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Alliance for Biosecurity 
Office of the Secretary and Legal Counsel 
1500 K Street, NW, Suite 1100 
Washington, DC  20005 

Telephone: 1.202.230.5133 • Facsimile: 1.202.842.8465 

 

 September 28, 2010 
 
 
Honorable Kathleen Sebelius 
Secretary, Department of Health and Human Services 
Hubert Humphrey Building 
200 Independence Avenue, SW 
Room 615F 
Washington, D.C. 20201 
 
Dear Secretary Sebelius: 
 
On behalf of the Alliance for Biosecurity, a collaboration among pharmaceutical and biotechnology 
companies that are working in the public interest to improve prevention and treatment of severe 
infectious diseases, we are writing in response to the August 19, 2010 Department of Health and 
Human Services (HHS) Report The Public Health Emergency Medical Countermeasures Enterprise 
Review: Transforming the Enterprise to Meet Long-Range National Needs (“HHS Report”).  We 
applaud your decision to undertake this review and were pleased to be consulted as part of the review 
process.  We continue to welcome your interest in medical countermeasures (MCMs). 
 
Our nation is at a critical juncture for government, industry, and other stakeholders in our shared 
mission to identify, create, and obtain medical MCMs to protect citizens against bioterrorist attacks 
and potentially destabilizing emerging infectious diseases.  The Alliance for Biosecurity shares and 
supports the goal you set forth in the HHS Report: “Our Nation must have the nimble, flexible capacity 
to produce MCMs rapidly in the face of any attack or threat, known or unknown, including a novel, 
previously unrecognized, naturally occurring emerging infectious disease.”  We are further 
encouraged by your statement that “the ultimate goal of this review is a modernized countermeasure 
production process where we have more promising discoveries, more advanced development, more 
robust manufacturing, better stockpiling, and more advanced distribution practices.”  We look forward 
to working with you toward developing an arsenal of MCMs that can respond to any threat at any time.  
 
In the White Paper that the Alliance for Biosecurity submitted to Nicole Lurie, Assistant Secretary for 
Preparedness and Response, on March 2, 2010 (White Paper), we included a number of core 
recommendations including the need to (i) improve the procurement and contracting process to more 
effectively promote development of MCMs, (ii) improve the speed and efficiency of regulatory 
interactions between private industry and the US government, and (iii) improve coordination among  
the Food and Drug Administration (FDA), Centers for Disease Control and Prevention (CDC), 
Biomedical Advanced Research and Development Authority (BARDA), and other relevant agencies 
around the development and approval of MCMs.  Therefore, the Alliance was particularly pleased to 
see the Countermeasure Enterprise Review include plans for HHS to increase transparency, 
communication, and predictability within the contracting and procurement processes and across 
agencies. We hope that this includes transparency regarding setting requirements and specific 
information such as a target product profile as early as possible and is publicly disclosing allowable 
requirement and  population threat analyses information.  Further, we were encouraged that the HHS 
Report included a commitment to expand its advanced development program, increase staff levels, 
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and strengthen and streamline the execution of Project BioShield procurements.  We also share the 
view that HHS, “as well as each relevant agency (NIH, CDC, FDA, and ASPR), would benefit from 
developing a coordinated five-year plan.”1  We welcome these enhancements and feel strongly that 
the MCM enterprise and our nation’s preparedness will benefit from increased communication, 
development of a five-year budget, continuity, and transparency. 

The Alliance also welcomed the emphasis placed on enhancing FDA regulatory science, innovation, 
and capacity in the HHS Report and the recognition of the importance of optimizing the legal and 
policy framework for MCM oversight and approval.  We were encouraged to see discussion of 
improving existing mechanisms such as (i) FDA expectations on the design of animal studies intended 
to demonstrate efficacy under 21CFR314.600 and 21CFR601.90 (“Animal Rule”); (ii) navigation of the 
regulatory process to support delivery of drugs or biologics to the Strategic National Stockpile prior to 
marketing approval in keeping with HHS stated initiatives under the guidance of the FDA; and (iii)  
policies regarding labeling and potential relabeling of product delivered to the Strategic National 
Stockpile.  We are also particularly interested in the implementation of (i) the “Advancing Regulatory 
Science for Public Health” initiative; (ii) the “focused Action Teams,” and; (iii) the development of 
“Regulatory Science Plans” for MCM projects .  The Alliance looks forward to learning about the 
expected process and timing for these plans. 
 
Several initiatives included in the report raise questions or require more detail for us to fully 
assess their impact.  We are very interested to learn about the implementation plan, structure, 
and timeline of the following: 
 

• Early Development Teams, “that would work closely with partner agencies and programs (NIH, 
CDC, DOD, SPR/BARDA, and FDA) and with academic researchers, biotech companies, and 
large pharmaceutical companies to provide strategic guidance for researchers as well provide 
appropriate as well as provide appropriate contacts who can assistant in moving promising 
candidates through the process.”2  It is unclear how this would work and we look forward to 
additional details.  

 

• Centers for Innovation in Advanced Development and Manufacturing that will “provide 
advanced development and manufacturing capability for MCMs to address national security 
and to augment public health needs on a cost-effective, reliable, and sustainable basis.  These 
Centers will provide assistance to industry and government by advancing state-of-the-art, 
disposable, modular manufacturing process technologies.”3  Establishment of these Centers is 
a laudable goal.  However, DoD intends to dedicate significant funding to the development of 
platform technologies and the advanced development and manufacturing of novel 
countermeasures.  We support this initiative but oppose transferring SRF funds to support it.  
As previously stated, depleting the SRF now raises a number of concerns.  Any flexible 
manufacturing initiative should be funded apart from the SRF with new resources, which do 
not compete with funding for advanced development at BARDA.  Further, it is important to 
ensure that existing manufacturing capacity is being effectively and efficiently deployed before 
investing in the creation of new capacity. 

 

                                                 
1 HHS Report, Page 18. 

2 HHS Report, Page 14 

3 HHS Report, Page 12.  
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• An independent strategic investment firm for innovation in MCM, “to provide necessary support 
for small innovators and increase the odds of moving innovation into successful development,” 
may have some merit and we look forward to more information about the value of this 
initiative.  The Alliance, however, would oppose depleting the SRF – the primary signal of a 
government market for MCMs – in order to create a strategic investment firm to promote 
innovation of MCMs.  Such an action would send, at best, a confusing signal to industry and 
private investors, and could 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. The SRF should be used only for its intended purpose: the procurement of medical 
countermeasures against CBRN threats to national security. 

 
Finally, the Alliance for Biosecurity White Paper included a core recommendation to “improve 
predictability and ensure the availability of consistent, robust funding for the development of MCMs.”  
Improving the predictability and ensuring the availability of consistent, robust funding by the US 
Government for the development of MCMs is essential to ensuring that the MCM enterprise is 
successful.  We were disappointed that the MCM review did not outline a process for restoring funding 
to the SRF or for otherwise providing long-term and stable funding for the procurement of MCMs. We 
support plans for sustainability of the Enterprise but caution that investments must be made upfront in 
order to guarantee success over the long term.  The government’s plans for replenishment should be 
included in the Administration’s FY 2012 budget.  Diminishing or eliminating the SRF would call into 
question the credibility of that commitment, and by doing so make it difficult for the private sector to 
remain in the countermeasure business.  While this would significantly affect our member companies 
and their employees, it would be a much larger setback for the country as a whole in terms of 
adequately preparing its citizens for a CBRN event. 
 
Again, we thank you for your interest in this issue and look forward to working with you to further study 
the initiatives included in the HHS Report and other ideas that will help to sustain and further develop 
the biodefense enterprise.  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 
Sr Director, Worldwide Safety & Regulatory Intelligence Chairman & CEO 
Pfizer Inc.       SIGA Technologies, Inc. 
Co-Chair, Alliance for Biosecurity    Co-Chair, Alliance for Biosecurity 
 
Members of the Alliance for Biosecurity 
Bavarian-Nordic 
Cangene Corporation 
Elusys Therapeutics  
Emergent BioSolutions  
Human Genome Sciences, Inc. 
NanoViricides, Inc. 
 

 
Pfizer Inc. 
PharmAthene  
Siga Technologies 
Unither Virology LLC, a subsidiary of United 
Therapeutics Corporation 

 

www.allianceforbiosecurity.org 
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cc: Dr. Nicole Lurie, Assistant Secretary for Preparedness and Response, DHHS 
 Dr. Robin Robinson, Director, BARDA, ASPR/DHHS 

Dr. George Korch, Senior Science Advisor, Principal Deputy Asst Secretary of Preparedness 
and  Response, DHHS 

 


