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NIH: Steward of Medical and Behavioral
Research for the Nation

“Science in pursuit of fundamental
> _ knowledge about the nature and

behavior of living systems...

and the application of that

knowledge to extend healthy life

and reduce the burdens of illness

and disability.”

4 1 ',.H _"!! . 2

i '
; 3
— 5 4 "
L
- . &
-




Partnerships for Public Health

§ Biobanks
§ Biomarkers
§ Drug development




Disease-Specific Cohort Studies
Important for defining disease risk

Northern Manhattan
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Chronic Renal Insufficiency Cohort Study




Large Ongoing Cohort Studies

) Sweden’s LifeGene  |u

Canada’s Partnership for P
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+ Kaiser Permanente Research Cancer and Nutrition

Program on Genes,
Environment, and Health

* Marshfield Clinic
Personalized Medicine
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* American Cancer Society

Cancer Prevention Study | t :."ﬁ And many more!
» National Children’s Study i ' '-"“-_ i
¢ oou THATES « What have we learned?

* Vanderbilt BioVU

* Veterans Affairs Genomic A Can they be |evel‘aged7

Medicine Program

* Prostate, Lung, Colorectal I
and Ovarian Screening Trial () HOW can we partner’?




New Tools Are Available
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Components of Large Cohort Studies

Lots of PLANNING!

Follow-up

Biorepository

Data Access for
Research Partners F‘

Recruitment
and Consent

Questionnaire
and Physical
Assessment




Biobanks/ Large Cohort Studies

| Improving the health of future generations
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Th e F N I H Abbott Laboratories Academy of Molecular Imaging
Am gen Advanced Medical Technology Assoctation

Alliance for Aging Research

B i O m ar k e r S Myii“ Alzheimer’s Association

AstraZeneca American Association for Cancer Research

CO n S O rt i u m BG Medicine American College of Neuropsychopharmacology
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American Health Assistance Foundation
Bristo I'M}" €rs Sqmbb American Society of Clinical Oncology
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Arthritis Foundation
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Kidney Cancer Association
Pfizer Inc. The Leukemia and Lymphoma Society

F. Hoffmann-I.a REoche Michael J. Fox Foundation for Parkinson’s Research
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The FNIH Biomarkers Consortium

Steering Committees:
Neuroscience, Cancer, Metabolic, Immunology

Goals:
Biomarkers for diagnosis (ADNI), treatment (l-
SPY?2), surrogate markers (FDG-PET for Ca)

Funding:
Industry + NIH




The FNIH Biomarkers Consortium

FOUNESIIGN
National Enstinstes of Health

» About Us

» Policies and Procedures
. » Submit a Project Concept
. » News

» Join The Biomarkers Consortium

= Contact Us

* Member Login

biomark

CONSORTIUM

Advancing Medical Science

The Blomarkers Consortium Is a public-private blomedical research partnership
managed by the Foundation for the National Institutes of Health (FMIH) that endeavors
o develop, validate, and qualify biologlcal markers (blomarkers) o speed the
development of medicines and theraples for detection, prevention, diagnosis, and
freatment of disease and Improve patient care.




Partnerships for Public Health
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Few Drugsin the Pipeline

I —
& New molecular entities
‘ Biologic licence applications
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Nature Reviews | Drug Discovery




Drug Development: Who and How?

 Who? AstraZeneca, GSK |leaving CNSIn
2010. Lilly and Sanofi Aventis?

 \Who? Biotech reduced due to reduced VC
Investment.

 Who? Analysis of pipeline reveals few novel
Ideas or molecular entities.

e Who? Cures Acceleration Network
authorized in Health Care Reform




Patient Protection and Affordable Care Act

Entitlad The Patient Prodaction and Afferdable Care Act.

Be it enxcted by the Senate and House of Representxtives of
the United States of Amenca in Congress assembled,

SECTION 1. SHORT TITLE; TAELE OF CONTENT=

(a) SHORT TITLE— This Act may be cited as the “Patient Protec
tion and Affordable Care A,

ib) TABLE OF CONTENTS.—The bable of contents of this Act
izas Mmllowe:

Sec. 1. Shoet title; table of conlants,
TITLE I—JUALITY, AFFORDAELE HEALTH CARE FOR ALL AMERICANS

Sublitle A—Immediate nprovements in Health Care Coverage for All Aanericans
Sec. 1001, Amendmenis to the Public Health Sercos Act.

“PART A—INDIVIDUAL AND GROUF MARKET REFORNS

“FUEFART 1—INFROVING COVERAGE

. 2711, Mo lfstiros or anomaal limits,
. 2712, Prohibition of rescissions.
3, 1% Coverage of peeventiwe health services
271d. Exdension of dependent coverage
. 2715, Dewelopment and ulilization Df unifern explanation of coverage
docuraents and stand aedized defirdtiones
. 2716, Prohibition of discrimdnation based on salary.
, 2717, Essuring the quality of mre,
. 2718 B“.n;l.'i.;dmm the cort of health cars comogs.
2719, Appaals process,
1[II:I'2 HL..ll'l.}l theruranae consumer inbHrmablion
1002, Ensuring that conmmers pet walue Hr their dollars
1004. Efective datas.

Jubtitle E—Immediats Actions to Pressrve and Expand Coweimge

1101. Irnmmediate access lo insumnce for wninsuweed individuals with a poe
existing condition.
1102. Beinsummnece for eady retimees.
1102, Iromediate infemation that allbws corsumers o identify affedable cow
aeraje options
1104, Administrative sinnplifestion.
11045, Efectiw duts.
Subtitle C—Quality Health heurance Covmpe Br All Amermans
FART [—HEALTH INsURANCE MARFET FEFORME
1201. Amendment tothe Public Health Service Act,

SSUEFRART —GENERAL REFORM

“Sec. 2704, Prchibition of preexislin g condition exclusions or other disarimina-
tion based on health satus

ez, 2701 Fair health insuwreance premiunms.




The Cures Acceleration Network (CAN)

Goal: dramatically advance development of new
treatments and cures for debilitating and life-
threatening diseases by reducing barriers
between laboratory discoveries and clinical trials

Authorized budget for FY 2010: $500M

Will provide flexible funding mechanisms

— Grant Awards: up to $15M per award; potential
additional funding in subsequent years

— Partnership Awards: up to $15M, requiring
matching funds ($1 for every $3 awarded by NIH)

— Flexible Research Awards: DARP A-like
research authority




CAN provides aframework for integration
And for process engineering

> Cures Acceleration Network

Assay HTS Prt(z)be Pre- FDA
Dev. Clinical [t

NIH Molecular | 2 | 2|
Libraries = § =} NIHClinical Center,CTSAs

Initiative

New NIH FDA Partnerships




How to improve R&D productivity:
the pharmaceutical industry’s grand
challenge

Steven M. Paul, Damiel 5. Mytelka, Christopher T. Dunwiddie, Charles C. Persinger,
Bernard H. Munos, Stacy B. Lindborg and Aaron L Schacht
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Nature Drug Disc 2010




Partnerships for Drug Discovery 1 ﬁ
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Ghost writing

Biased reporting
Driving health care
Inflation

Marketing (influencing
practice)

Psychiatrists’ Relationships

With Pharmaceutical Companies
Part of the Problem or Part of the Solution?

Thomas K. lesel, M

1w, For tnstance, ELL L1l




Partnerships for Public Health

8 Biobanks Standardization
8 Biomarkers Integration

§ Drug development _
Sharing

GOOD PROCESS WILL NEVER
SUBSTITUTE FOR GOOD PEOPLE OR
GOOD SC' ENCE — Steven Paul, Nature Drug Dev, 2010




The Biomarkers Consortium Governance

The Biomarkers Consortium
Executive Committee

[NIH 7/ FDA / CMS / industry /
general public / FNIH (non-voting)]

~ | |

Cancer Steering Metabolic Neuroscience Other disease-
Committee Disorders Steering or scientific-
Steering Committee area Steering
Committee Committee™

] ]

Project Project Project Project Project Project
Team 1 Team 2 Team 3 Team 4 Team 5 Team 6

* Steering Committees that may be established include those for cardiovascular
and pulmonary disease and inflammatory, immunity, and infectious disease




Initial Approved Project Concepts

Cancer

n FDG-PET Lung and Lymphoma Projects (approved for
execution by the Executive Committee)

Metabolic Disorders
n Diabetes and Pre-Diabetes Biomarker Project

n Evaluate the Utility of Adiponectin as a Biomarker Predictive
of Glycemic Efficacy by Pooling Existing Clinical Trial Data
from Previously Conducted Studies

Neuroscience

n Whole Genome Association in Major Depressive Disorder:
Ildentifying Genomic Biomarkers for Treatment Response

n The NIH Intramural Program as a Generator and Incubator
for PET Radiopharmaceutical Development

FOUNDATION

FORTHE

National Institutes of Health




