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Background and Objectives
On October 14, 2015, the Critical Path Institute (C-Path)
announced the launch of the Critical Path for Parkinson’s
(CPP) Consortium (Ref 1), a newly-founded global publicprivate-partnership focused on precompetitive data-sharing
and regulatory science to transform and accelerate drug
development for Parkinson’s disease (PD). CPP is a global
partnership uniting a non-profit funding charity, Parkinson’s
UK, and a non-profit organization formed in response to
FDA’s Critical Path Initiative (Ref 2), the Critical Path Institute,
together with the pharmaceutical industry, academia/
scientific advisors, and patient-advocacy groups/charities
into one international consortium with common vision,
goals, and strategy (Figure 1).
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It is CPP’s vision to make clinical trials work more efficiently
for patients, companies and regulators, and foster important
advances in treatment, by working together to create a new
consensus on regulatory issues in trials in early Parkinson's.
CPP aims to create a quantitative model of Parkinson’s
progression from its earliest stages that will allow
researchers to optimize clinical trial design for faster and
more effective testing of novel therapies (Figure 2).
Traditional Drug
Development
Approach

Reliance on limited information and
experience based on:
• A small set of key opinion leaders
• Small, possibly outdated datasets
• Last paper bias

Consortium-Managed Data and
Quantitative Model-Based
Drug Development Approach

A modern consortium-based approach
based on:
• Integrated global datasets including
relevant populations and endpoints
• Quantitative models of disease
progression, patient population and
endpoint behavior
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Results
• In close collaboration, C-Path and Parkinson’s UK
identified and targeted the right talents and motivated
partners that would be vital in building a sound
consortium. Relationship building, frequent face-to-face
communication, and targeted, consensus meetings were
key to success:
– Communicate the need for data sharing and
importance to the patient community (3rd World
Parkinson’s Congress, Montreal, Canada, October
2013).
– Delineation of an inventory of relevant data laying the
groundwork and substrate for a data-driven
consortium.
– Science-focus meeting with key opinion leaders,
regulators, and stakeholders (London, UK, May 2014).
– Consensus publication articulating the catalytic power
and roadmap of the consortium approach (Ref 3).
– Detailed layout of scope, goals, budget, and vision in a
comprehensive Research Plan and within the
Membership Agreements.

Conclusions
CPP’s success is measured by the time and organizational
investment it took from the very first “seed” idea leading to
full execution and day-to-day management of this multinational consortium. Key focus items included (Figure 4):
• Thorough assessment of the landscape and need.
• Search for and recruiting of like-minded partners and
development of trusting relationships.
• Crystallizing early agreement on scope, clear budget
requirements, definition of milestones and deliverables.
• Securing of an appropriate budget.
• Focused recruitment of key stakeholders and consortium
members to enable the vision and plan, and to drive
results and timelines.
• Sound day-to-day operational management with
dedicated focus on milestones and deliverables, legal,
contractual, and budgetary considerations.

• Expedited Membership Agreement execution with
founding members (Figure 3):
– August 2015: Sponsored Work Agreement - Critical
Path Institute and Parkinson’s UK - executed
– November 2015: Lilly, Pfizer, and UCB joined
– December 2015: AstraZeneca, AbbVie, and Merck
joined
– January 2016: Biogen joined
– June 2016: Lundbeck joined
• Continued outreach and recruiting of non-profit patientadvocacy organizations, government agencies, scientific
advisors, and academia (Figure 3):
– November 2015: EMA assigned a liaison to CPP
– January 2016: FDA assigned a liaison to CPP
– February 2016: NINDS joined in “liaison role”
– March 2016: Michael J. Fox Foundation joined
– January through March 2016: Eight CPP Scientific
Advisors recruited
– April 2016: Davis Phinney Foundation joined
– May 2016: The Cure Parkinson’s Trust joined
• Dedicated focus on sound contract development and
negotiation utilizing in-house legal counsel, maintenance
of membership agreements and related documentation,
sound project management, data security considerations,
confidentiality, etc.

Figure 4
Key consortium
management
components that
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success

The above process has resulted in CPP operationalizing its
vision to become the main international vehicle to combine
detailed patient data, expertise in clinical trials from industry
and academia, and the unique neutral facilitator role of nonprofit organizations, to develop new regulatory agencyendorsed drug development tools based on the most
current scientific insights into early Parkinson's.
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Figure 2 Benefits of a non-traditional, data and quantitative model
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