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Figure 1. Projected Shifts in Major Causes of Death
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*Emerging market countries are typically defined as those with low to middle per capita income that are working to open their economy through economic development and reform and experiencing strong
economic growth. Emerging market countries include large resource-rich countries such as China, India, Russia, and Brazil, as well as smaller countries such as Mexico, Romania, Hungary, Thailand, South
Korea, Argentina, Nigeria, and South Africa, among others. Lists of emerging market countries can vary depending on the specific criteria that are used. Source: Reem Heakal, “What is an emerging
market economy?” accessed October 17, 2007 <http://www.investopedia.com/articles/03/073003.asp>.

As used in this document, “Deloitte” means Deloitte LLP. Please see www.deloitte.com/us/about for a detailed description of the legal structure of Deloitte LLP and its subsidiaries.



Business opportunities for life sciences
firms in both developed and emerging
markets have never been better.
Emerging markets offer a tremendous
source of potential buyers, as well

as capabilities, in the global market.
Given the importance of innovation in
meeting the growing health care needs
of populations throughout the world,
how can innovation be promoted and
protected within and for emerging
markets?

Challenges & Risks

In addition to the challenges that affect
innovation across all markets, such as
funding for R&D, regulatory approval,
and reimbursement,'” emerging markets
often face additional challenges. The
sustainability of economic growth, as
well as business opportunities, may be
threatened by political, regulatory, legal,
and judicial systems that are not fully
determined or stabilized. Policies and
regulations guiding trade, manufacturing
standards, and product approval are

not always established, consistently
followed, or well-coordinated. In regions
where laws, incentives, and enforcement
efforts are weak or disregarded,
intellectual property rights may not be
consistently recognized or upheld, and
practices such as counterfeiting and
illegal trade may go largely unchecked.
Basic infrastructure needed to support
the mobilization of talent and other
resources also may not be fully in place.

Perhaps most significantly, the
importance of recognizing and
responding to cultural differences
cannot be underestimated — consumers
are likely to vary in their health care
needs and product preferences, health
care providers are likely to vary in their
approaches to prevention and treatment,
local businesses are likely to vary in
their customary modes of operation,
and governments are likely to vary with
respect to their priorities and policy-
making processes.

Addressing these challenges requires
understanding the components and
conditions that are necessary for
innovation, the tradeoffs inherent in
these, and the possible levers for action
that could be taken to strengthen the
promotion and protection of innovation
both within and for emerging markets.

Figure 2. Elements of Promoting and Protecting Innovation
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Components and
Conditions Necessary

for Innovation

Promoting and protecting innovation
involves more than granting and
enforcing intellectual property rights
—an array of factors related to the
development, ownership, and diffusion
of innovative products must be
considered (Figure 2). Ideas, resources,
processes, and infrastructure, for
example, are essential components.
Additionally, many market- and
environment-related conditions can
foster or hinder the promotion and
protection of innovation. These

would include, for example, the laws
and regulations that govern activities
related to development, ownership, and
diffusion, but also more fundamental
conditions such as economic and
political stability. These components
and conditions are highlighted below
within the Development — Ownership
— Diffusion framework.

Development. Development refers to
all of the activities and influential factors
that come into play in the creation of
new innovations. These activities span
the full research and development (R&D)
chain, from the earliest stages of basic
research to late stage clinical testing, as
well as the production processes that are
needed to manufacture the products.

Assessing the status of development
efforts requires evaluating resource
levels and capabilities. How strong are
local R&D capabilities within emerging
markets? What level of investment

is being made? How can talent be
mobilized effectively? How effective
are partnerships and other collaborative
arrangements between firms in
developed and emerging markets and
between firms in different emerging

Diffusion
(Ensuring Access)

Environment

markets? What are the outputs of these
efforts? Where research, testing, and
manufacturing operations are located
can impact development. What are the
cost implications of different locations?
What impact do corporate tax structures
have? What efforts are needed to shore
up value chain security to ensure product
quality, maximize value, and safeguard
against counterfeit products that
jeopardize the safety of consumer?

The focus and scope of development
activities are also important
considerations in assessing where
development stands. Are innovation
efforts targeting the needs of emerging
markets? Are innovation efforts
addressing gaps in the spectrum of
needs from prevention to treatment to
cure?

Ownership. Ownership reflects the
factors that have an impact on securing
a return on investment in innovation.
Central to ownership is the recognition
and enforcement of intellectual property
rights. Patents and data exclusivity laws
allow owners to capture and protect the
value of their innovations for a period
of time, but are purposively limited in
duration to enable others to build upon
the innovation.

Other conditions have a critical impact,
as well, such as whether companies
manage their intellectual property
assets effectively, whether the business
environment is conducive to fair trade,
how pricing and reimbursement are
determined, and whether compromises
in ownership and price must be made
with governments to meet public health
objectives. Laws governing trade set
the conditions under which products
can be sold, distributed, imported, and
exported. Some governments invoke
compulsory licensing and parallel
importing to increase access to lower-



priced products, but these practices

can have a significant impact on the
return an innovator is able to capture
and reinvest. Moreover, purchasers
—including governments, health plans,
and other entities — establish and adjust
their pricing and reimbursement policies,
further affecting the return the innovator
receives. Recently, there has been a call
for increased transparency regarding the
cost-effectiveness of new products to
support more accurate assessments of
the value of innovations.

Diffusion. Diffusion refers to all of the
activities involved in the distribution
and adoption of innovations. Major
components of diffusion include the
product regulations that dictate whether,
when, and how an innovation can be
introduced to a market, the channels
and chains that are used to distribute
the product, the policies that are used
to negotiate prices and determine
reimbursement levels, the health care
system that is used to deliver the
product, and the different financing
mechanisms such as health insurance
that are used to pay for the product.
The speed with which innovations are
brought to market depends to some
degree on how well various policies

are coordinated within and across the
government departments or ministries
that govern, regulate, and support
science, economic development, trade,
and health. Cooperation among
governments, industry, and organizations
pursuing global health initiatives can be
just as critical for diffusion, as well.

Whether a new product is adopted
often hinges on assessments of its
effectiveness and affordability. A
purchaser’s willingness to pay — whether
that purchaser is a government,
insurance provider, or individual — will
be swayed by their understanding of
the benefits and costs associated with
the innovation, the resources that are
available to them (e.g., income and
insurance), and their spending priorities.
Patient awareness of innovations,
product preferences, and adherence to
treatment recommendations are also
fundamentally important to adoption.
Once an innovation is in the market,
monitoring the outcomes of its use
among patients can provide valuable
information about its safety and
effectiveness and point to potential areas
for product improvement.

Tradeoffs

Many of the components and
conditions necessary for innovation are
interrelated both within and across the
categories of development, ownership,
and diffusion, giving rise to important
tradeoffs. Some examples include:

Development — Ownership.
Ownership can bring financial rewards
that provide a strong incentive to
invest further in the development of
new products. If threats to ownership
exist in emerging markets, then firms
may have little incentive to locate their
development efforts in those countries,
or target their development efforts on
products that are of particular need

in emerging markets. Moreover, if
developing a particular kind of product
(e.g., a vaccine for HIV/AIDS) proves

to be especially challenging and costly,
firms are likely to choose other targets
for development unless a reward
commensurate with the effort is certain
or partners are available to share the
risk.

Development - Diffusion.
Purchasers in emerging markets cannot
always afford the price that may be
necessary to cover development costs.
Often, there is a resulting tradeoff
between aligning development targets
to meet the health care needs in
emerging markets and receiving a
return on investment that is adequate
for covering development costs and
supporting new investments, which

is likely to be lower than what might
have been attainable through the
pursuit of other targets.

The relative levels of government
spending on research and development
versus programs to deliver and

finance health care may also reflect a
tradeoff between development and
diffusion. Given that resources are
limited, governments must make tough
choices on how to divide public funds
between programs that support further
innovation, programs that create access
to existing innovations, and programs
that address other important public
interests.

Another tradeoff between
development and diffusion arises

in the product approval process.
Regulatory processes must be stringent
enough to ensure product safety and
effectiveness, but if requirements are

Measuring Value

Most would agree that medical innovations
are valuable for preventing, treating, and
curing illnesses and injuries. But measuring
the total benefits and costs associated with an
innovation can be quite challenging. Benefits
may be immediate (pain relief) or long term
(reduced morbidity and mortality), tangible
(reduced spending on other health services)
or intangible (increased functionality and
productivity). Costs might include direct costs
such as the expenses incurred by the supplier
in researching, developing, and producing the
innovation, as well as any expenses incurred
by the provider in delivering the innovation to
the patient. Indirect costs, such as the loss of
productive work hours and negative effects on
a patient’s family, may also be considered.

While precise measurement of the value

of an innovation remains elusive, analytic
approaches are evolving and evidence of

the value of life sciences innovations is
accumulating. Numerous studies have
measured the impact of new medicines,
pointing to gains in life expectancy,’ reduced
mortality rates'* 1617 and risk of death,®
increased survival rates,' reduced emergency
room visits and hospitalizations,?*?' reduced
disability,?? improved quality of life,? and
other positive health-related outcomes. Some
research attempts to place a monetary value
on the benefits of a particular therapy, finding
for instance that each additional dollar spent
produces health gains valued at a certain
amount.?* Other studies measure the value
of an innovation in terms of the money that
is saved due, for example, to reduced medical
costs?> or improved employee productivity.?®
Still others seek to compare the cost-
effectiveness of one therapy or therapeutic
approach to another.?”- 28

Most published studies assessing the value

of particular life science innovations are set

in developed markets, while studies set in
emerging markets have largely focused on
measuring the success of prevention and
treatment efforts.?>*° The small number

of published studies assessing the cost-
effectiveness of a specific innovation in an
emerging market setting have focused on
therapies for communicable diseases that are
prevalent in these regions such as malaria,*’
or on programmatic approaches to prevention
and treatment.>? There seem to be relatively
few published studies that examine the
cost-effectiveness of innovations for chronic
diseases in emerging markets, but this is

likely to change as prevalence rates rise and
emerging markets become even more integral
to the world market. Whether the findings
from value assessment studies in developed
markets would be similar in emerging markets
is an open question, given that differences

in genetic factors, patient behavior, and
economic and political situations can impact
both the effectiveness of an innovation as
well as how costs and benefits are viewed.

It seems likely, however, that products with
value in developed markets would also show
value in emerging markets.



Figure 3. Examples of Levers for Action
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too onerous and the approval outcomes
are unpredictable, companies may
choose to seek market entry elsewhere.
Many countries require additional clinical
testing to be conducted within their
own borders before a product can be
registered, but this can be burdensome
to companies who have already tested
their products in other markets.'

Ownership — Diffusion. Realizing the
maximum value of an innovation, and
capturing that value through ownership,
rests on the success of product
distribution and adoption. For emerging
markets, a tradeoff between affordability
and sustainability often exists, as
companies seek reimbursement at a level
high enough to recoup development
and distribution costs, yet low enough
to be affordable to consumer markets
and consequently maximize product
adoption and distribution. Practices
such as compulsory licensing and

parallel importing arise because payers
are seeking more affordable prices,

but product owners then capture a
smaller return on their investment and
innovations are exploited by some at the
expense of others.

Business sustainability and product
accessibility are the major motivating
forces underlying the tradeoffs between
development, ownership, and diffusion.
To survive as a business, life sciences
firms must earn enough of a return

to cover their costs and invest in new
product development. To meet the
growing health care needs of their

¢ Economic development, stability, growth
e Political stability, priorities

populations, governments and other
stakeholders are striving to provide
access to safe and effective medicines
and medical devices. How then to
create more affordable products for
these vast new markets, yet cover

the rising costs of R&D? Continuing
to build upon the capabilities and
resources in emerging markets will
become an increasingly important
part of achieving a balance between
accessibility and sustainability.
Concerted action by governments,
industry, and others may be necessary,
however, to strengthen the promotion
and protection of innovation in and for
emerging markets.

Levers for Action

Each of the components and
conditions related to development,
ownership, and diffusion can be
influenced to some degree by
companies, governments, and other
stakeholders. Thus, they can be
viewed as possible levers for action
to strengthen the promotion and
protection of innovation in and for
emerging markets (Figure 3).

It is important to recognize that the
levers are interrelated — changes to
one lever may have an impact on
other levers within the same category,
but also on levers in the other two
categories. Moreover, the levers are
influenced to varying degrees by
environmental factors such as the pace
of economic growth and changes in

e Cultural norms
e Natural disasters

political leadership. Coordinated action
among multiple stakeholders may be
necessary to induce positive change. A
comparative assessment of emerging
markets with respect to the full spectrum
of components, conditions, and levers that
affect the promotion and protection of
innovation may be an important step for
identifying strengths and opportunities for
improvement. Such an assessment could
form the basis for discussion among the
many private and public entities that have
an interest in sustaining innovation and
supporting the diffusion of life sciences
innovations in emerging markets and
across the world.

Conclusion

Life sciences innovation will be increasingly
important to emerging markets, not only
to provide access to effective (and cost-
effective) prevention and treatments for
disease, but also to support continued
economic growth for the countries
themselves. Strengthening the promotion
and protection of innovation is likely to
require action on the part of multiple
stakeholders, including industry and
governments in both developed and
emerging markets, non-government
organizations, and others. Understanding
how each lever influences innovation,

and assessing where countries stand with
respect to each, is a critical next step.
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