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Guiding Principles

Our Context for Partnering with Commercial Firms

CLEAR LINK TO MISSION

PATH's Guiding Principles \ PATH’s collaborations with private-sector

for Private Sector Collaboration 5= . e

W companies must lead to positive impact on

| availability, accessibility, and affordability of
important health products for public health

z-‘.’. programs in developing countries.
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RECOGNITION OF PRIVATE-SECTOR NEEDS

In collaborating with a private-sector
company, PATH must recognize the
company’s need for commercial benefit in
order to ensure a sustainable commitment to
the collaboration.
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CLEAR DEFINITION OF ROLES, RESPONSIBILITIES, AND EXPECTATIONS

In all collaborations, the relationship between PATH and the private-sector company
must be clearly defined through an appropriate written document or agreement.

TRANSPARENT COLLABORATION

As a publicly funded organization, PATH must maintain a level of transparency in its
collaborations with the private sector.

APPROPRIATE SELECTION OF COLLABORATORS

Because the success of any collaboration depends on the selection of a good partner,
PATH must conduct a thorough assessment before entering into a formal collaboration
with a company.

APPROPRIATE MANAGEMENT OF RISK

PATH must carefully assess and manage both the broad institutional risks as well as the
specific project risks when collaborating with a private-sector company.
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DISSEMINATION OF RESULTS

As a publicly funded organization, PATH has a fundamental obligation to ensure
dissemination of the results of its private-sector collaborations.

AWARENESS OF POTENTIAL CONFLICTS OF INTEREST

In all collaborations with private-sector companies, PATH must carefully asses the
potential for both perceived and real conflicts of interest at both the institutional and
individual staff member level.

ENSURING HIGH STANDARDS OF QUALITY AND ETHICS

PATH must ensure that all collaborative research, product development, and introduction
activities meet the highest standards of safety, quality, and integrity.



Maximizing the benefits of public-private partnerships

An overview of PATH's approach to maximizing the availability, accessibility,

and affordability of global health technologies through private-sector collaboration

Recent increases in global health resources have
prompted new models for salving global health
problems. Creative partnerships between the

public and private sectors have been one successful
approach. Because many of these partnerships
receive support from public or philanthropic sources,
it 1s impaortant to ensure that the resulting products
are available as "global public health goods™—that is,
goods that are available, accessible, and affordable to
everyone as a means to improve health.

Since 15977, PATH has parinered successfully

with many organizations, incleding dozens of
commercial firms. We typically collaborate with a
company to develop a specific product that will help
to overcome a global health challenge, especially
for people living in resource-poor settings. This
document shares our experience working with

our partners—whether commercial, academic,
government, research, or nonprofit—to ensure that
the products we develop together are best made
available to improve public health,

Mutually beneficial partnerships

PATH’s goal in any partnership is to fulfill our
mission: to improve the health of people around
the world by advancing technologies, strengthening
systems, and encouraging healthy behaviors. PATH
looks for alignment between our global health
goals and our partner’s goals to create a successful
partnership that provides mutual benefit. We design
the project so the goals of both PATH and our
partner can be met. The greater the mutual benefit,
the stronger the partnership and the more likely
that global health goals will be achieved.

PATH actively engages in developing and
commercializing health products with our partners.
We work collabaratively, helping to solve problems,
make decisions, and track progress. Working closely

with partners is critical when several partnerships
must be coordinated to develop a single product.
PATH codifies our negotiations with partners in
legal agreements. These agreements are essential
to protecting our investment and ensuring global
health goals will be reached. They establish a
framework and arc one component of our ongoing,
collaborative relationships.

Unique partnerships

PATH develops a unique, strategic approach to each
partnership. We carefully consider a number of
issues and weigh a range of options. In developing
our approach, PATH builds an understanding of the
risks and barriers that have prevented a particular
global health problem from being solved. For
example, what is the status of the research? Has

the manufacturing process been developed? Is the
market for the preduct clear? Are there complex
partnership or intellectual property networks that
must be navigated?

PATH also takes time to understand the constraints
that define how potential partners can engage. For
example, what market pressures are they facing?
Where are they succeeding or being challenged?
Are they being considered for acquisition or
divestiture? How does this potential partnership
relate to other products or intellectual property the
partner owns? PATH also considers how to best
ensure that the partmerships discoveries can be
applicd to improve health, even if the partnership
doesnt proceed as anticipated.

PATH's specific approach to a partnership is a
function of the factors outlined in the "Drivers of
partnership diversity” figure. Our tailored approach
to cach partmership allows us to address the
varighility in these and other factors.

Commercialization of food fortification technalogy

Dreveloping a malaria vaccine
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Mutually beneficial, collaborative partnerships

WHAT PATH BRINGS

» Expertise in developing
country health systems

« Presence in poor countries

e Ability to strengthen clinical
trial capacity

* Financial support

WHAT PARTNERS BRING

» Expertise in product
development

» Scientific and technical
capacity

* Intellectual property

e Manufacturing facilities &

Mutual benefit

« Technical expertise equipment
« Strategic relationships » Large-scale distribution
systems

 Intellectual property Market-based approach



Partnering Agreements:
Critical Terms

= Ensuring product supply

> Impact requires scale

= Making products affordable

» Research chains, supply chains

= Managing intellectual property

» Supply and price concessions in lieu of royalties

» Access to IP if supply/pricing commitments aren’t met



Drivers of partnership diversity

State of Science or Technology

Intellectual Property

Time to Market

Clarity of Market

Distribution System Readiness

Partnership Complexity

ﬁ

Less risk, more certainty More risk, less certainty



Case: Japanese Encephalitis Vaccine

= Background

= Efforts to control vector, the Culex mosquito, have been
ineffective

= |nactivated vaccine exists, but cost out of reach for
public sector programs; millions of children at risk

= Chengdu Institute of Biological Products had
manufactured improved vaccine to protect over 200
million children in China over a 20-year period

= Goal

= Ensure equitable access to a safe, efficacious vaccine
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Case: Japanese Encephalitis Vaccine

State of Science or Technology

Intellectual Property

Time to Market

Clarity of Market

Distribution System Readiness

Partnhership Complexity
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Case: Japanese Encephalitis Vaccine

= Partnership terms

= CDIBP caps public-sector price until 2026 for low-
income countries; gains access to international
markets

= PATH builds evidence base for use by collecting data
required for country-by-country licensure and eventually
for WHO prequalification

= Collaboration supports construction of new facility to
ensure sufficient, sustainable, and affordable supply.
PATH provides technical assistance to confirm that
equipment, installation and production meet global
standards



Summary Thoughts

= There are no magic formulas for “the right”
partnership deal with commercial firms

= Partnership success optimized when
partners remain aligned over the long haul—

seek out and nurture alignment, not just
“the best deal”
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