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September 24, 2010 
 

The Honorable Daniel Inouye 

Senate Appropriations Committee 

Chairman  

Room S-128, The Capitol 

Washington, DC 20510 

 

The Honorable David Obey 

Chairman of Appropriations Committee 

Chairman of Labor, Health and Human 

Services, and Education Appropriations 

Subcommittee 

Room H-218, The Capitol 

Washington, D.C.  20515 

The Honorable Tom Harkin 

Chairman 

Senate Labor, Health and Human Services, 

and 

Education Appropriation Subcommittee 

731 Hart Senate Office Building 

Washington, DC 20510 

The Honorable Jerry Lewis 

Ranking Member 

Committee on Appropriations 

1016 Longworth House Office Building 

Washington, DC 20515 

 

The Honorable Thad Cochran 

Ranking Member 

Senate Appropriations Committee 

Senate Labor, Health and Human Services, 

and Education Appropriations Subcommittee 

113 Dirksen Senate Office Building 

Washington, DC 20510 

The Honorable Todd Tiahrt 

Ranking Member 

House Labor, Health and Human Services, and 

Education Appropriations Subcommittee 

2441 Rayburn Office Building 

Washington, DC 20515 

 

Dear Chairman Inouye, Chairman Harkin, Ranking Member Cochran, Chairman Obey, 

Ranking Member Lewis, and Ranking Member Tiahrt: 

 

On behalf of the Alliance for Biosecurity, we are writing to comment on  the Administration’s 

August 20th budget amendment request to make available balances from prior pandemic 

influenza appropriations to modernize regulatory science at the Food and Drug Administration 

(FDA), and to transfer (i) $200 million from the BioShield Special Reserve Fund (SRF) to 

establish a new medical countermeasure strategic investment firm, and (ii) $200 million from 

the SRF to the Department of Defense (DoD) in order to establish a Technical Center of 
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Excellence for Advanced Development and Manufacturing.  These three initiatives were 

included in the August 19th Department of Health and Human Services Report titled The Public 

Health Emergency Medical Countermeasures Enterprise Review: Transforming the Enterprise to Meet 

Long-Range National Needs (“HHS Report”).  

 

The Alliance welcomes the Administration’s attention to medical countermeasures and for 

undertaking this extensive review.  The Alliance appreciates the Administration’s efforts to 

move the medical countermeasure enterprise forward.  To that end, the Alliance supports 

making pandemic influenza funds available to advance regulatory science to improve the 

ability to determine safety, quality, and performance of medical countermeasures.  However, 

we strongly oppose transferring funds from the SRF – even for purposes related to the 

development of countermeasures.  Transferring funds from the SRF would severely diminish 

US efforts to improve preparedness for chemical, biological, radiological and nuclear (CBRN) 

events.  The SRF should only be used only for its intended purpose: the procurement of medical 

countermeasures against CBRN threats to national security.  

 

As you know, in 2004, Congress – recognizing that the country was relatively unprepared for 

the aftermath of an attack with CBRN agents – passed the Project BioShield Act (P.L. 108-276), 

which established the SRF.  In the Project BioShield Act, Congress described the purpose of the 

SRF as procuring products to “treat, identify, or prevent harm from any biological, chemical, 

radiological, or nuclear agent that may cause a public health emergency affecting national 

security.”  Congress appropriated $5.6 billion for this purpose in 2004 to remain available until 

2013.  Since that time several critical medical countermeasures have been purchased and stored 

in the Strategic National Stockpile with SRF funds.  

Private sector firms cannot invest in product development, which requires 10 to 15 years and 

hundreds of millions of dollars, unless they are reasonably certain that a market will exist for 

their product when it is finished.  The SRF serves as a concrete demonstration of the federal 

government’s commitment to procuring medical countermeasures.  It is somewhat paradoxical 

to deplete the SRF – the primary signal of a government market for medical countermeasures 

(MCMs) – in order to create a strategic investment firm to promote innovation of MCMs.  

Without knowing the specifics of such a plan it is possible such an action could send, at best, a 

confusing signal to industry and private investors, and may have the impact of discouraging 

further investment in MCMs under development.  Additionally, it is premature to transfer 

funds to create a new investment firm when the Administration has not decided on the model, 

structure, or objectives of such a firm. 

 

Establishment of a “Technical Center of Excellence” for advanced development and 

manufacturing of MCMs may be a laudable goal, but it is designed to meet a longer-term 

objective and has several inherent logistical, technical, and practical challenges.  Further, DoD 

has dedicated funding for CBRN programs and Congress should not divert funding from a 

civilian preparedness program for this initiative.  As stated above, depleting the SRF now raises 

a number of concerns.  Any flexible manufacturing initiative should be funded apart from the 
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SRF with new resources, which do not compete with advanced development funding for the 

Biomedical Advanced Research and Development Authority (BARDA).  Lastly, it is important 

to ensure that all existing manufacturing capacity is being effectively and efficiently deployed 

before investing in the creation of new capacity.   

 

We thank you for your support and look forward to working with you on this vital national 

security matter. Should you have any questions, please contact our Washington, D.C. 

representative, Jodie Curtis (202-230-5147, jodie.curtis@dbr.com). 

 

Respectfully submitted on behalf of the Alliance, 

     

Susan Berger, Ph.D.     Eric A. Rose, MD 

Senior Director, Safety & Regulatory Intelligence Chairman & CEO 

Pfizer Inc.      SIGA Technologies, Inc. 

Co-Chair, Alliance for Biosecurity   Co-Chair, Alliance for Biosecurity 
 


