BioDefense R&D

Priorities
& Programs:

NIH

Michael G Kurilla, MD-PhD
Director, Office of BioDefense Research Affairs
Division of Microbiology & Infectious Diseases
Associate Director, BioDefense Product Development
@/ National Institute of Allergy and Infectious Diseases - Ny,

Q A
é September 26, 2006 g CA) o%
O



HiAalD
B ODEFENSE

Propar ng Through Ressaich

NIAID Strategic Plan for
Biodefense Research

Progress Report

NIAID Biodefense Research Agenda
for CDC Category A Agents

BIODEFENSE

Proparirg Thraugh Regearan

NIAID Biodefense Research Agenda
for CDC Category A Agents

NIAID
BIODEFENSE
Prapzring Through Raesarc

Progress Report

HIALD
BIODEFENSE

PrRparing Thro gh Rassairh

NIAID Biodefense Research Agenda
for Category B and C Priority Pathogens

January 2003

NIAID Biodefense Research Agenda
for Category B and C Priority Pathogens

June 2004



Vaccines
Therapeutics f

%

)
 piagnostics

Biodefense
Research
Priorities

Zieee=a T

e mmm i

e

ln:i--l-'-'-:-:'- i
i EEECE

Basic Research Expansion of
(including Genomics) Research Capacity
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e Intellectual

e Facilities

e Reagents / Services

e Clinical Testing
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Regional Centers of Excellence for
Biodefense and Emerging Infectious
Diseases Research (RCEs)

B RCE Network established in 2003
B 10 centers (8 funded in 2003, 2 in 2005)

B >150 research projects; ~100 pilot projects;
>60 career development projects

B $350M total funding over 5 years

B >170 publications on Category A, B and C
pathogens, host immunity, countermeasure

development



@ﬁ\ Expansion of Biodefense Research
N N c apa city

@ National Biocontainment Laboratories (BSL4) - 2
@ Regional Biocontainment Laboratories (BSL3) - 13

*Regional Centers of Excellence for Biodefense and Emerging Infectious Diseases
Research - 10

I New NIH Facilities - 4
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BIODEFENSE & EMERGING INFECTIONS
RESEARCH RESOURCES REPOSITORY

Welcome to the Biodefense & Emerging Infections Research Resources Repository

e In vitro screens e Clinical isolate panels
e Small animal models < Non-human primate models

e Toxicology & e Toxicology & pharmacoloc -
Immunogenicity for for Therapeutics
vaccines
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Clinical Testing

NIAID’s Network of Vaccine and
Treatment Evaluation Units (VTEUs)

Rochester B Established in 1962

Elnclnnakiiwmmlnm M >110 Phase |, 2, 3 Clinical
\ Trials since 1995

B Highlights
— childhood vaccines
— adult immunization

- combination vaccines
) - novel delivery system
S 7 et Louis iﬁ“-. _ - vaccine safety
Los Angeles  Houston Nashville - challenge studies
- biodefense
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Product Development Activities

Basic Advanced

Applied

Scientific Activities at NIH

Advanced

QProduct formulation
UPilot lot production
UAnimal rule correlates
UIND enabling studies
QPhase 1/11 clinical trials
UAnimal efficacy models

Basic

UMicrobiology
dImmunology
dPathogenesis

Applied
dTarget ID/validation
LAssay development

QlIn vitro screening
UMedicinal chemistry for SAR
UJAnimal model development
QIn vivo infectious models

NIAID Biodefense Research
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Acquisition

Commercial

Demonstration

Activities defined by

Procurement
Requirements

LCommercial scale process
development
dCommercial scale
manufacturing
QFacility construction
LLarge scale safety trials
QAnimal rule efficacy studies
dOther BLA/NDA enabling
activities

http://biodefense.niaid.nih.gov



e Research Grants

« Small Business Grants (SBIR/STTR)
 Cooperative Agreements

o Contracts

« CRADAS
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Current Programs

e Production and Testing of Anthrax
Recombinant Protective Antigen (rPA)
Vaccine

e Production and Testing of a Modified
Vaccinia Ankara Vaccine

e Development, Testing and Evaluation of
Candidate Vaccines Against Plague

e Neutralizing Monoclonal Antibodies for
Type A Botulinum Toxins
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Recent Initiatives

e RFP — Services for Pre-Clinical
Development of Therapeutic Agents

e BAA for selected Viral Diseases

e RFP - Development of 3"d Generation
Anthrax Vaccine

e BAA for selected Bacterial Diseases
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Radiological /7 Nuclear
Countermeasures: Mission

B Expand the physical and
human infrastructure \ 4 é
devoted to radiation " -
countermeasures research i A | ocoo0s

NIH Strategic Plan and Research
Agenda for Medical

B Promote focused research Countermeasures Against
and product development adiological and Nuclear Threats

B Transition promising
countermeasures to
advanced product
development
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Programmatic Goals
s

B Centers for Medical Countermeasures
against Radiation

» Biodosimetry tools/techniques for accurate &
rapid dose assessment

» Prophylactic agents to protect against radiation
injury
» Agents to mitigate & treat radiation injury
B Product Development Support Services
» GLP capability

» Rodent and NHP Screening and Efficacy
Evaluation of Candidate Drugs
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.. NIAID BioShield Initiatives

B Therapeutics for CDC Category A Agents (DMID)
B Protecting the Inmune System Against Radiation (DAIT)

B Production of Botulinum Toxin Monoclonal Antibodies
(serotype A) for Clinical Evaluation (DMID)

B Production of a Recombinant Botulinum Toxin Vaccine
(serotype E) for Clinical Evaluation (DMID)

B Medical Countermeasures against Radiological Threats
(DAIT)

6-8 Months 18 Months
BioShield Standard

x x>

Award Timeline
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@) NIH Medical Chemical
@A Countermeasures Program

*" <« Multiple NIH ICs (initiated in FYO6)
— NIAID, NINDS, NIEHS, NIAMS, NIGMS, NEI

e Close collaboration with DOD (USAMRICD)

e Advance candidate products towards
licensure
— Pre-clinical GLP testing facility
— Clinical trials

e Develop next generation products
— Infrastructure for product development

e Centers for Medical Countermeasures
Against Chemical Threats (CounterACT)

— Basic research focused on civilian applications
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NIAID Biodefense Research

About Biodefense

¢ Director's Statement
* National Biodeftense Effort
e NIAID's Role
* [eadership
e Careers

For Researchers

> Srsdeggc Hon

* Funding
* Resources
s |Jpcoming Meetings

For the Public & the Media

* Fact Sheets ond Overviews
* Clinical Trials
* Biocontainment Lab Tour
* News Releases
* Resources

http://biodefense.niaid.nih.gov




