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April 4, 2014 
 
 
The Honorable Tom Harkin     The Honorable Jerry Moran 
Labor, Health and Human Services    Labor, Health and Human Services 
Appropriations Subcommittee     Appropriations Subcommittee  
U.S. Senate       U.S. Senate 
731 Hart Senate Office Building    354 Russell Senate Office Building 
Washington, DC 20510     Washington, DC 20510 
  
 
 
Dear Chairman Harkin and Ranking Member Moran, 
 
On behalf of the Alliance for Biosecurity, we write today in support of funding for programs 
critical to the nation’s preparedness against pandemic influenza and chemical, biological, 
radiological, and nuclear (CBRN) agents, which are comprised of the Biomedical Advanced 
Research and Development Authority (BARDA), the Project BioShield Special Reserve Fund 
(SRF), and the Strategic National Stockpile (SNS).  These HHS civilian biodefense programs 
complement DoD's activities to protect the warfighter.  
 
As detailed in the attached backgrounder, developing the vaccines, medicines, and other products 
necessary to protect the American public from CBRN and pandemic influenza threats requires 
sustained, long-term commitment and dedicated funding.  The Alliance respectfully urges the 
following efforts in support of this objective: 
 

• $636 million for the Special Reserve Fund for medical countermeasures (MCMs) 
procurement to remain available until expended. ($255 million was appropriated in FY 
2014. $636 million is required each year for the next four fiscals years to achieve the $2.8 
billion over five years (FY 2014-2018) authorized in the Pandemic and All-Hazards 
Preparedness Act (PAHPRA).) ($415 million was included in the President’s Budget.) 
 

• $415 million for the Biomedical Advanced Research Development Authority (BARDA) 
for advanced development for FY 2015. ($415 million was included in PAHPRA and in 
the President’s Budget.) 
 

• $543 million for the Strategic National Stockpile for FY 2015. ($543 million was 
included in the President’s Budget.) 
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• $330 million for Pandemic Influenza for FY 2015. ($170 million was included in the 

President’s Budget.) 
 

In combination, Project BioShield, BARDA, the SNS, and the SRF have dramatically increased 
the nation’s ability to respond to biological agents such as anthrax, smallpox or pandemic 
influenza and significantly advanced development of radiation injury mitigators towards 
emergency use-readiness.  Replenishing the newly reauthorized SRF, pandemic influenza, and 
BARDA funding is essential to ensuring HHS’s ability to continue the development and 
procurement of promising countermeasures.  Without confidence that the government is 
committed to procuring MCMs, companies will likely scale back or abandon efforts to produce 
MCMs.  The United States has greatly improved our preparedness capabilities over the last 
decade, and failure to continue funding these programs risks undoing the significant progress 
made. 
 
Thank you for consideration of our request.  If you should have any questions please contact 
Maureen Hardwick (202-230-5133, Maureen.Hardwick@dbr.com) or Rebecca McGrath (202-
230-5679, Rebecca.McGrath@dbr.com). 
 
Respectfully, 

 
Alliance for Biosecurity, Secretariat and Legal Counsel 
 



 

 

SUSTAINING CRITICAL FUNDING FOR MEDICAL COUNTERMEASURE DEVELOPMENT TO MEET 
NATIONAL SECURITY AND PUBLIC HEALTH NEEDS 

 
The impact of an intentional chemical, biological, radiological, and nuclear (CBRN) attack or a 
naturally occurring disease epidemic poses a clear danger to the national security of the United 
States.  As the 2013 events in Syria demonstrate, the need for our nation to prepare for biological and 
chemical threats remains high and the consequences of being unprepared are severe.  Ensuring that 
we can respond to pandemic influenza outbreaks when they occur, either in the U.S. or around the 
world (as was demonstrated by the response to the threat of the H7N9 influenza virus) is also vital.  
Developing the vaccines, medicines, and other products necessary to protect the American public 
from these threats requires sustained commitment and dedicated funding.  
 
The Special Reserve Fund (SRF) was established in 2004 by the Project BioShield Act (P.L. 108-
276) to provide an adequate incentive to encourage companies to develop and supply 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, recognizing the country 
was unprepared for a CBRN event, appropriated $5.6 billion for this purpose in 2004 to remain 
available until 2013.  Because this advance appropriation ended on September 30, a CR without 
anomalies for Biomedical Advanced Research and Development Authority (BARDA), the SRF, and 
flu, would effectively defund these programs.  As a result, investment in research, development and 
procurement of these medical countermeasures (MCMs) would be stalled and gaps in the country’s 
preparedness would be exacerbated. 
 
In its first 10 years, the SRF has succeeded in attracting innovative biotechnology companies to 
develop MCMs.  Nine products to treat, mitigate, and prevent the deadly consequences of the highest 
priority biothreats (smallpox and anthrax) were developed, procured, and stockpiled in the first seven 
years of Project BioShield. For other top threats, including chemical nerve agents, nuclear and 
radiological threats, and other biological agents, more than 70 other novel products are in the 
advanced development pipeline, thanks to the SRF.  
 
To complement Project BioShield’s work, in 2006, the Pandemic and All-Hazards Preparedness Act 
(PAHPA) established BARDA and tasked it with developing the new drugs, vaccines, and medical 
devices  needed to protect the civilian population against deadly naturally occurring diseases such as 
pandemic flu and CBRN threats.  Over the last seven years, BARDA has been responsible for the 
Department of Health and Human Services’ (HHS) efforts to successfully administer the SRF, 
overseen HHS’s pandemic influenza efforts, and supported the development of novel products for 
key CBRN threats.  
 
Following MCM research and development, the Strategic National Stockpile (SNS) serves as the 
vital national repository of lifesaving MCMs essential in the event of a large-scale public health 
emergency.  Once MCMs have been developed with the support of the SRF and BARDA, the SNS 
manages the procurement, storage, replenishment, and transportation of supplies including 
monitoring the shelf-life of pharmaceuticals to ensure that they are kept within U.S. Food and Drug 
Administration (FDA) limits. 
 
Recognizing the vital role these programs play in our nation’s preparedness for a CBRN event - 
whether the result of a natural disaster or an intentional attack - Congress authorized $2.8 billion for 
the SRF over five years (FY 2014-2018). 



	  
	  

2 
 

 
 

FISCAL YEAR 2015 FUNDING REQUESTS: 
 

In order to advance the core purposes of the Pandemic and All-Hazards Preparedness 
Reauthorization Act of 2013 (PAHPRA, P.L. 113-5) and combat bioterrorism, the Alliance for 
Biosecurity supports the inclusion of the following funding levels in any final version of the 
Fiscal Year (FY) 2015 Labor, Health and Human Services, and Education Appropriations bill: 
 
Special Reserve Fund (SRF) - $636 million ($415 million was included in President’s 
Budget) 
A public-private partnership to develop medical countermeasures (MCMs) is required to 
successfully prepare and defend the nation against these threats.  Recognizing that there is little 
or no commercial market for MCMs, and that it can take a decade or more to develop such 
assets, Congress established the Project BioShield SRF to provide a visible commitment to the 
MCM enterprise and adequate long-term funding for the advanced development and 
procurement of MCMs. Those funds expired in 2013, leaving the future of the medical 
countermeasure enterprise uncertain and subject to the annual appropriations process. 
 
In FY 2014, $255 million was appropriated for the SRF.  $636 million is required each year for 
the next four fiscal years to achieve the $2.8 billion over five years (FY 2014-2018) authorized 
in PAHPRA. 
 
BARDA - $415 million ($415 million was included in President’s Budget) 

As a result of BARDA’s support and the biopharmaceutical industry’s efforts, more than 80 
products are now in the advanced development pipeline.  This is an impressive accomplishment 
in less than a decade. 
 
Even more importantly, several life-saving products have been procured by the US Government 
and placed into the Strategic National Stockpile (SNS) and are available to be used in the event 
of an emergency.  The Alliance supports the President’s FY 2015 request for funding for 
BARDA. 
 
Strategic National Stockpile (SNS) - $543 million ($543 million was included in the 
President’s Budget) 
Congress established the SNS at the Centers for Disease Control and Prevention (CDC) to 
provide a supply of large quantities of essential medicines and other medical supplies to states 
and communities during an emergency within 12 hours of the federal decision to deploy. The 
Alliance supports the President’s request for the SNS but notes that greater funding in future 
years will be needed to maintain, replenish, and add additional products to the stockpile. 
 
Pandemic Influenza - $330 million ($170 million was included in the President’s Budget)  

The Alliance also supports an increased investment in pandemic influenza preparedness. Of 
these amounts, the Alliance requests that $300 million be provided in no-year funding and it 
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should be allocated to activities involving advanced research and development, pre-pandemic 
rapid response and the replenishment of pre-pandemic vaccine stockpiles. 


