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EXECUTIVE SUMMARY

Partnerships involving collaborations between the pharmaceutical industry, government
agencies, academics, foundations, and independent nonprofit organizations hold promise for
addressing unmet needs in medical product research and development. Effective
partnerships can enhance access to innovation, reduce risk, and manage costs and may
provide a means for steering research and development investment to address societal
objectives. The numerous public-private partnerships (PPPs) that have emerged over the
past 20 years reflect different models of operation and different approaches to aspects such
as the partnership objective, participants and their roles, intellectual property (IP) policies,
funding sources, and governance.

In response to the growing interest in PPPs as a method for advancing drug development,
the Department of Health and Human Services’ Office of the Assistant Secretary for
Planning and Evaluation (ASPE) commissioned an analysis of the factors that contribute to
the success of PPPs. This analysis, conducted by RTI International, examined partnership
structures, approaches, and outcomes to identify the key components needed for
partnershipsto thrive. The study also examines the evolution of partnership characteristics
in response to the changing product development environment over the last 20 years.

E.1 Framework for Analysis

The PPPs included in this analysis were restricted to PPPs focused on drug development,
defined in this study as small molecule and therapeutic biological products. Each partnership
included was categorized according to its therapeutic area(s) of focus: oncology, central
nervous system, cardiovascular disease, infectious disease, rare and genetic diseases
addressing therapeutic areas outside of the previous four categories and general drug
development. These six therapeutic areas captured the majority of PPPs of interest and the
diverse methods of structuring, funding, and implementing a partnership. We later refined
these topic areas to three primary topic areas of interest (i.e., oncology, cardiovascular
disease, and infectious disease).

Partnerships between industry, academia, and governments have been formed to develop
new therapeutics more efficiently and effectively. The partnership objectives are a major
determinant of their approach to composition, governance, funding requirements, IP
policies, and measures of success. To begin the analysis, RTI divided the PPPs into two
major categories based on their objectives:

¢ Product Development Partnerships (PDPs): The objective of these partnerships
is to develop a new medical product for prevention, diagnosis, or treatment.

e Enabling Technology Partnerships (ETPs): These partnerships are often labeled
as “precompetitive,” as they do not seek to develop a proprietary medical product.
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Analysis Report: Understanding the Role of Partnerships in Medical Product Development

Rather, their objective is to develop tools, methods, or knowledge to support medical
product development.

We developed Analytical Frameworks for these two categories of partnerships to assess key
structural elements that facilitate the successful completion of their objectives. Successful
partnerships are defined as those that have achieved their objectives for formation and
operation, advancing effectively toward the overall goal of their partnership to develop a
specific medical product or to develop tools, methods or knowledge to support medical
product development. These frameworks are an adaptation of a standardized and widely
accepted public health intervention framework for measuring performance by displaying
relationships between input resources, activities, outputs, and system-level outcomes
(Handler, Issel, & Turnock, 2011; CDC, 2014).

The analytical frameworks enable a structured analysis of partnerships for medical product
development, illustrating the relationship between the inputs and activities of the
partnership and the targeted outputs, outcomes, and impact for public health. In addition,
they show the increasing influence of external threats and facilitating factors as these
external factors become more distal to the foundational constructs and direct activities of
the partnership. By analyzing these constructs and the relationships between them, one can
examine the elements of successful partnerships and areas to support growing partnerships
to achieve greater success.

E.2 Application of the Framework

We analyzed data from 84 partnerships. Key findings regarding success factors across
partnerships are presented here.

Broad Goals and Small Successes: It is important to have both broad goals and small,
measurable steps (short-term successes or milestones) at the inception of the partnership.
Broad goals define the long term outcome for which the partnership was formed.
Incremental, early successes can provide the partnership with internal and external
credibility and allow the partners to feel more deeply engaged and to envision ways to
accomplishlarger, longer-term goals together.

Diverse Stakeholder Inclusion: Industry, government, donors, regulatory bodies, and
non-profits/other stakeholder groups all have a particular role in the formation of the
partnership. In setting the priorities for the partnership, it is important to engage industry
as an essential participant from the beginning.

Early Agreements: Setting up initial agreements appears to be crucial for partnership
success and minimizing challenges in the future of the partnership. Agreements may
address IP, publishing policy, or data sharing.
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Partnership Flexibility: Although itis important to work in a collaborative process to
establish initial partnership agreements, it is also important to have flexibility built into
partnerships to revisit milestones and agreements regularly.

Harnessing Synergies: Build mutual benefits for multiple partner goals through the
following:

e share best practices among participants;

e establish best practices and re-using key elements of IP agreements and other
agreements after successful implementation;

e add partners incrementally instead of building new partnerships;

e develop and/or use a central agency or umbrella organization with administrative,
regulatory, and legal agreement expertise to support multiple partnerships rather
than each partnership developing internal capability;

e hold frequent team meetings to foster open communication needed to identify
possible efficiencies as well as problem areas that could be best addressed by all
partners.

Mutual Goals: One should not assume that all partnership members share a common

perception of partnership goals and success. A clear vision of the goals of the partnership
must be developed in an open, direct dialogue among the partners across sectors.

A critical activity suggested for clarifying goals of a partnership is the development of a
target product profile that includes factors across the value chain from therapeutic efficacy
and safety to manufacturing, cost, and supply chain considerations.

Passing It Forward: Partnerships share best practices. Effective methods to facilitate
sharing have included:

e develop toolkits that outline early partnership agreements;
e directly mentor a new partnership;

e members of a mature partnership become members of newer partnerships’
governing boards.

Funding Considerations: To prevent dependence on one funder, partnerships seek
diverse and sustainable funding. Some partnerships strategize to not have more than 25%
of their support from one funder. Others have a goal of a long-term funding commitment
within their partnership. The most successful partnerships examined in this study could
continue their work at their current level of effort for at least 9 months to 2 years without
securing additional funding.

ES-3



Analysis Report: Understanding the Role of Partnerships in Medical Product Development

Partner Engagement and Commitment: Among the most successful partnerships we
noted a deeper level of partner commitment and buy-in. Partners contributed in a variety of
ways. For example, successful partnerships:

e were more likely to acknowledge and to be sustained by both in-kind and financial
resources (examples of in-kind resources included donated lab space or materials);

e have members representing diverse sectors (industry, academic, non-profit, and
government), who often co-authored publications and co-presented at press releases
or conferences.

E.3 Key Factors for Success Unique to PDPs and ETPs

E.3.1 Key Success Factors for PDPs

Full Pipeline: With an objective of developing a medical product, a PDP has a much greater
likelihood of success with a full pipeline of drug candidates, as is the practice in the
pharmaceutical industry. The high failure rate in drug development demands a development
pipeline of multiple candidates from differing classes with different mechanisms of action.

Staff with Pharma Experience: A partnership’s success in drug developmentand
regulatory approval benefits from inclusion on the staff of individuals with pharmaceutical
industry experience.

Engagement of Partner Senior Management: The extended timeline for drug
developmentincreases the probability of staff turnover within a PDP’s partner organizations
in either the public or private sector. With the departure of the partner’s key staff
member(s), the commitment and strong support of the partner organization can be lost. To
build sustainable support of partner organizations, successful PDPs have engaged Senior
Management in the partner organizations to facilitate continuity of commitment to their role
in the PDP.

E.3.2 Key Success Factors for ETPs

Strong Industry Role in Defining Objectives: The most successful ETPs engage industry
partners in defining those precompetitive needs that would improve the product
development process. Input by public sector agencies and academia, combined with a
strong industry role in defining objectives, is important to the medical product industry’s
participation in the partnerships and utilization of the outcomes for product developmentin
all sectors.

Shared Infrastructure Elements: Many of the most successful ETPs benefit from
operating within an umbrella organization that provides established management,
regulatory, and financial systems to minimize overhead costs and start-up delays. Examples
include the partnerships within the Foundation for NIH (FNIH) and the Innovative Medicines
Initiative (IMI).
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E.4 Evolving Partnership Models

Over the past 20 years of PPP formation, partnership models have evolved beyond PDPs and
ETPs to improve their efficiency and effectiveness in response to changes in the technical,
regulatory, and business environments.

Umbrella Organization: One example of evolving models is the emergence of a central
management entity or "umbrella” organization model used increasingly by PPPs, especially
ETPs. The objective of an umbrella organization is to support the efforts of multiple
partnerships, providing an infrastructure and an efficient approach for sharing resources and
knowledge in the establishment and operation of new partnerships. Examples of umbrella
models include FNIH, the Critical Path Institute (C-PATH), and IMI.

The umbrella organization can offer a proven infrastructure for funding coordination, IP and
legal services, and general business management advice that may relieve individual PPPs
from investment in these services, thus allowing them to maintain a focus on their mission.
Successful umbrella organizations can also establish best practices and adapt or re-use key
elements of IP agreements and other agreements after successful implementation.

Hybrid Umbrella Organization: The continuing evolution of partnership models to
address emerging needs is seen in the new “hybrid umbrella” model. While umbrella
organizations have focused primarily on enabling technology development, a recent hybrid
umbrella organization model has emerged in which both PDPs and ETPs are included within
one umbrella partnership. The 2012 formation of the IMI hybrid umbrella partnership, New
Drugs for Bad Bugs (ND4BB), was the first hybrid umbrella organization. This organization
took a novel, integrated approach to launch four sub-partnerships that included both
product development and enabling technology activities.

An ongoing understanding of the key factors for partnership success can inform the
continued evolution of partnerships and enhance their contributions to the development of
new medical products.
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1. BACKGROUND

Partnerships involving public sector organizations, academia, and pharmaceutical companies
hold promise for addressing unmet needs in medical product research and development.
Effective partnerships can enhance access to innovation, reduce risk, and manage costs and
may provide a means for steering R&D investmentto address societal objectives. In some
therapeutic areas, the trend of industry reducing investment and engagement has
stimulated U.S. and European agency initiatives such as the Critical Path Institute (C-PATH),
Foundation for NIH (FNIH), and the Innovative Medicines Initiative (IMI).

Collaborations between the pharmaceutical industry, government agencies, academics, and
independent non-profit organizations have demonstrated the potential of joint efforts to
discover and advance new drugs and vaccines in areas of need. Successful partnerships
have confirmed the feasibility and value of bringing together the resources, expertise, and
facilities of government, academic, philanthropic, and private industry participants. The
numerous public-private partnerships (PPPs) that have emerged over the past 20 years
reflect different models of operation and different approaches to aspects such as the
partnership objective, participants and their roles, intellectual property (IP) policies, funding
sources, and governance.

In response to the growing interest in PPPs as a method for advancing drug development,
the Department of Health and Human Services’ Office of the Assistant Secretary for
Planning and Evaluation (ASPE) commissioned an analysis of the factors that contribute to
the success of PPPs. This analysis, conducted by RTI International, examined partnership
structures, approaches, and outcomes to identify the key components needed for
partnershipsto thrive.

Prior studies have examined public-private partnerships (Table 1.1). Pozen & Kline (2011)
used metrics such as diverse funding, development pipeline, and scientific knowledge as key
elements of successful partnerships. FSG Social Impact Advisors (2007) also evaluated PPPs
using metrics such as agreements on IP and commercialization strategies. Finally,
FasterCures (2013) used similar partnership characterization parameters including mission,
IP policy, governance, oversight bodies, and secure funding. The work of Buse and Harmer
(2007) also reflects these key elements, with an emphasis on the need for ongoing
oversight and performance assessment across performance areas.
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Table 1.1. Studies Characterizing Medical Product Development Partnerships

Study Title Authors Partnership Parameters
Defining Success for R. Pozen and H. Funding, talent, creation of research pipeline,
Translational Research Kline (2011) validation through publication and oversight,
Organizations dissemination, external uptake, and

collaboration

Toward a New Approach to | FSG Social Impact R&D to commercialization, organizational
Product Development Advisors (2007) strength, enabling environment health Impact
Partnership Performance
Measurement
Consortia-pedia FasterCures (2013) Mission and governance, financing, human

capital, IP, data-sharing, patient participation,
measurement of value and impact

Seven Habits of Highly Buse and Harmer International alignment, stakeholder
Effective Global Public— (2007) representation, effective approach, operating
Private Health procedures, oversight, financial resources,
Partnerships: Practice and partner role negotiation

Potential

RTI expands on these partnership characterization studies by analyzing key elements for the
success of a partnership across a range of measures including overall structure and
objectives as well as inputs, activities, short-term outcomes, mid-term outcomes, and long-
term outcomes. These elements and theirimpact on success of the partnership are
examined in this report.

This report will explain our analytical process through the following steps:

e Develop an analytical framework, informed by an environmental scan and literature
review. These findings were supplemented with information gathered from expert
roundtables (Section 2).

e Apply the assembled information to an analytical framework. This effort includes (1)
analyzing data for all partnerships relative to the analytical framework, (2)
examining the interrelationship of and dependence between the constructs in the
analytical framework, and (3) examining how the relationships of the constructs in
the framework might lead to successful partnerships (Section 3).

e Synthesize the partnership characteristics that correlate with successful partnerships
and describe common characteristics of partnerships and types of partnerships that
have experienced success (Section 4).

e Discuss characteristics of success noted in the partnerships’ planning, formation, and
ongoing operations time periods (Section 5).

e Summarize the value and evolution of partnerships (Section 6).
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2. METHODS: DEVELOPING A FRAMEWORK FOR ANALYSIS

RTI used an iterative, mixed methods approach to analyze trends in successful PPPs. We
began by conducting an environmental scan to identify PPPs for medical product
development and to determine how to categorize these PPPs and what information from
them to evaluate. We then conducted a literature review to refine this information into an
analytical framework and analyzed each partnership based on the framework. Next, we
convened expert roundtable participants to supplement information that was unavailable
through literature and other sources. The aggregate information resulted in a finalized
analytical framework that was used to evaluate partnerships by their relative success in
achieving their stated goals. Figure 2.1 outlines this process.

Figure 2.1. Process for Developing an Analytical Framework for Public-Private
Partnerships

*Resulted in

*Resulted in *Supplemented *Each construct
categoriesof Partnership information within the analytical
partnerships Analytical from literature framework is
(PDPVsETP) Framework review evaluatedto garner

*Resulted in (Figures2.3and *Resulted ina a clear picture of
general 24) more complete successful
constructsfor *Resulted in picture of partnerships using
deeper significant data successful data fromthe
analyss about successful partnerships literaturereview

partnerships and expert

roundtables

The PPPs included in this analysis were restricted to PPPs focused on drug development,
defined in this study as small molecule and therapeutic biological products. We removed
partnerships focused on vaccines, diagnostickits, and biomedical research. Each partnership
included was categorized according to its therapeutic area(s) of focus. Initially, we
considered six therapeutic areas, including oncology, central nervous system, cardiovascular
disease, infectious disease, rare and genetic diseases addressing therapeutic areas outside
of the previous four categories, and general drug development. These six therapeutic areas
captured the majority of PPPs of interest, and the diverse methods of structuring, funding,
and implementing a partnership. We later refined these topics areas to three primary topic
areas of interest (i.e., oncology, cardiovascular disease, and infectious disease). We chose
these three because they included the most partnerships from the initial environmental scan
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and retained the representation of diverse partnership structures and methods for
implementation.

We examined partnerships individually even if they are included in a central management
entity (i.e., umbrella organization) that manages several partnerships. For example, the
IMI, C-PATH, and FNIH all host many partnerships with varied goals. Partnerships within
these umbrella organizations often have differences in objectives, funding, and governance.
We examined these differences as well as common factors and policies across those
partnershipsin the analysis.

2.1 Categories of Partnership

Partnerships between industry, academia, and governments have been formed to develop
new therapeutics more efficiently and effectively. The partnership objectives are a major
determinant of their approach to composition, governance, funding requirements, IP
policies, and measures of success. To begin the analysis, RTI divided the PPPs into two
major categories based on their objectives:

e Product Development Partnerships (PDPs): The objective of these partnerships
is to develop a new medical product for prevention, diagnosis, or treatment. We
defined three major categories of partnerships within PDPs: Independent Entity,
Partnering Platform—Public Sector, and Partnering Platform—Private Sector (Table
2.1)

e Enabling Technology Partnerships (ETPs): These partnerships are often labeled
as “precompetitive,” as they do not seek to develop a proprietary medical product.
Rather, their objective is to develop tools, methods, or knowledge to support medical
product development. We defined four major categories of partnerships within ETPs:
Independent Entity, Partnering Platform—Public Sector, Partnering Platform—Private
Sector, and Knowledge Sharing (Table 2.2).

Table 2.1. Product Development Partnerships
Categories Description Examples
Independent Selects compounds, funds and provides Global Alliance for TB Drug
Entity centralized direction of drug development Development,
studies Medicines for Malaria Venture,

Cancer Research Institute Clinical
Accelerator

Partnering Convener and funding organization that Multiple Myeloma Research

Platform— brings together industry and academia, Consortium,

Public Sector

providing funds for drug development
studies directed by grantee

Progeria Research Foundation,
Consortium for Parasitic Drug
Development

Partnering
Platform—
Private Sector

Pharma company funding and
collaborations with academics for drug
discovery and development jointly directed
by grantee and pharma

Centers for Therapeutic Innovation
(Pfizer)
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Table 2.2. Enabling Technologies Partnerships
Structure Description Examples
Independent Establishes and manages public-private Critical Path Institute,
Entity partnership to define and fund Cardiac Safety Research Consortium
development of an enabling tool, method,
or knowledge for drug development
Partnering Convener and funding organization from Biomarkers Consortium,
Platform— public sector that brings together industry IMI,
Public Sector and academia, providing funds for enabling | ASEAN-NDI

tool, method, or knowledge for drug
development

Partnering
Platform—
Private Sector

Convener and funding organization from
private sector that brings academia
together with industry, providing funds for
enabling tool, method, or knowledge for
drug development

Tres Cantos Open Lab Foundation,
Lilly Drug Discovery Initiative

Knowledge
Sharing

Coordinating entity and executive
committee to define and fund an enabling
tool or knowledge for drug development

WIPO Re:Search,

Project DataSphere,

The European Rare Diseases
Therapeutic Initiative

In our analysis, we found a changing environment over time in the types of partnerships
being formed, with a predominance of PDPs in the 1998-2004 time period, followed by an
increasing number of ETPs thereafter, as shown in Figure 2.2. This trend reflects the growth

of PPPs from focusing primarily on developing treatments to precompetitive tools.

Figure 2.2. Time Trends and Number/Types of Partnerships Formed
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2.2 General Constructs

The categories of measures (i.e., general constructs) analyzed are: partnership
characteristics, composition, business practices, and governance. These four general
categories ultimately will inform the analytical framework and the subsequent topics for
analysis.

¢ Partnership Characteristics were gathered to learn about topics such as the
partnership’s size, age, mission, objectives, etc.

e Compositionrefers to who is a part of the PPP (e.g., industry, academic,
government, foundation, or other third party).

e Business Practices refers to the organizational policies of the PPP.

e Governance refers to the composition and type of governing bodies of the PPP.

2.3 Analytical Framework

The information gathered in both the environmental scan and subsequent in-depth literature
review informed the development of the analytical framework for the evaluation of PPPs.
The Public-Private Partnership Analytical Framework is an adaptation of a standardized and
widely accepted public health intervention framework for measuring performance by
displaying relationships between input resources, activities, outputs, and system-level
outcomes (Handler, Issel, & Turnock, 2011; CDC, 2014). Our analytical framework format is
guided by an analytical framework developed by the government of Alberta to assess their
health system (Alberta Government, 2013). This framework uses a hierarchical structure to
diagram input, activity, output, and outcome constructs, which are supported by
foundational constructs. Thus, the analytical framework evaluates both process and
outcome measures. Analysis of the key constructs of inputs, outputs, and outcomes of
partnerships were guided by the Analytical Framework presented in the PDP and ETP
analytical frameworks described in Analytical Frameworks below (Figures 2.3 and 2.4).
While similar, two frameworks were developed to denote some of the differences between
PDPs and ETPs. Within each general construct, we organized information by inputs,
activities, outputs, and outcomes of each partnership (Table 2.3). Constructs are depicted in
the small boxes of Figure 2.3 and 2.4. The framework organizes these constructsin
hierarchical form displaying the relational paths from inputs toward outcomes.
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Figure 2.3. Product Development Analysis Framework
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Figure 2.4. Enabling Technologies Analysis Framework
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Table 2.3.

Definitions of Organizing Constructs

Concept

Definition

General
Constructs

The categories of performance measures are partnership characteristics,
composition, business practices, and governance. These four pillars form the
foundational constructs and base of the framework that defines subsequent input
categories.

Inputs

Inputs are resources used to produce results. For example, funding and staff are
needed to conduct research. Without sufficient and appropriate inputs, the
partnership’s activities would not be possible.

Activities

Activities are the actions the partnership conducts to fulfill its mission. Without
conducting these activities, the partnership would be unable to achieve the
outcomes stated in their missions and objectives.

Outputs

Outputs are the partnership’s direct results, achievements, products, or services
delivered by the partnership. The partnership’s outputs are necessary to meet the
partnership outcomes.

Intervention
Outcomes

Intervention Outcomes are the medium-term results from the partnership. These
outcomes can take 7 or more years to achieve, but reflect the partnership’s goals.
An example of an intervention outcome can be the adoption of a new tool or the
development of an effective product.

System
Outcomes

System Outcomes are the medium- to long-term results from the partnership’s
efforts. These outcomes often take more than 10 years to achieve and, in the case
of ETPs, reflect changes to the systems that influence drug translation and
development. In PDPs, the outcomes increase the effective treatment options for
the targeted therapeutic area.

Impact

The impact is the long-term results of achieving specific outcomes. The
characteristics of the outcome have a substantial influence on impact. For example,
a breakthrough new therapeutic with a new mechanism of action will likely have
greater impact than an incremental improvement on an existing class of drugs.
Impacts are generally population-level goals, which may take many years to
achieve. The failure of any one factor within inputs, activities, outputs, and
outcomes does not guarantee the failure of achieving this impact; however, it may
significantly reduce the likelihood of success. In addition, the success of all
preceding factors does not guarantee a successful impact, as the influence of
external factors can limit the success of a project.

2.4 Data Capture from Literature Review

We developed the analytical framework so that characteristics common among successful
PPPs could be analyzed. In order to analyze this information, we developed a standard
definition as well as measures. Our definitions and measures built upon the work of Pozen,
FSG Social Impact Advisors, FasterCures, and Buse and Harmer (Table 1.1), and were
supplemented by consulting with experts to refine the measures we developed and used to

analyze each construct.
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Inputs

Inputs describe the various resources dedicated to a program, in this instance, to develop
and sustain a PPP. From the literature review we determined the key inputs that contribute
to the foundational stability of a PPP (shown in Table 2.4 for both PDPs and ETPs). Table 2.4
states the construct (i.e., input), defines the input, and defines the quantitative or
categorical measure used to evaluate the input. Inputs are usually assumed to be a
component of the type of logic model used for our framework and rarely analyzed.

Table 2.4. Inputs for Public-Private Partnership Analytical Framework
Construct
(Inputs) Definition Key Measures
Diverse and Diverse and sufficient funding indicates # of sources of funding for
Sufficient that a partnership has adequate funds partnership
Funding and varied funding sources to % of funding from biggest funder for
accomplish its goals and objectives. partnership
# of sources of funding for umbrella
organization
% of funding from biggest funder for
umbrella organization
Funds sufficient to complete
partnership objectives (provide ratio)
Funding contingencies or restrictions
Mission, Mission, outcomes, and objectives refer Clearly stated mission
Outcomes, to a partnership having a stated Clearly stated outcomes
Objectives mission as well as a set of outcomes o
and objectives that the partnership is Clearly stated objectives
striving to obtain. Measureable objectives and/or impact
From whom is the information
generated and to whom is
partnership’s assistance focused?
Research Partnerships often have a defined Clearly stated research agenda
Agenda rest_earch agenda that mcludes specific Profile of target product (product
topics. Some partnerships focus on development)
their established research agenda, ] )
while others modify from their original Profile of target tool (enabling
agenda based on experience in the technology)
partnership’s activities and external
factors.
Multi-sector The nature of a partnership Sector responsible for initiating
Inclusion necessitates that more than one sector partnership

be included in the partnership. Multi-
sector inclusion focuses on which
sectors are included, how many
partners from each sector are included,
and the role and the level of
involvement by each sectorin the
partnership.

# of sectors represented
Total number of partners
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Table 2.4. Inputs for Public-Private Partnership Analytical Framework
(continued)
Construct
(Inputs) Definition Key Measures
Staff Staff refers to the need to have Staff clearly stated (names)
sufficient and appropriate staff to Staff organized by responsibilities
execute the research agenda and (work titles)
partnership activities.
How many working groups are in
partnership?
Staff with relevant experience and
training
Intellectual IP policy refers to the existence of an Clearly stated IP policy

Property (IP)
Policy

IP policy or policies for the
partnership developed in consultation
with all participating sectors.

IP policy developed with stakeholders
and partners

Partner
Accepted
Memorandum of
Understanding
(MOU)

Partner accepted MOU refers to the
partnership having a chartering
document that accounts for the needs
of each partner and establishes a
partnership membership. The MOU
will include the roles and
responsibilities of partners and the IP
policy. Partners would include private
sector organizations, patient
representative organizations,
government agencies, and non-
profits.

Clearly stated MOU or other Partnership
Agreement Form

MOU/agreement developed with
stakeholder and partners

Communication | Communication refers to established Expectations for partner participation
co?munlcatl?n ch?nelsh.schegulte Regular press releases and publications
and process for partnership updates, regarding partnership
and productive communication styles
to carry out activities of the Presentations to stakeholders
partnership.

Oversight The oversight body input refers to the Any oversight body(ies)

Bodies presence of governing or oversight

bodies for the partnership. These
bodies may include a board of
directors, a scientific advisory
committee, an executive committee,
an external auditing organization, and
other guiding entities for the
partnership. Ongoing assessments by
oversight bodies have the benefit of
communicating progress to staff and
stakeholders, providing feedback to
funders, and identifying areas for
improvement.

Scientific advisory group
Executive board

Source: Lavinghouze et al., 2013
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Activities

The aforementioned inputs prepare a partnership to conduct activities aimed at fulfilling the
partnership’s mission. These partnership activities are common to PPPs and describe their
program’s processes for achieving its goals and mission. Both PDPs and ETPs have many
activities that are common to both types of partnerships; however, some unique activities
exist for PDPs and ETPs as well. Table 2.5 lists the activities for PDPs and ETPs.

Table 2.5. Activities for Public-Private Partnership Analytical Framework*
Construct
(Activities) Definition Measure

Conduct Conducting research can include Development plan—activities,

Research preclinical, Phase 1, 2, and 3 dependencies, timelines and budget for

(Product clinical trials. each development project; interim

Development) milestones identified and process for
objective review to assess progress
Go/no-go decision points identified,
process for objective assessment
defined
Process for identifying, selecting, and
monitoring qualified CROs
Plan (feedback plan) for
meetings/reviews by project team,
partners, and scientific advisory
committee
Regulatory discussions and plan for
approval pathway

Develop and ETPs often create and evaluate Project plan prepared for developing

Assess Tools tools to aid product translation. the tool

(Enabling Go/no-go decisions incorporated in

Technology) /no-g 5

project plan

Partner responsibilities and approach
defined in plan

Open Sharing of
Findings in
Partnership
(Enabling
Technologies)

Information and discoveries made
by the partnership are shared with
all partners to facilitate the building
of enabling tools for product
translation.

Of note: This activity was not
included in the PDP activities
because some partners within PDPs
retain some proprietary information
orIP.

Project portal for all partners

Who has access to the information/
products/tools developed by PPP?

Is this different from the intended
audience stated

Periodic partner updates

Internal
Knowledge
Sharing

Knowledge sharing refers to a
range of activities including
academic publications, distribution
of reports, or conferences hosted
by the partnership.

Is there support for publications,
presentations, or articles?

Scheduled presentations for
stakeholders (internal and/or external)

Communication of progress on website
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Table 2.5. Activities for Public-Private Partnership Analytical Framework
(continued)
Construct
(Activities) Definition Measure
Partner The ability to attract and retain # of new partners each year
Recruitment and | partners in a partnership or add o L
Retention additional partners when necessary o of partners remaining from

must be a deliberate and ongoing
effort.

beginning to end

Active Partner
Participation

In addition to maintaining or
growing the number of partners,
partnerships must make a
deliberate effort to keep partners
engaged and working toward
commongoals.

Partner contributions (financial or in-
kind)

Frequency of partnership meeting

Partner Participation in stakeholder
meetings

Secure Funding

Partnerships should plan, staff, and
implement efforts to secure,
sustain, and grow financial
resources for the partnership.

Business plan outlining financial
objectives

"Partnership has grown over time
(current revenue funding/inception
revenue funding)"

"Partnership has grown over time
(current income funding/gross income
from 5 years ago)"

Clearly stated person(s) responsible for
finances and fundraising

# of total donors since start

# of new donors per year

Staff Hiring and
Training

Appropriate expertise must be
available to hire and train new staff
to ensure they are capable of
executing their roles to their
highest potential.

Job descriptions developed and
distributed

Plan for recruiting staff

Time between position opening and
hiring

Use of recruiting companies

What is the function of working group?

Partnership
Oriented
Negotiations

Partnership oriented negotiations
refers to the active engagement in
discussing and responding to the
needs of all partners.

IP agreement developed with partners

IP agreement on specific projects
developed with partners

Partners represented in decision
making process

(continued)
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Table 2.5. Activities for Public-Private Partnership Analytical Framework

(continued)
Construct
(Activities) Definition Measure
Internal and Oversight includes regulatory, = # of oversight bodies
External scientific, ethical, financial, legal, . : :
Oversight and management or staff guidance Type of oversight bodies
and management. = Oversight bodies produce actionable

directions
= Scientific oversight (if applicable)—2 or
more times per year

* Financial oversight—establish schedule
and process for internal review

* Financial oversight—retain external
audit

» Financial oversight—report financial
status to board 2x per year

* Oversight—public reporting of
financials available

* Overall management oversight—board

convenes 2x per ye