
Resources dedicated to global health have increased 
tremendously over the past decade. This growth 
has prompted development of new models for 
solving global health problems, including numerous 
creative partnerships between the public and private 
sectors. Because many of these partnerships receive 
significant support from public or philanthropic 
sources, it is important 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 equity. 

Since our inception in 1977, PATH has partnered 
successfully with many organizations, including 
dozens of commercial firms. Typically, we 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 explains how PATH works 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. It is intended to 
supplement PATH’s Guiding Principles for Private-
Sector Collaboration (see www.path.org/files/
ER_gp_collab.pdf), providing a more detailed view 

and several examples of how we ensure that poor 
people have access to the products we develop with 
our partners. We hope that by sharing our experience 
with partners, donors, and other organizations 
pursuing similar collaborations, we can more 
effectively help to ensure that health is within reach 
for everyone.

Mutually beneficial, collaborative 

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. 
The partner may want to develop a new product, 
establish a new manufacturing process, build 
understanding of lower-income country health 
systems, or engage in promoting social good. The 
partner will also need to make a financial profit—
or at least no loss—to participate in a long-term 
relationship. We design the project such that the 
goals of both PATH and our partner can be met 
as we develop the product. The greater the mutual 
benefit, the stronger the partnership and the more 
likely global health goals will be achieved. 

PATH actively engages in developing and 
commercializing products with our partners. We 
work collaboratively, helping to solve problems, 
make decisions, and track progress. We often 
create joint strategic committees to oversee product 
development. We also take care to specify rules of 
engagement where appropriate. Working closely 
with partners is critical when several partnerships 
must be coordinated to develop a single product.

Bringing new health technologies 
within reach for everyone
PATH’s approach to maximizing the availability, accessibility, and affordability of 
technologies through private-sector collaboration
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Of course, PATH’s negotiations with our partners 
must be codified in legal agreements. However, 
agreements are only as strong as the partnerships 
they support. Although legal agreements with 
partners are essential to protect our investment 
and ensure global health goals will be reached, 
these agreements serve to establish a framework 
and are only one component of an ongoing, 
collaborative relationship.

Unique partnerships

PATH develops a unique, strategic approach to 
each partnership to best achieve project goals 
within the circumstances of the collaboration. 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 product clear? 
Are there complex partnership or intellectual 
property networks that must be navigated to 
develop the product? 

 
 

PATH also takes time to understand the 
constraints that will 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 best to ensure that the discoveries of the 
partnership can be applied to improve health, even 
if the partnership doesn’t proceed as anticipated. 

PATH’s specific approach to a partnership is a 
function of a number of factors, as outlined in the 
“Drivers of partnership diversity” figure. Because 
these and other variables often differ significantly 
from one partnership to another, PATH takes a 
tailored approach to each partnership.

When a partnership falls further to the left on 
the continuum for a given driver, there is more 
certainty. More certainty means that we can be 
more specific as we discuss the key terms of the 
partnership. When a partnership falls further to 
the right on the continuum for a given driver, this 
implies less certainty—and thus our discussions 
focus more on partnership alignment and the 
process for moving forward, with specific terms 
identified that will be established at defined times 
in the future.

What partners may bring

Advanced competency in innovation 
    and product development.

Specialized scientific and technical capacity and  
     the ability to rapidly mobilize this capacity.

Key intellectual property that may be 
    applied to create solutions for health 
    problems in low-resource settings.

Manufacturing facilities and equipment at     
    efficient scale; ability to scale production 
   to large volumes.

Systems for large-scale distribution of products.

Long-term, market-based approach to  
     product development and use.

What PATH may bring

Deep knowledge of low- and middle-income    
  country health systems, including distribution 

   channels, regulatory structures, and processes.

Field presence in many poor countries, 
    including relationships with key decision-makers.

Ability to identify and strengthen clinical trial or pilot   
    introduction sites in lower-income countries.

Financial support/incentives.

Technical competence (e.g., management,   
     scientific, regulatory).

Experience and relationships in global health 
     (e.g., funders, purchasers, UN agencies).

Intellectual property in select global  
      health technologies.

Mutual

   benefit

©Program for Appropriate 
Technology in Health (PATH)



Factor

Science is known, minimal risk of 
technical barrier to development

Less certain 

State of science

Intellectual property

Time to market

Clarity of market

Distribution system readiness

Partnership complexity

Intellectual property already controlled 
and/or ownership structure is simple

Short time to market

Market is clearly defined 
and procurement funded

Introduction straightforward 
and success is highly likely

Single partner, simple product 
components and supply, 
single product focus

More certain

Science is speculative or 
not yet at proof of concept

Intellectual property status unclear 
and/or ownership structure complex

Long time to market

Need may be clear but actual 
paying market may not yet exist

Introduction complex and unsure, 
infrastructure not fully in place

Multiple partners, complex product 
components and supply, product 
one of many in complex portfolio 

Drivers of partnership diversity
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Three key areas of focus 

and agreement

To ensure products are 
available, accessible, and 
affordable, PATH, mindful 
of applicable law, works with 

our partners to come to agreement in three key 
areas: ensuring product supply, making products 
affordable, and managing intellectual property. These 
represent the key areas that we tailor uniquely for 
each partnership. Other areas—such as ensuring a 
consistent, high-quality product, complying with 
applicable laws and regulations, and structuring risk 
management—do not change significantly among 
PATH’s various partnerships.

Ensuring product supply

PATH seeks to ensure that newly developed 
products will be available in sufficient volume to 
have the intended global health impact. We work 
with our partners to ensure that the product supply 
will meet global needs. 

Determining product demand as accurately 
as possible is important to help partners plan 
better—whether in determining the size of a new 

manufacturing facility or how 
this product might interact 
with others in their line-up. In 
situations where partners are 
not able to fulfill their supply 
commitments, they may 
license the technology to a 
third party for manufacturing.

Depending on the scope of the project, PATH and 
our partner may also work to generate demand for 
a given product. (See PATH’s Framework for Product 
Introduction at www.path.org/files/TS_product_
intro_framework.pdf.)

©Program for Appropriate Technology in Health (PATH)
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PATH has often pursued the following approaches to 
reach agreements around supply:

 In some situations, information is 
sufficient to forecast need for a given product, 
as well as who will pay for it, for the foreseeable 
future. In these cases, PATH and our partner 
can agree to a specific volume that must be 
supplied. Often, PATH conducts extensive 
analysis to determine projected need. In some 
cases, rather than stipulating volume, PATH 

agrees with our partner on the proportion of 
manufacturing capacity that our partner will 
dedicate to the product.

 
In some cases, the partner agrees to meet the 
purchase demands of public-sector providers 
with sufficient lead-time and long-term purchase 
agreements. In such cases, the public-sector 
purchasers bear the burden of forecasting 
product demand. 

Case study: Development and use of the Uniject® device

Administration of medical injections has been 
problematic in many lower-income countries. Many 
areas have also lacked health care workers with 
needed skills. Health care workers have needed a 
way to safely and easily administer injectable drugs 
and vaccines—both within health facilities and out 
in homes and communities where they are often 
needed most.

In the 1980s, PATH began developing technology to 
address the need for safe injection in low-resource 
settings. We first collaborated with Merck, which had 
developed, but then shelved, a promising integrated 
needle/package prototype. After obtaining related 
intellectual property from Merck and funding from 
the US Agency for International Development, PATH 
created a new design featuring a collapsible blister, 
and the Uniject device was born. After additional 
development and testing, PATH licensed the 
technology in 1996 to Becton, Dickinson & Co. (BD), 
the world’s largest syringe manufacturer. BD invested 
at least US$25 million to establish a manufacturing 
facility in Singapore and another $10 million to 
launch the product globally.

Collaboration between PATH and BD

Today, BD and PATH are working with companies 
around the world to manufacture and market an 
expanding array of vaccines, injectable contraceptives, 
uterotonic drugs, neonatal antibiotics, and other 
medicines packaged in the Uniject device. As part of 
the license agreement, BD supplies Uniject devices to 
vaccine and pharmaceutical producers at preferential 
prices for use in lower-income country public health 
programs. Because neither PATH nor BD can directly 
control the price of vaccines and drugs delivered in 

a Uniject device, PATH negotiated specific terms to 
ensure supply and encourage competition, including:

 BD must expand capacity promptly to meet 
public-sector demand or the license becomes 
nonexclusive. 

 BD must not provide any producer with exclusive 
access to the device for key global health products 
without consulting PATH.

Despite PATH’s ownership of key intellectual property, 
BD is not required to pay ongoing royalties on sales to 
PATH. Instead, BD donates 500,000 units each year for 
PATH’s targeted use in public health programs.

Drivers of a unique partnership

Key factors shaping development of PATH’s 
partnership with BD included:

 Intellectual property: Because PATH had clear 
control of key intellectual property, we were in 
a strong position to negotiate an agreement 
obligating BD to make needed investments to 
have a significant global impact. 

 Distribution system readiness: The Uniject 
device introduced a new type of single-dose, 
prefilled syringe not previously used in lower- 
income countries, so new policies were needed to 
incorporate the device into health systems. BD 
recognized that PATH plays a critical role 
in helping innovate across global 
health programs and could help 
advocate for policies to accelerate 
product uptake.

Uniject is a registered trademark of Becton, Dickinson & Co.
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 In select circumstances, PATH works with 
a partner to determine appropriate product 
donation. This is often in the later stages of 
product development and the donated product 
is used to pilot introduction within the health 
system as a way to accelerate uptake and 
sustained use.

 

 

 

 

Making products affordable

In successful product 
development partnerships, 
contributions from the public 
sector (e.g., financial incentives, 
political will, and knowledge 
of lower-income countries) are 
combined with contributions 

from the private sector (e.g., intellectual property, 
development capabilities, manufacturing capacity, 
distribution systems) to create solutions for global 
health challenges. To have the desired impact, 
however, the resulting products must be affordable. 

Case study: Increasing access to a Japanese encephalitis vaccine

Japanese encephalitis (JE) is a neglected disease of the 
rural poor, and efforts to control its vector, the Culex 
mosquito, have been ineffective. An inactivated JE 
vaccine has been widely produced and used in several 
countries, but millions of children have remained at 
risk because the cost has been out of reach for public-
sector programs.

Established in 2003, PATH’s JE project took on the 
problem from several angles, establishing partnerships 
with public and private organizations at local and 
international levels to enhance disease surveillance, 
negotiate affordable vaccine pricing, and assist with 
planning and implementation of immunization 
programs. Ensuring equitable access to a safe and 
efficacious vaccine was a primary objective.

Collaboration between PATH and 
Chengdu Institute of Biological 
Products

The answer lay in China, where an improved vaccine 
had protected more than 200 million children over 
20 years yet had never been exported for use in 
public-sector programs. PATH initiated negotiations 
with the Chengdu Institute of Biological Products 
(CDIBP), and together the partners drew up an 
innovative strategy for increasing access to the 
live, attenuated SA 14-14-2 JE vaccine. The partners 
established a maximum public-sector price for the 
vaccine, eligible until 2026 for countries with less 
than US$1,000 gross national income per capita. This 
unique pricing mechanism has allowed for vaccine 
introduction in countries with meager public health 
resources, while CDIBP still makes a modest market 
return. Since 2006, India’s publicly funded program 

has vaccinated more than 45 million children. Sri Lanka, 
Cambodia, and other countries are either considering 
or launching new JE immunization programs.

The PATH–CDIBP collaboration is supporting 
construction of a new facility to ensure a sufficient, 
sustainable, and affordable vaccine supply to meet 
growing regional demand. Trainings at CDIBP and 
continued technical assistance from PATH will confirm 
that equipment, installation, and production meet 
global standards.

Drivers of a unique partnership

Several key drivers have made this partnership unique:

 State of science: CDIBP understood the science for 
making the JE vaccine because they were already 
manufacturing it for the domestic Chinese market. 
PATH is helping to build the evidence base for use 
by collecting data needed for country-by-country 
licensure and eventually for the World Health 
Organization prequalification of the vaccine that 
many countries require.

 Partnership complexity: PATH and CDIBP work 
directly with each other, each bringing critical 
expertise. CDIBP is a state-owned, commercial 
entity, and this partnership has allowed it to meet 
the region’s need for JE vaccines and expand its 
international market.

 Clarity of market: The market for a low-cost JE 
vaccine was clear. Once the vaccine became 
affordable, countries in the affected region—
especially India—were eager and willing to 
make purchase commitments.
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Factors that determine the affordability of the 
product include:

Defining the value proposition. In the global health 
environment, those who need a product are often 
not those who will purchase it. That is, governments 
may purchase commodities for distribution to their 
citizens, or a United Nations agency may purchase 
a vaccine for a country. Of course, individuals may 
buy products to protect or improve their health. 
PATH works to ensure these buyers have a good 
understanding of the unique value the product will 

bring, and then to determine what price various 
purchasers are willing to pay.

Cost structure/cost of goods sold. PATH also seeks 
to understand how much the product will cost to 
produce. We consider information that is already 
known about the product itself, the manufacturing 
process, and the required materials. Often, limited 
information requires creative approaches to 
understanding costs. For example, we may consider 
the costs of other, comparable products.

Case study: Developing a pneumococcal vaccine for poor countries

Approximately 1.6 million people die each year from 
pneumococcal disease, caused by infection with 
Streptococcus pneumoniae bacteria. More than half 
of the deaths are among children less than five years 
old, mostly in lower-income countries. Although 
several pneumococcal vaccines are already on the 
market, they do not protect people against all strains 
of the bacteria, and they are expensive. 

Developing a vaccine containing proteins that are 
common to all pneumococcus serotypes could 
provide broad protection to children worldwide. 
To advance such a vaccine, PATH partnered with 
the Austrian biotechnology firm Intercell AG, which 
has developed proprietary antigen discovery 
technology for a protein-based vaccine, but also has 
several vaccines in late-stage clinical development 
and recently received approval of its Japanese 
encephalitis vaccine. PATH’s ultimate goal is an 
affordable vaccine for distribution by public health 
systems in low-income countries.

Collaboration between PATH and 
Intercell

The partnership agreement between PATH and 
Intercell covers preclinical development through 
phase 2 clinical trials. It includes draft guidelines for 
a commercialization agreement to be negotiated 
before the start of phase 3 studies, to include specific 
commitments on price and supply of the vaccine for 
public-sector markets in low-income countries. 

Each organization brings complementary expertise 
to the project, which is managed collaboratively 
through a joint development committee. Whereas 
Intercell’s efforts have focused so far on discovery 
and preclinical development, PATH provides 
expertise in clinical trials (especially in lower-income 
countries), manufacturing, and vaccine introduction. 

The partners also share development costs. Funding 
from PATH has covered almost half of preclinical 
development expenses, thus reducing Intercell’s 
risk. Without this funding, Intercell would likely have 
focused solely on developing a vaccine for elderly 
people in Europe and the United States rather than 
expanding the target market to include children in 
low-income countries. 

Successful preclinical development from 2006 through 
2008 has paved the way for a phase 1 clinical trial in 
healthy adults beginning in early 2009. The next step 
is to prepare for clinical development in children in 
developing countries including the supply of clinical 
trial material and necessary regulatory approval.

Drivers of a unique partnership

Several critical factors make this partnership unique:

 State of science: The scientific approach is 
innovative, and there is no clear proof of 
concept. In addition, the regulatory pathway is 
untested. The partnership is thus structured with 
clearly defined milestones and a close working 
relationship, and the development work is funded 
in stages based on achievement of milestones.

 Distribution system readiness, time to market, 

clarity of market: These factors are much less 
certain for immunizing children in low-income 
countries than for immunizing older adults 
in high-income countries. The partnership is 
therefore structured to allow for divergence 
of vaccine development as work progresses to 
clinical trials involving very different populations 
in rich and poor countries. It also allows partners 
to address markets and pricing in a manner to 
support each of the final vaccine formulations 
and target populations.
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Available financing. Given the variety of 
stakeholders who may be involved in purchasing a 
product, it’s important to consider who will actually 
finance the product and whether any subsidies 
have been committed. Will countries purchase 
the product directly? Will nongovernmental 
organizations or multilateral groups be responsible 
for purchasing? Has any organization directly 
committed to supporting this product? Is there a 
specific funding mechanism available to the global 
health community to finance purchase of this 
product (e.g., advance market commitments)? 
Are other commercially valuable rewards available 
(e.g., priority review vouchers)?

Case study: Developing a malaria vaccine

The RTS,S malaria vaccine candidate was created 
in 1987 by scientists working at GlaxoSmithKline 
Biologicals (GSK Bio) laboratories, the vaccine division 
of GSK. Its early development was undertaken by GSK 
Bio in close collaboration with the Walter Reed Army 
Institute of Research. In January 2001, GSK Bio and the 
PATH Malaria Vaccine Initiative (MVI)—with support 
from the Bill & Melinda Gates Foundation—entered 
into a public-private partnership to develop the vaccine 
for infants and young children, with a geographic focus 
on sub-Saharan Africa.

Collaboration between PATH 
and GSK Biologicals

Successful development and delivery of the world’s first 
vaccine against malaria can only be possible through 
a partnership based on shared responsibility and risk. 
GSK Bio and MVI have designed an approach to leverage 
their individual strengths and expertise in clinical 
development, capacity-building, manufacturing, and 
regulatory aspects as well as sharing the financial burden. 

Pending approvals by national regulatory agencies and 
ethics committees, a multicenter phase 3 efficacy trial is 
on track to start in 2009. The trial will seek to more 
precisely define the vaccine’s efficacy and continue to 
closely monitor safety. MVI and GSK Bio have defined 
commitments to ensure that once the vaccine is ready, 
it will be available to those who need it—infants and 
children in malaria-endemic regions of Africa.

 
 
 
 
 

Drivers of a unique partnership

Key factors shaping development of PATH’s 
partnership with GSK Bio include the following: 

 State of science: The science of malaria vaccine 
development is extremely challenging, due in large 
part to the complexity of the parasite. No vaccine 
against a parasite has ever been approved for use 
in humans. 

 Clarity of market: Malaria remains a massive 
public health burden, but the market for a malaria 
vaccine—particularly a first-generation vaccine 
with partial efficacy—was unclear at the start 
of the collaboration. To better understand the 
potential demand for malaria vaccines, MVI has 
engaged with stakeholders in African countries 
and projected uptake of a first malaria vaccine.

 Partnership complexity: Due to the size and 
complexity of the RTS,S program, the PATH–GSK Bio 
collaboration has expanded. The clinical 
development of RTS,S is managed by the Clinical 
Trial Partnership Committee, a collaboration 
of leading African research institutes, northern 
academic partners, MVI, and GSK Bio that works 
with government partners to ensure that the 
trial adheres to the highest clinical, ethical, and 
safety standards.

 Time to market: The many scientific and logistical 
challenges that accompany the development of 
a malaria vaccine do impact time-to-market. If 
phase 3 trials are successful, the vaccine could 
be introduced in 2012 for children aged 5 to 17 
months, and in 2014 in infants for widespread 
uptake and implementation.
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Case study: Commercialization of food fortification technology

Nutritional deficiencies undermine health and 
life expectancy around the world. Each year, for 
example, iron-deficiency anemia leads to more than 
60,000 maternal deaths, and lack of vitamin A leads 
to 1 million deaths, mainly among young children. 

To improve nutrition in low- and middle-income 
countries, PATH has advanced technology for 
fortifying rice. Through Ultra Rice® technology, 
a pasta-making company manufactures rice-like 
grains containing selected micronutrients (such as 
folic acid, iron, vitamin A, and zinc), and a miller then 
blends these grains with local rice. The technology 
works better than other fortification methods in 
which nutrients degrade during storage, rinsing,  
and cooking. 

The technology was invented in the 1990s by Bon 
Dente International, a US company. In 1997, the firm 
donated the technology to PATH, which has received 
support from the Bill & Melinda Gates Foundation to 
transfer it to commercial partners in selected low- 
and middle-income countries and to build models 
for successful introduction.

Collaboration between PATH and 
Swagat Food Products

PATH has partnered with several pasta 
manufacturers and rice millers in Asia and Latin 
America for commercialization and market 
development. In India, for example, PATH has 
transferred the technology to Swagat Food 
Products, which makes pasta eaten in India, 
Bangladesh, Bhutan, and Nepal. PATH’s role in the 
partnership includes facilitating pilot introduction 

and identifying potential purchasers of fortified 
rice. The Indian manufacturer ensures product 
affordability for public-sector programs through 
pricing based on cost plus a small margin (not to 
exceed ten percent). It also agrees to meet public-
sector demand.

Swagat Food Products began production of Ultra 
Rice grains in late 2008. PATH plans to eventually 
switch its strategy from licensing the technology 
directly to manufacturers to collaborating with 
regional technology transfer centers that will 
subsequently establish licensing agreements 
with producers and provide technical support to 
rice millers.

Drivers of a unique partnership 

 Intellectual property: PATH owns the intellectual 
property that allows the manufacturer to enter a 
new and potentially profitable market, and this 
ownership gives PATH significant influence.

 Distribution system readiness: Given the 
complexity of the food distribution system, 
product introduction is complex. Distribution is 
especially challenging in markets where pasta 
makers that manufacture Ultra Rice must deal 
with many small, decentralized rice millers.

 Partnership complexity: In the long run, PATH 
will rely on regional technology transfer centers 
to negotiate terms that ensure availability, 
accessibility, and affordability—rather than 
negotiate directly with producers. 

Product demand. PATH often works with multiple 
partners to advance several products that address a 
health need. By diversifying our portfolio, we’re less 
at risk from normal product failures and business 
challenges. Diversification also ensures that if multiple 
products are successful, market pressures and 
competition will put downward pressure on the price.

The timing for discussing pricing with our partners 
is critical because we can rely only on what is known 
at any given time. Some of PATH’s partnerships are 
working on science and technology that is in a very 
early stage of development. In such cases, it may not 

be feasible to determine an eventual price because so 
little is known about the final product formulation 
and manufacturing process. We may choose not 
to negotiate for specific guarantees around price 
or supply until a particular phase of product 
development, recognizing that the uncertainty could 
lead a partner to negotiate a higher price than if we 
had waited until more information is known. We 
may estimate a price but come to a final agreement 
at a later stage. Either way, discussions even very 
early in the partnership highlight that the product 
must be affordable. 
 

Ultra Rice is a registered trademark in the United States of Bon Dente International, Inc.
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Finally, there are some cases in which we elect not 
to agree on price at all, relying instead on the market 
to set a competitive price and simply focusing on 
developing a low-cost product.

PATH has often pursued the following approaches to 
reach agreements around affordability:

In many of our 
agreements, PATH works with our partner to 
establish a price ceiling for a product. Often, that 
price applies within specific geographic areas 
(e.g., low- and middle-income countries as defined 

by the World Bank) or markets (e.g., for public-
sector purchase and use). As appropriate, we agree 
to allowances for inflationary increases in costs, 
especially for contracts that have a longer term.

 In some cases, 
PATH agrees with a partner that they will offer 
preferential pricing to select geographic areas or 
markets. Such tiered pricing allows our partner 
to set a competitive market price for more 
established markets and simultaneously offer a 
preferred price to advance global health.

Case study: Developing rapid screening tests for HPV

Cervical cancer kills approximately 270,000 women 
each year, mostly in low- and middle-income 
countries. Although screening programs using 
Pap smears have been successful in high-income 
countries, these programs don’t work well in low-
income nations, where routine tests are difficult 
to perform because of insufficient laboratories, 
technicians, and financial resources. 

Because infection with human papillomavirus (HPV) 
is the primary cause of cervical cancer, HPV screening 
methods are highly sensitive for detecting cervical 
abnormalities. This technology, however, has previously 
been too expensive for low-resource settings. 

In 2003, with funding from the Bill & Melinda 
Gates Foundation, PATH launched the Screening 
Technologies to Advance Rapid Testing (START) 
project. The goal was to facilitate development of 
rapid, affordable HPV-screening methods for low-
income countries. PATH has partnered with QIAGEN, 
a large developer of assay technologies, for this work.

Collaboration between PATH 
and QIAGEN

Because QIAGEN had already developed relevant 
commercial technologies and PATH had been leading 
cervical cancer prevention efforts in the public health 
arena, a public-private partnership was a logical 
choice. Under this partnership, QIAGEN is responsible 
for developing an appropriate test for low-income 
countries, supplying the test for clinical studies, and 
finalizing it for registration and commercial supply. 
PATH, in turn, is responsible for providing high-quality 
tissue samples for product development, conducting 
marketing and industry assessments, conducting 
program and product cost-effectiveness studies, and 
developing an evaluation framework for public health 

programs. Both parties will join forces to drive public 
education and advocacy programs on cervical cancer 
prevention in low- and middle-income countries.

By 2008, QIAGEN and PATH had developed the careHPV™ 
test, which is accurate, safe, simple to use, and 
affordable for low- and middle-income country use. 
Clinical studies in China in 2007 yielded good results.

Following successful completion of research and 
development, as well as appropriate regulatory 
approval, QIAGEN will make the product available 
in select countries with preferential public-sector 
pricing. PATH will complete demonstration projects 
in three continents to generate operational data 
so health officials can compare the test to existing 
options for cancer detection. The new, rapid test will 
likely allow women to be both screened and treated 
in a single visit.

Drivers of a unique partnership

Critical factors that make this partnership unique 
include:

 State of technology: The careHPV™ test was
developed based on QIAGEN’s existing technologies. 
Because the underlying science was already known, 
 the risk of product development failure was small.

 Intellectual property: QIAGEN controls the key 
intellectual property. This avoids the need to 
broker intellectual property for reagents from 
multiple parties.

 Distribution system readiness: Distribution system 
readiness is a major concern because cervical 
cancer screening has not been routinely done in 
low-income countries. The demonstration projects 
will help to decrease barriers to product uptake.
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 In some situations, 
PATH works with our partner to establish a 
limited margin above their cost of goods sold, for 
select geographic areas or markets. For example, 
the partner may agree to only charge a certain 
margin above their cost of goods sold for public-
sector purchase and use in low- and middle-
income countries.

 In very select 
circumstances, we may agree with the partner 
that products will be sold to select regions and 
markets at cost (typically, the public sector in 
low-income countries). This might be a mutually 
acceptable solution in situations where it is a 
“dual-use” product (e.g., a product that can be 
sold in higher-income markets as well as low-
resource settings).

Managing intellectual property

PATH views managing 
intellectual property as 
an important means of 
advancing our mission. 
We do not manage 
intellectual property 
primarily as a revenue 
source for our organization. 

Although receiving royalty income is sometimes 
an option, we can typically achieve a greater social 
impact by foregoing the modest financial revenue 
that could theoretically be realized through royalties 
in return for more robust supply and pricing 
commitments from commercial partners.

We also recognize the importance of intellectual 
property to our partners—and seek to determine an 
intellectual property management approach that will 
ensure global health goals are met while protecting 
critical intellectual property rights. For example, 
will health goals be met if we license the intellectual 
property for use in the public sector in lower- and 
middle-income countries—leaving our partner 
unconstrained to sell in the private sector? Do we 
need to own or license the intellectual property, 
or simply secure residual rights which could be 
claimed in the event that a partner abandons the 
intellectual property?

PATH may generate needed intellectual property, 
license it from an outside entity, or co-generate it 
with a partner. When entering a partnership, PATH 
carefully develops a strategy for managing any 
resulting intellectual property. We also carefully 
consider who has rights to the intellectual property 
when a project ends. By ensuring we have access 
to knowledge developed during a partnership, we 
protect the public sector’s investment in improving 
global health.

Although we sometimes seek access to intellectual 
property through licensing, in other cases, we 
simply seek access to the products made using 
the intellectual property—that is, we obtain 
specific pricing and supply guarantees to fulfill the 
needs of the public sector. Because PATH is not 
a manufacturer, we tend to be more interested in 
making a needed product available than in acquiring 
intellectual property for the product. In such cases, 
PATH typically will gain access to our commercial 
partners’ intellectual property only if agreed upon 
supply and pricing commitments are not met.Supply
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PATH has often pursued the following approaches 
to reach agreements around intellectual property:

 PATH often invests in the intellectual 
property of our partners, without seeking to 
own or license it. In those cases, we focus on 
agreements around pricing and supply, with 
intellectual property rights that are triggered only 
if the partnership does not proceed as planned.

 PATH may seek an agreement in which 
our partner will license intellectual property for 
select geographic regions or markets. In several 
partnerships, PATH has used this strategy 

so intellectual property can be sublicensed 
to an emerging-country manufacturer with 
a lower cost structure. In some cases, we 
distinguish between whether the product will be 
manufactured in those select geographic areas or 
simply sold in those areas or to those markets. 

 In some cases, PATH develops our 
own intellectual property or co-develops it with a 
partner. We have sometimes developed or acquired 
intellectual property that we then licensed 
strategically in pursuit of our global health 
mission. In other cases we have placed such 
intellectual property in the public domain for 
anyone to use. Whether we own the intellectual 
property or not, our goal is to ensure that 
intellectual property is effectively and efficiently 
applied to solve global health problems.

Finally, PATH works to ensure that the knowledge 
that we develop with our partners is made available 
to the broader scientific community. We work with 
our partners to develop a set of standards regarding 
what results will be published and when, to both 
protect critical intellectual property and share 
findings that will accelerate discovery of solutions 
for global health problems. 
 
 
 

Conclusion

Creative partnerships between the public sector 
and private firms can help to advance global 
health goals. Each of these mutually beneficial, 
collaborative relationships is very different from the 
next partnership. Structuring successful partnerships 
begins with our shared goal of improving global 
health, builds upon a mutual respect for each 
partners’ contributions, and requires a skillful 
assessment of joint interests, capabilities, and 
opportunity costs. PATH’s experience suggests 
that frequently the resulting collaborations can 
accelerate product development and access for poor 
populations while preserving commercial goals and 

building shareholder value. By sharing our approach 
with other organizations, we hope to bring health 
within reach for even more people around the world.
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