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Building
Bridges to
Breakthroughs

Science has the power to cure, but no single
organization can do it alone.

The FNIH is a non-profit organization charted by

Congress and launched in 1996 to support the
mission of NIH.

We connect world-leading NIH researchers with the
ingenuity and expertise of public and private sector
leaders to accelerate medical breakthroughs.
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Biomedical
INnNnovation to
improve health

The FNIH creates and leads alliances
and public-private partnerships that
advance breakthrough biomedical
discoveries and improve the quality of
people’s lives.
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We accelerate prevention, new therapies,
diagnostics & potential cures

ACCELERATING BIOMARKERS BESPOKE
MEDICINES CONSORTIUM GENE THERAPY
PARTNERSHIP® (AMP®) CONSORTIUM (BGTC)

PARTNERSHIP FOR ACCELERATING
CANCER THERAPIES (PACT)

ACCELERATING COVID-19 THERAPEUTIC
INTERVENTIONS & VACCINES (ACTIV)

We advance global health & seek equity in care

MATERNAL & CHILD
HEALTH: A-PLUS

GENECONVENE
GLOBAL COLLABORATIVE

We power science by celebrating
& training the next generation of scientists

LURIE PRIZE IN
BIOMEDICAL SCIENCES

TRAILBLAZER PRIZE FOR
CLINICIAN SCIENTISTS

CHARLES A. SANDERS
PARTNERSHIP AWARD




Major FNIH Partnerships

Accelerating COVID 19 Accelerating Medicines Partnership for Accelerating Alzheimer’s Disease
Therapeutic Interventions Partnership Cancer Therapies Neuroimaging Initiative

and Vaccines (ACTIV) (ADNI)

$1+ Billion $834 Million $220 Million $206 Million

NIH (OD), BARDA, CDC, DOD, VA, EMA, NIH (16 ICs), EMA, FDA, 32 companies, 37 NCI, 12 companies, 3 patient advocates NIA, NIBIB, 25+ companies,
OWS, FDA, 20 companies, 4 not-for-profit not-for-profit organizations 3 not-for-profit organizations

organizations
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Grand Challenges in Global The Biomarkers Consortium Lung-MAP: Master Lung
Health (GCGH) Protocol Trial
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$201 Million $107 Million S$85 Million

Bill & Melinda Gates Foundation FDA, NIH, CMS, pharmaceutical companies, NCI (SWOG/CTEP), FDA, Friends of Cancer
biotechs, not-for-profit organizations Research, 10 companies to date
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AMP Program Devel:

= AD 1.0 $185.2M (+40M in-kind) _ o AD2.0
T2D $52.8M (+6M in-kind) CMD !
RA/SLE 53.2M AIM
(©)

2 PD $28M (+4M in-kind) PDRD (in desig

SCz $117.65M (+0.1M in-kind)

. BGTC $75.225M (+26.715M in-kind) |

@ HF $37M }

ALS (in design)

------------->

SBI (in design)

------------->

CBTC (in design)

------------->
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BGTC Partners
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National Heart, Lung,
and Blood Institute
N I H National Human Genome
Research Institute
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National Institute of
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n Diseases
National Institute of Dental
and Craniofacial Research
National Institute
of Mental Health
National Institute of
and Stroke
National Institute on
(V|1 ) Deatness and Other
Communication Disorders
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Two Critical Pathways ot BGTC Research

Enhance
Exploring AAV basic biology and Enhance

translational implications

Vector Therapeutic

: Gene
Generation Expression

Collaboration Crosstalk & Learnings

Gene Therapy
target for rare
diseases

Create and build Harmonize best

capacity

Advancing access to AAV technologies &

vectors for bespoke clinical applications practices

Manufacturing Pre-clinical testing
GOAL: Standardize GOAL: Standardize
Critical Quality GLP/tox by Route of
Attributes for all AAV Administration
product
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GOAL: Optimized
vector generation and
gene expression for
AAV gene therapy

Streamline

regulatory pathway

Clinical ability to treat
patients

GOAL: Validated,
reusable regulatory
templates for Phase 1
IND submissions

Therapies for patients

GOAL: A publicly-
available playbook with
streamlined manufacturing,
pre-clinical, and regulatory
processes to enable safe
acceleration of AAV gene
therapies to FIH



Contact

Courtney Silverthorn, Ph.D.

Associate Vice President, Science
Partnerships

csilverthorn@fnih.org
https://fnih.org/
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