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No longer a theoretical threat
Anthrax Bioterrorism in the United States, 2001





Office of the Assistant Secretary 
For Public Health Emergency Preparedness:
Organizational Structure

• Office of Planning and Emergency Response 
• Office of Emergency Response 
• Office of State and Local Preparedness
• Office of Research and Development
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Office of the Assistant Secretary 
For Public Health Emergency Preparedness:
Office of Research and Development

• Identify HHS requirements and gaps in medical countermeasures needed 
to respond to biological or chemical terrorism 

• Coordinate with NIH, CDC, FDA and other agencies if necessary to
ensure that appropriate research & development and acquisition of 
medical countermeasures occurs in a timely fashion.

• Provide coordination with DOD and other agencies on issues relating to 
R&D and acquisition of medical countermeasures

• Maintain a Readiness Report detailing the existing and projected
supplies of vaccines and antibiotics in the National Pharmaceutical 
Stockpile































Executive Summary from the 2001 IOM report
The Anthrax Vaccine – Is it Safe? Does it Work?

CONCLUSIONS REGARDING EFFICACY
Ø AVA as licensed is an effective vaccine for the protection of 

humans against anthrax, including inhalational anthrax, caused 
by any known or plausible engineered strains of B. anthracis

FUTURE NEEDS
Ø Current events in both the military and civilian arenas highlight 

and confirm the important of ensuring both the availability and 
the quality of the nation’s anthrax vaccine

Anthrax Vaccine Adsorbed (AVA)



NEW ANTHRAX VACCINE DEVELOPMENT

ØThe current anthrax vaccine, AVA, is:
•difficult to standardize
• incompletely characterized
•relatively reactogenic, and 
• the dose schedule is long and challenging

ØAn anthrax vaccine free of these drawbacks is needed, 
and such improvements are feasible.
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NIAID FY2003 Biodefense Plan

Drug/Vaccine/Diagnostics Discovery & Development

• Test and develop candidates for next-
generation anthrax vaccine

• Engage industry through challenge grants
• Establish repositories for diagnostic and drug reagents
• Develop animal models, establish high-containment facilities 

and services



Features of the HHS rPA Program

Science base ripe for advanced development of candidates
Two-stage contracting strategy
– Stage 1: Advanced Development
– Stage 2:  Production & Acquisition

Aggressive timelines; milestone-driven
Competitive contracts with harmonization of protocols (laboratory 
assays, animal studies, clinical trials) to allow for direct comparisons
Goal: licensable product that supports licensure strategy
Licensing strategy will utilize the FDA “Animal Rule”



Next Generation Anthrax Vaccine Timeline

2002
• Jan 8: NIAID reviewed the Dec ’01 SAIC report about rPA 

technologies
• Feb 7: NIH guide announces draft RFP
• Feb 21: Manufacturers’ responses to draft RFP due
• Apr 22: RFP 02-26 issued

http://www.niaid.nih.gov/contract/archive/RFP0226.pdf
• Jun 6: Proposals due
• Jul 15: Proposal review
• Sep 30: Contracts awarded





NIAID Anthrax Vaccine Contracts - Overview

ØContracts were awarded to:
• Avecia, of Manchester, United Kingdom,
• VaxGen Inc., of Brisbane, California

ØThe two contracts total $22.5 million through       
fiscal year 2003.

ØRequirements include:
•Recombinant protective antigen (rPA)    
adsorbed to alum

•Immunization series not more than 3 doses
•Pursuit of licensure for pre-exposure prophylaxis 
and post-exposure immunization



2002
• Sep 30: Contracts awarded
• Dec 31: Milestone 1

– Complete bulk manufacture of 2,000 doses

2003
• Mar 31: Milestone 2 

– Fill and Finish 2,000 doses

• Mar 31: Milestone 3
– Submit clinical development plans and Phase 1 protocol

• Dec 31: Milestone 4
– Complete Phase 1 and begin Option B (Phase 2)

• Sep 30: Milestone 5
– Deliver a manufacturing feasibility plan for up to 25M dose

• May 15: Issue RFP 03-29 to manufacture up to 25M 
doses for an emergency-use stockpile

HHS/NIH/NIAID rPA Contracts - Milestones



Timeline for Anthrax rPA Vaccine Development
Awards for clinical development 
of licensable rPA 

9/02 3/03 6/03

2000 doses available for testing 

Phase 1 trials start 

9/03

Contract for production and acquisition of 25 
million doses (open competition)

1Q04 2005

LicensureInitial NPS delivery




















