- Pharmaceutical projects enjoy preferential access to Gove
incentives.

Strateqgic projects:

“Project Ketlaphela” a US$ 185 million / R 1.4 billion ARV APIs project in Pelindaba,
taking advantage of South Africa’s expertise in fluorine technology (status: Lonza
withdrew — new RfP advertized) [update: currently in version 3, targeted APIs]

“Biovac” — R 250 million vaccine manufacturing project, a 48%-52% jv SA Govt - private
consortium, pursued since 2003,

Various private sector project in pharmaceutical formulation, capital investment'totaling
R 4.5 billion, 2008-2013.

DTI: 2014



30.01, 30.02,
phosphate).

Preference in Government tenders: new preferential p _ _
2011), “empowered importers” eligible for 10 preference points, while
manufacturers (level 5 and 4 BEE contributors) max 4 or 5 points.

» Provision for “designation” of strategic sectors / products exclusively for SA
manufacturers. 15t pharmaceutical tender (Oral Solid Dosage - OSD) designated by
Minister Davies in April 2012 (70% of the tender).

NB: South Africa is not a signatory of the 1994 WTO Agreement on Government
Procurement (GPA). The only requirement: transparency of the tender rules and process.

@  Price control of medicines:

@  Delayed registration of new products by the MCC Saverage waiting time: 4 t
years; loss of income for the “1st to the market” generics);

® No advantage for trade with African countries — so far, futile efforts to harmonize
regulatory affairs in Africa (SEAMRAC).

DTI: 2014



» TAF may be sold unde e
license opftion for others open

» This ARV has potential for substantially reduced dosage as
compared to TDF (tenofovir disoproxil fumarate)

» Manufacturing active pharmaceutical ingredient (APIl) requires
significantly lower quantities of basic and infermediate chemicals,
and substantially reduces environmental concerns

» See Fortunak et al 2010
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» Addressing IP policy in isolation is u
manufacturing platform, though in some cases it might!

» Governments, including of South Africa, have been reluctant to use
IP flexibilities because of pressure from originator-base countries

» Reluctance is not based on public health considerations, since
national interest (including industrial policy) would almost ceaimty
favor more extensive use of flexibilities, including as negotiating tools



» Few coL
necessary to take medicine
trial
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» Strong IP protection for new medicines essentially a tfransfer
payment that will not be offset by "domestic invention”

» Issue Is what constitutes a "fair’ transfer payment, which woulg
better be assessed by royalty than by patent-owner pricing
decisions

» Royalties can be based on objective formulas and s¢cdled
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» Provided (and provide
electricity, low cost land) and financial suppc
through tax incentives), often within special economic zone

NAY

» China views local production as key part of achieving
universal health care (UHC), and host of new policies and
programs intended to integrate elements

» Strong commitment by President Xi fo UHC and
Improvements to healthcare system
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» Transition from using pharmaceuticc
hospitals toward fee for services system

» Infended o remove incentive for prescribing,
and to reduce costs

» Limit price controls fo permit investment in
upgrading facilifies
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» Improving fransparency of proct
processes

» Promoting industry consolidation

» Reducing AP| production environmental impact /

» Initiation of competition inquiry In
pharmaceutical sector




» Educating large
» Creating subsidized biotfechnology part

» Infroducing new mechanisms for allowing SMEs to profit from
early-stage invention

» Partnering with foreign companies
» Biosimilars market the near-term target
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» Chinese APl manufa
» China granting large number of patents, though quc

» Government objective is to create domestic originator industry with higher
value exports

» Medium to longer term prospect
» Tradifional Chinese medicines (TCM) major export focus

» China, unlike most developing countries, has vast resource base 1o alfocate
to preferred policy objectives

» China identifies pharmaceutical industry as priority
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» World-class generics industry developed du
when government had eliminated pharmaceutical
product patent protection (1970-2005)

» Industry undergoing major shifts as domestic producers
acquired by foreign multinationals, and as policy space
shrinks

» Commodified API production has largely shiffed to £hina



» Principally tc

» Proposals under consideration for re-invigorc
industry, including industrial parks with shared facilities (e.g.

chemical inputs and environmental controls)
» High value specialty APIs still produced in India

» "Major" generics producers for infernational markets conform with h|e
FDA/EMA GMP standards, with little reliance on domestic regulo’ro

framework




anNna gov

» India has acted as phormoce
developlng world, with generic produc’rs oftherwise o
patent in originator countries

» This is issue principally of central government allocation
of resources

» India has paid less aftfention 1o addressing needs of
local population, with purchases largely out of pocker,
even among poorer segments of population

N —



» Section 3(d) €
new forms of known compounds

A A

» InNfended to limit evergreening patents

» Leads to well-known Gleevec challenge
» Supreme Court determines that Novartis fails o provide /
evidence of enhanced therapeutic efficacy, rejects

challenge to Section 3(d)

» Subsequently, patent office and courts approve
compulsory licensing of Bayer antfi-cancer drug,”"Nexavar



patent pc
investment and joint R&LC

» Indian companies have substantial interest in biosimilo

» India has large number of individuals trained in /
pharmaceutical sciences, including those returning from USA
Industry

» Corporate investments in R&D have increased, but

percentage remain substantially below those of muliihational
originators
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producers, including
focus on generics market

» Realistically, this cannot be done without government

support in ferms of industrial policy
» Concept of pan-African integrated market intuitively
appealing to take advantage of economies of scale,

regulatory integration, potential preferences for regighal
producers. To date, this concept has been difficulito realize



advantage of e

» Cost burden of industrial policy should not be plac
procurement through higher than world market prices

» The challenge is reconciling the objectives of industrial and scientific
development, on one side, and public access to medicines on the
other

» China model provides suggestions for how this can be done, angralso
for the depth of government commitment needed to do it



