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Purpose

Purpose

“To provide expert advice to the Secretary on scientific, 
technical and other matters of special interest to HHS 
regarding current and future chemical, biological, nuclear 
and radiological agents, whether naturally occurring, 
accidental or deliberate. The Board may also provide 
advice and guidance to the Secretary on other matters 
related to public health emergency preparedness and 
response.”
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NBSB Members

Chair:  Patricia Quinlisk, M.D., M.P.H. 

Members
Ruth L. Berkelman, M.D. James J. James, M.D., Dr.PH.
Stephen V. Cantrill, M.D. Thomas J. MacVittie, Ph.D.
Roberta Carlin, M.S., J.D. John S. Parker, M.D.
Albert J. Di Rienzo Andrew T. Pavia, M.D.
Kenneth L. Dretchen, Ph.D. Eric A. Rose, M.D.
John D. Grabenstein, R.Ph., Ph.D. Patrick J. Scannon, M.D.

Ex-Officio Members: Twenty one from across the USG
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NBSB Working Groups 
and Subcommittees

NBSB Established Working Groups
• Pandemic Influenza Working Group
• Disaster Medicine Working Group
• Medical Countermeasure R&D Processes Working 

Group
• Medical Countermeasures Markets & Sustainability 

Working Group
• Personal Preparedness Working Group

Established at the Request of the Secretary
• Disaster Mental Health Subcommittee (May 2008)
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Recommendations 
to Date by the NBSB 

Mar. 26, 2008
Recommended the Federal Education Training Interagency Group 
(FETIG) Charter be revised.

Jun. 18, 2008
Made recommendations expressing concerns about personal 
stockpiling of antibiotics.

Aug. 11, 2008
Citing scientific data demonstrating risks of homestockpiling, 
recommended policy makers move forward cautiously on the 
implementation of individual stockpiling programs.

Sep. 23, 2008
Recommended strategic improvements to the National Disaster 
Medical System (NDMS) and national medical surge capacity.

Oct. 14, 2008
Recommended that operational evaluations be performed during 
the pre-positioning of antibiotic countermeasure programs.

Nov. 18, 2008
Made recommendations for protecting, preserving, and restoring 
individual and community mental health in catastrophic health 
event settings.

Jul. 17, 2009
Made recommendations on 2009 H1N1 Influenza 
countermeasures.

Oct. 14, 2009
Submitted a letter to the Secretary HHS supporting the 2009 H1N1 
vaccine programs.
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• Review existing financial, policy and regulatory issues that 
influence industry willingness to invest in the development of 
MCMs.

• Identify real and perceived barriers-to-entry that have affected 
industry participation in the development of medical 
countermeasures. 

• Identify incentives that will encourage industry partners that are 
currently reluctant to engage in MCM development.

• Inform the NBSB discussions and recommendations regarding the 
development of sustainable markets for MCMs and how to 
encourage investment by the private sector in the development, 
manufacturing and distribution of MCM.

Markets and Sustainability 
Working Group Charge



NATIONAL BIODEFENSE SCIENCE BOARD

7

• Contracting with USG can be slow, unwieldy, 
expensive and opaque.

• Lack of clarity increases industry risk.
Procurement size, warm-base requirements, length of review, 
reliability of sustained funding, etc. 

• Lack of transparency increases industry risk.
Contract review process, rate of issuance of new proposals, 
requirement generation, etc 

• Lengthy process to generate requirements.

• With a contract in place, situation improves.
HHS viewed as cooperative, helpful, responsible and responsive.

WG Observations 
Business Planning
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• Perceived lack of coordination between development 
activities and regulatory responsibilities remains a 
concern to industry.

Lack of clarity regarding usable product definitions, seeming 
differences in FDA approaches (e.g., between CBER and 
CDER) to providing guidance to industry, etc. 

• Industry reliance upon USG for key components of 
licensure submissions can lead to lack of 
accountability. 

Disease studies, toxicology reports, access to BSL facilities, etc.

WG Observations 
Regulatory Barriers



NATIONAL BIODEFENSE SCIENCE BOARD

9

• Advanced Development needs more dedicated $$$, separate 
from BioShield procurement. 

• Advanced Development needs contracting flexibility.
Cost-plus-fee contracting flexibility is appropriate for advanced 
development and would reduce industry risk.

• Multiyear appropriations of funding.
o Drug development and corporate investment/planning is a long-term 

process.
o Multiyear funding with carry-over authority, with multi-year contracting 

authority, would signal USG commitment and increase industry sense of 
long-term stability.

• Bioshield expires in 2013; needs reauthorized, funding.
BioShield funds should not be diverted to fund other initiatives. 
Inadequate, inconsistent funding delays the journey to MCM licensure.

WG Observations 
Funding & Stability



NATIONAL BIODEFENSE SCIENCE BOARD

10

“… BARDA and its 
partners … request 
the Board’s 
continuing input on 
identifying and 
achieving the ways 
and means needed to 
develop and sustain 
fuller engagement by 
the biotechnology 
and pharmaceutical 
industries to support 
our vital national 
security mission. …”
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Markets & Sustainability 
Assessment – Spring 2009

• Situation Assessment – Spring 2009
Pandemic Countermeasures:    Well underway
Most harnessed existing technologies
Novel technologies being explored, but not yet in hand

CBRN Countermeasures:          Progress too slow
Many pathogen targets need to be countered
Most MCMs in early stages of development
Should development be centralized or decentralized?
Nuclear protectants, therapeutic agents:  Highly dependent on animal- 

model agreement, highly dependent on specific criteria, available monies 
seem "less than" for biological threats 

• Inventory of Issues Constraining or Enabling Industrial 
Involvement with Medical Countermeasure Development

 “the grid,” “the matrix,” the inventory
Not prioritized, not scored, not priced
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• Federal Register Vol. 74, No. 153                
Published Tuesday, August 11, 2009

• Request by the National Biodefense Science Board 
(NBSB) Medical Countermeasure Markets and 
Sustainability Working Group for public comment to 
their working document, “Inventory of Issues 
Constraining or Enabling Industry Involvement in 
Medical Countermeasure Efforts”.

Federal Register Notice – 
Request for Public Comment
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• The inventory (or grid) includes factors that may discourage 
industry involvement or partnering with the U.S. 
Government in medical countermeasure development 
efforts, reported constraints to industry involvement, and 
potential solutions for relief from a particular constraint. 

• The inventory has been catalogued by financial, legislative, 
scientific, human capital, regulatory, and societal elements.

• The Working Group wishes to solicit comment, feedback, 
and guidance from members of industry, other government 
agencies, and the public at large for consideration by the 
Working Group to strengthen and refine the document 

Federal Register Notice – 
Request for Public Comment
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“Inventory of Issues Constraining or 
Enabling Industrial Involvement …”

Draft
Page 2 of 9

14



NATIONAL BIODEFENSE SCIENCE BOARD

15

“Inventory of Issues Constraining or Enabling 
Industrial Involvement …”: The Rows, 1 of 2

Problem / Category Potential Solution Approach / 
Advantages

Problem / 
Limitation

FINANCIAL
Capital
Risk of failure

Tax incentives
Intellectual property
Priority review vouchers
Limited market size
Surge issues

LEGISLATIVE
Predictability of appropriations
Flexibility in payment schedules

SCIENTIFIC
Untrodden development pathways
Technology transfer (basic  advanced dev)

HUMAN CAPITAL
Grow the talent pool
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Problem / Category Potential 
Solution

Approach / 
Advantages

Problem / 
Limitation

REGULATORY
Evolving regulatory requirements
Requirements to comply with USG contracts
Adequacy of FDA review & consult resources

SOCIETAL
Contribution to national security

LEGAL
Product liability
Antitrust provisions

COROLLARY
Commercial market as means to support future R&D
Approaches for developing-world situations

“Inventory of Issues Constraining or Enabling 
Industrial Involvement …”: The Rows, 2 of 2
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• Critical National Security Issues:
Complexity of drug development requires time, persistence



 

Discovery and development cannot be “surged”
Needs to address a broad spectrum of threats
 Inconsistent, inadequate funding for CBRN MCMs is incompatible 

with the consequences of these threats
Urgency implies getting started, peddling faster
 Industry participation essential

• Requires Unprecedented Cooperation & Integration 
Across the USG and Industry
Pivotal Role of U.S. Congress: Appropriate and sustained funding, 

plus incentives to harness full national industrial capacity
HHS:  Visible pathways forward need to be clearly identified 
 Industry: Innovation and expertise need to be harnessed

WG Assessment 
Unprecedented cooperation 

needed between Industry and USG
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• Refine “Inventory of Issues Constraining or Enabling 
Industrial Involvement with Medical Countermeasure 
Development”. 

• Consult with Department of Health & Human 
Services, industry, and others on how to overcome 
the constraints and enable more industrial 
involvement.

• Remind all involved of the urgency to overcome the 
status quo and accelerate the pace of MCM  
development.

Goals for the  WG on MCM 
Markets & Sustainability
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• The MCM Markets & Sustainability Working Group will 
be presenting the “Inventory of Issues……” Poster at 
tonight’s poster session from 6:00 p.m. – 8:00 p.m.

• Requests for copies of the inventory grid and 
accompanying Comment Revision Form should be 
sent to Don Malinowski: donald.malinowski@hhs.gov

Contact the NBSB
http://www.hhs.gov/aspr/omsph/nbsb/index.html

Closing
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