








countries such as Brazil, where some
vaccines intended for the public
market are sourced exclusively from
domestic-focused producers, different
entry strategies may be required.

Leading vaccine developers have
used technology transfers in countries
such as Brazil and Mexico as a
preferred way to access the larger
public markets. Such agreements
typically occur over a finite period of
time, with a gradual transfer of
knowledge and technology from an
originator company to a domestic
vaccine manufacturer of choice, with
potential for extension. There may be
variation in the structure of such
deals, but in general they take place in
a three-step process.

First, vaccines are bought in bulk
from the originator company,
relabeled, and then tested locally by
the domestic vaccine manufacturer.
The originator company needs to
provide training to local resources at
this stage. Next, vaccines are fill-
finished by a domestic manufacturer:
The product is sent in bulk to the
local partner, who adds an excipient if
necessary, fills the vials, and sterilizes
them. The filled vials are then
quality-controlled locally, labeled, and
sold. Finally, part of the technology is
transferred to the domestic
manufacturer, who will subsequently
produce the vaccines locally, going
through each step of the production
process. That latter stage is likely to
require the local manufacturer to build
a plant. If there are delays, the
originator may benefit from an
additional revenue stream during the
building period.

Once a technology transfer is
completed the originator receives a
royalty revenue stream based on
volumes produced. At each stage, the
parties need to agree on how many
volumes will go to market, the retail
price, and the royalty rate paid back to
the originator company.

Examples of current technology
transfers include GlaxoSmithKline
with the Foundation Oswaldo Cruz
(Fiocruz) and Sanofi Pasteur with the
Butantan Institute in Brazil. Sanofi
Pasteur has also signed a deal with the
Mexican Biologics and Reagents
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Birmex for a pandemic flu vaccine for
which Birmex received grants from
the WHO and the Mexican
government to build a dedicated plant.
However, those examples were
products of their time. Although they
serve as models, they may not suit
every company’s needs. In the future,
technology transfers might evolve
toward more collaborative models in
which both parties contribute to the
development of a new vaccine.

You might also consider direct
negotiations with governments. For
example, Wyeth supplies their Prevnar
vaccine directly to the government of
Mexico. The company initiated large
marketing campaigns several years
ago, and Prevnar was included on the
national immunization schedule for its
whole target population in late 2006.

DEVELOPING MAARKETS OF INTEREST
Latin America: With a population of
around 412 million, very well
established private vaccine segments,
and busy national immunization
schedules, Latin America is an
attractive market for innovative
vaccines. Brazil and Mexico offer the
largest potential because of their sizes
and healthcare resources; they also act
as regional leaders and influencers.
Although the Brazilian private market
for vaccines is relatively small — less
than 20% of the total market — it is
well established with a number of
private vaccination clinics, pharmacies,
and private doctor’s practices.
However, as John Anderson (a former
GSK executive in Mexico and Brazil)
points out, “T'he general public is
neither very aware of, nor proactive
about getting vaccinated with new
vaccines, partly because of the
excellent coverage of vaccines on the
national immunization schedules, and
partly because of affordability issues.”
In general, the Brazilian public is not
very focused on preventative medicine.
You must, therefore, emphasize raising
awareness and educating the public on
the benefits of a new vaccine while
targeting the more affluent private
segment of the market for early
acceptance.

Government influencers and the
focus on local production are two key
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collaborative models
in which BOTH
parties contribute to

the development of
a new vaccine.
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factors you should consider in
developing strategies for accessing the
public segment in Latin American
countries. Technology transfer
agreements with local vaccine
manufacturing institutes and
investment in local production
facilities can be considered because
they not only address the above issues
but also act to decrease production
costs and increase vaccine
manufacturing capacity.

Eastern Europe: Having recently
emerged from the grim political and
economic situation of the past two
decades, Eastern Europe is a nascent
market where long-term opportunities
for innovative vaccines exist. Because
most of the population in Eastern
European countries is concentrated in
large cities, this market is easy to
manage with only a few key account
managers. The private market for
vaccines is almost nonexistent because
of prevailing affordability issues.
Indeed, private healthcare is a
relatively foreign concept and because
of historical precedence, the general
population expects healthcare,
including vaccines, to be free or
heavily subsidized. Nonetheless, the
public markets are rapidly developing.
Because the majority of these
countries have aspirations to be or
have recently been granted EU
membership, government efforts
reflect a desire to emulate the national
immunization schedules of Western
countries including procurement from
prominent manufacturers. Brand and
credibility are therefore important in
this market, and if you hope to enter
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it, you would be well advised to
establish a local presence through
private market sales or acquisition of a
local player, thereby securing solid
market positioning for the future.

Middle East: Sweeping healthcare
reforms have recently been undertaken
in many Middle Eastern countries,
particularly in Saudi Arabia and the
UAE, respectively the largest and
most influential markets. Most of
these vaccine markets are public and
vaccines are procured centrally
through the governments and
ministries of health. These markets
are relatively closed to foreign entrants
so very close collaboration and
partnership with the government is
required to demonstrate long-term
interest and secure a favorable
position. The emergence of the
entertainment industry — such as
hotels, artificial ski resorts, and seven-
star hotels — is opening a number of
private corporate market opportunities
that may prove easier to access.

Asia: Hong Kong and Singapore are
consumer-driven, healthcare-aware
markets where access is rapid. FDA
and EMEA regulatory approval
decisions are recognized, and brand
differentiation is very important.
Acceptance in selected hospitals,
particularly in Hong Kong, can act as
a catalyst to uptake in mainland
China.

Opportunities in China and
Taiwan are mainly in the private
sector, constituted of 250—-300 million
people living in the 150 most
populous cities. Navigating the
regulatory and distribution system in
China is very challenging. Dr. Pierre
Morgon, formerly vice president of
international marketing at Aventis
Pasteur (now Sanofi Pasteur) points
out, “Having a local [distribution]
partner to get across the red tape is
absolutely necessary.” A number of
vaccine producers have invested in
manufacturing facilities in China,
thereby increasing capacity and
building a more established local
presence.

Japan and South Korea differ from
the rest of Asia in that they have
separate regulatory and approval
systems and are extremely closed
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markets where a local-partner presence
is crucial but not necessarily sufficient
for market access.

Russia: The spectacular economic
growth of Russia during the past few
years has translated into increased out-
of-pocket and government healthcare
expenditure. An affluent middle class
located in a handful of large cities
represent the private segment
opportunity. Reforms in the public
healthcare system are finally heading
in the right direction and offer
opportunities for reimbursement,
particularly for more expensive
medicines.

Sunny Uberoi of Antigenics, an
American company that recently had
its Oncophage therapeutic kidney
cancer vaccine approved and launched
in the Russian market, describes the
company’s experience: “T'he Russian
regulators were very open to simple,
bureaucracy-free communication,
making the approval process rapid and
smooth.” Antigenics is hoping that its
$40,000-60,000 per patient per year
therapeutic vaccine will be reimbursed
by the Russian government’s funding
program for high-tech medicines.
Russia represents an appealing market
where smaller manufacturers can
launch their innovative vaccines and
larger vaccine developers can expand
through both private and public
market sales.

India: The fragmented nature of
the market in India poses one of the
largest hurdles for access. Being one
of the most populous and fastest
growing countries in the world, India
offers unrivalled — yet tricky to
unlock — opportunities for
innovative vaccines in its private
segment. The expanding middle class
is increasingly aware of Western
standards for medicine and is willing
to pay high prices. However, building
a distribution network is a difficult
task. In the experience of Dr.
Morgon, partnering with one of the
local vaccine manufacturers or with a
local pharma company, even during
the vaccine development stage, allows
access to an existing sales, marketing,
and market access network.

In India, partnerships for
development and manufacturing of
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vaccines also can help companies
overcome some national reluctance
attributed to a sentiment that India is
used as a “trial-run” before launching
a product in more developed markets.

The above-mentioned regional
market analysis illustrates the
importance of the strategic and
tactical choices that must be made
when choosing to expand or enter
existing pockets of growth. Although
less mature markets are attractive and
have benefits, they also hold
significant hurdles, making it crucial
to understand the options available
and make well-informed decisions.
These choices obviously depend on
each company’s objectives and will
vary depending on the nature of the
company.
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