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The Questions

• Key influencing developments in policy

• Alignments/differences between:

– Policymakers‟ data needs

– Data being provided by clinical researchers

– Data needed to improve public health

• Influence of policy stakeholders on future clinical 

research

• Can clinical research better support policy decisions

• What are meaningful endpoints to consumers, 

advocates, payers, and policymakers



What Does the Future Hold?
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Context

• Affordable Care Act

– And whatever 
follows…

• Changes in Regulatory 
Environment

• Science Context

• Economic “Downturn” 
& Budget Crisis

• Changes in Market 
Access/Pricing 
Environment

• Alternative 
Opportunities / Needs

– In Medicine

– Outside of 
Medicine…
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Perspective
• Definition of “Privately Funded CNS Clinical Research”:

– Non-Government and Non-Charity  (?”Industry”)

• Consider This Perspective:
– Much of this is the public‟s own “discretionary” money

– If they don‟t pay Academic & Government researchers they go to jail (it‟s 
called tax evasion)

– But with their own money, used to pay “privately funded” research, they 
voluntary “vote with their feet” – voluntary funding of endeavors by market 
capitalization, mostly via professional “expert intermediaries”

– They can often move the money quickly, typically not ideologically driven

– They move resources (money) to where it is believed they will get the best 
return (Academic competition for government funds is fierce? Perhaps, but 
competition for funding is hardly unique…) 

– “They” are probably YOU (TIAA/CREF, Pensions, Mutual funds, Corporate 
Bonds, etc.)

– This market system, “worst except all the others”, dominates the Earth in 
2011 and best creates wealth/health. It necessarily operates in a policy 
framework, parts of which are global and parts of which vary between or even 
within nations.
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Why Ask?

• A very large proportion of CNS clinical research investment 

is from non-government, non-charity sources

• Diverse research (and other) expertise specifically needed to 

develop a new drug resides largely in the private sector

• New treatments are very expensive & productivity is 

declining:

– $1.8 Billion, 14 years, 25 projects, brings ONE new drug to 

market

• Devices and other interventions may sometimes be less/faster

– Total annual NIMH budget ~$1.4 Billion today

• But vast majority of new CNS drugs of the past 35 years have not 

been brought to market by NIMH investment

• Key NIMH mission in “basic science” (e.g., genomics & neural circuits)

• Because we care about improving care in mental health:  

patients, public health, even professional livelihood
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Moves by…GlaxoSmithKline, AstraZeneca, and Merck to back 

away from brain R&D may sound its death knell in Europe and 

put it at risk elsewhere if nothing is done… 
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- “NIMH will not be able to replace pharma”

- NIMH-supported science could yield tools that would re-

incentivize industry to invest (e.g., “quick win-fast fail” lead 

compounds)?

- Need to free up funds by making clinical research more 

efficient

- Hard choices between “new medications” and optimizing 

existing ones





More efficient clinical research* will not solve the 

problem.  Hope is in the ACA initiative for CER to 

sustain CNS clinical research.** 

*also n.b. “quick win/fast fail”, Nature Reviews Drug Discovery 9, 203-214 

(March 2010)

**To be funded by a new tax/fee on health insurers from 2012 forward



Policy Domains Impacting Privately 

Funded CNS Clinical Research

• Access

• Reimbursement

• Price

• Patent Protection

• Risk – science-

related

• Risk – non-science 

related

• Cost of Research

• Cost of 

Commercialization

• Opportunity Cost
1
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(+) RETURN (-) COST / RISK

More Than ACA At Work…



Relevant Policy Domains:

More than ACA

• Access

• Reimbursement

• Price

• Patent Protection

• Risk – science-related

• Risk – non-science 
related

• Cost of Research

• Cost of 
Commercialization

• Opportunity Cost
– Other therapeutic areas

• Immunology, Cancer, etc.

– Non-medical
• Alternative Energy, 

Climate Change, Fresh 
Water, Food Security, 
Biodiversity, Consumer, 
etc.
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RETURN COST / RISK

For Private Investment in CNS:
- Acceptable/Encouraging Perception

- “At Risk” Perception

- Discouraging Perception



Policy Stakeholders Influence 

CNS Clinical Research

• Government policy drives many incentives and disincentives 
for private investment generally and for specific CNS clinical 
research behaviors
– Changes in specific behavior may result (e.g., ICH, EU 

regulation concerning active comparator has stimulated a 
change in CNS research) OR may simply tip the balance 
for/against making an investment at all

– “Thumbs on the Scale” – but don‟t control all factors…
• Burden of regulation (pre- and post-launch)

• Patent protection

• Tax incentives/disincentives

• Payment systems

• Many, many, others…

– Note geographic policy variation can drive geographic choices!

• Stakeholders may encourage specific research supporting 
policy decisions

• Stakeholders may encourage specific research of ideological 
interest or in response to political exigencies

1
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A Research Spectrum

• Discovering New Approaches

• Proof of Possibility

– „Efficacy‟ (e.g. placebo) 

research

• Breakthrough/Transformation

• Role of Serendipity

• Optimizing Existing Approaches

• Realizing the possibility

– Effectiveness & CER

• Incremental Improvement

• Often Benefits from Efficiency 

Mindset
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Private funding has been applied across the spectrum, when 

risk/return have been commensurate

Government funding is also across the spectrum, with tilt toward 

the left side

Arguably, the right side has been chronically underserved



A Research Spectrum

• Discovering New Approaches

• Proof of Possibility

– „Efficacy‟ (e.g. placebo) 

research

• Breakthrough/Transformation

• Role of Serendipity

Opportunity for 
“Jumps” in Care

Hope for Cures

Important CNS Clinical 
Research Needs

{Products, End-Services,

Systems/Processes}

Sustains Staff/Infrastructure

-“Rapid Return” for 
patients, advocacy, 
etc.

- Insights for Policy 
Stakeholders

-CER / Health 
Services / Economics 

• Optimizing Existing Approaches

• Realizing the possibility

– Effectiveness & CER

• Incremental Improvement

• Benefits of Efficiency Mindset
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A Research Spectrum

• Discovering New Approaches

• Proof of Possibility

– „Efficacy‟ (e.g. placebo) 

research

• Breakthrough/Transformation

• Role of Serendipity

(+) Cures Acceleration 
Network

(+) A Growing Quality 
Enterprise

(+) Information 
Technology

(-) Declining Pharm 
Investment

- Products

- End-Services

- Systems/ 
Processes

PCMH, ACO…

(+) Patient Centered 
Outcomes Research Institute

(+) CER funding

(+) Needs/Demands of 
Payers

(+) Economic and 
Demographic pressures

(+?) Non-pharm private funds

• Optimizing Existing Approaches

• Realizing the possibility

– Effectiveness & CER

• Incremental Improvement

• Benefits of Efficiency Mindset
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Reasons for Hope

• Enormity of Unmet Need

• Strength of Advocacy

• Growth in Global “Middle Class”

• Advancing Understanding of Biology

• Individual Altruism



The Future of Privately Funded CNS 

Clinical Research

…And so these men of Indostan

Disputed loud and long,

Each in his own opinion

Exceeding stiff and strong,

Though each was partly in the right,

And all were in the wrong!

…They prate about an Elephant

Not one of them has seen! 
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And Illuminated Part of the Truth…

Stimulated Thought.  Broadened Perspective.


