
 

 
       

   

        
      

 
       

             
             

             
 

           
     
 
     

           
           

             

 
 
 

   
     
 

           
 

                       
                                         

     
 

 

     
       

            
                 

             
 

           
        

            
            

          
 

       
                 

           
             

 
     

     
       

 

           
     

             
            

                   
 

           
            

            
             

           
 

       
       

          
          

 

DAY 1 
Monday, December 10, 2012 

Federal Hall 

Welcome & Opening Remarks 
8:00am to 8:15am 

Robin A. Robinson, Ph.D. 
Deputy Assistant Secretary for Preparedness and Response 

Director, Biomedical Advanced Research and Development Authority 
U.S. Department of Health and Human Services 

Keynote Address: MCM State of Affairs 
8:15am to 8:40am 

Nicole Lurie, MD 
Assistant Secretary for Preparedness and Response 

Rear Admiral, U.S. Public Health Service 
U.S. Department of Health and Human Services 

Session 1 
8:40am to 10:10am 

2012 PHEMCE Strategy and Implementation Plan 

Introduction to the Public Health Emergency Medical Countermeasures Enterprise, the Federal agencies 
that are a part of it, and its plan for supporting the development of MCM to prepare for and respond to 

public health threats. 

Introduction and Overview 
Carol D. Linden, Ph.D. 

Assistant Secretary for Preparedness and Response 
Principal Deputy Director, Biomedical Advanced Research and Development Authority 

U.S. Department of Health and Human Services 

Goal 1: MCM Development and Manufacturing 
Michael G Kurilla, MD‐Ph.D. 

Director, Office of BioDefense Research Affairs 
Associate Director for BioDefense Product Development 

The National Institutes of Health 

Gerald R. Kovacs, Ph.D. 
Director, Division of Chemical, Biological, Radiological, and Nuclear Countermeasures 

Biomedical Advanced Research and Development Authority 
U.S. Department of Health and Human Services 

Edward Clayson, Ph.D. 
Joint Project Manager 

Chemical Biological Medical Systems 

Goal 2: Pathways for MCM Use 
Luciana Borio, M.D. 

Assistant Commissioner for Counterterrorism Policy and Director 
Office of Counterterrorism and Emerging Threats 

Office of the Chief Scientist, U.S. Food and Drug Administration 

Goal 3: Logistics and Operations Plans 
Daniel M. Sosin, MD, MPH, FACP 

Deputy Director and Chief Medical Officer 
Office of Public Health Preparedness and Response 

Centers for Disease Control and Prevention 

Goal 4: Special Populations 
Richard L. Gorman, MD 

Associate Director for Clinical Research 
The National Institutes of Health 
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Break 
10:10am to 10:40am 

Session 2 
10:40am to 12:15pm 

Core Service Support for MCM Development 

Services available from Federal agencies to MCM developers that will provide data, materials, and/or guidance to 
advance the evaluation and approval of their products 

Studies in Animal Models 
Louise Pitt, Ph.D. 

Director, Center for Aerobiological Sciences 
USAMRIID 

Judith A. Hewitt, Ph.D. 
Chief, Biodefense Research Resources Section 

The National Institutes of Health 

Thomas M. Dreier, PhD 
Subject Matter Expert, Division of Chemical, Biological, Radiological, and Nuclear Countermeasures 

Biomedical Advanced Research and Development Authority 
U.S. Department of Health and Human Services 

Clinical Studies 
Dr. Robert Johnson 

Director Office of Regulatory Affairs 
The National Institutes of Health 

Jo Ellen Schweinle, MD 
Chief Clinical Officer, Director Division of Clinical Studies 

Biomedical Advanced Research and Development Authority 
U.S. Department of Health and Human Services 

Regulatory Support 
Dr. Alan Liss 

Director, MCMi PHSAT 
Office of Counterterrorism and Emerging Threats 

U.S. Food and Drug Administration 

Debra A. Yeskey, Pharm.D. 
Director, Regulatory and Quality Affairs Division 

Biomedical Advanced Research and Development Authority 
U.S. Department of Health and Human Services 

Development and Manufacturing 
Mike Angelastro 
Sr. Project Officer 

Division of Manufacturing, Facilities & Engineering 
Biomedical Advanced Research and Development Authority 

U.S. Department of Health and Human Services 

Lunch on Your Own 
12:15pm to 1:15pm 
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Session 3 
1:15pm to 3:15pm 

Multi‐Purpose MCM for Current and Emerging Threats 

Development of MCM that provide capabilities to respond against multiple known and, potentially, unknown threats 

Development of Antimicrobials and Broad‐Spectrum Activity: 

Antibiotics 
Rosemarie Aurigemma, Ph.D 

Chief, Biodefense Drug Development Section 
The National Institutes of Health 

Joe Larsen, Ph.D. 
Chief, Broad Spectrum Antimicrobials Program 

Biomedical Advanced Research and Development Authority 
U.S. Department of Health and Human Services 

Antivirals 
Michael Wathen 

Chief, Antiviral Advanced Development 
Biomedical Advanced Research and Development Authority 

U.S. Department of Health and Human Services 

Repurposing of Approved Products for Use Against Public Health Threats: 

Chemical 
Judith Wolfe Laney, Ph.D 

Project Officer, Division of Chemical, Biological, Radiological, and Nuclear Countermeasures 
Biomedical Advanced Research and Development Authority 

U.S. Department of Health and Human Services 

Rad/Nuc/Burns 
Ronald G. Manning, Ph.D. 

Chief, Chemical, Radiological and Nuclear 
Biomedical Advanced Research and Development Authority 

U.S. Department of Health and Human Services 

Clinical Diagnostics: 
Influenza 

Daniel B. Jernigan, M.D., M.P.H. 
Deputy Director of the Influenza Division 
Centers for Disease Control and Prevention 

CBRN 
Rodney L. Wallace 

Chief, CBRN Diagnostics 
Office of Biomedical Advanced Research and Development Authority 

U.S. Department of Health and Human Services 

Respiratory Devices for Use in Mass Casualty Events 
Melanie Choe, Ph.D. 

Interdisciplinary Scientist, Influenza Division 
Office of Biomedical Advanced Research and Development Authority 

U.S. Department of Health and Human Services 

Lewis J. Radonovich, M.D. 
Director 

National Center for Occupational Health and Infection Control 
Department of Veterans Affairs 

Break 
3:15pm to 3:45 
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Session 4 
3:45pm to 5:05pm 

New Approaches to MCM 

Concepts for MCM that go beyond the current pathogen‐specific drug or vaccine paradigm to provide new capabilities 
for threat preparedness and response 

Prospects for “Universal” Influenza Vaccines 
Gary J. Nabel, M.D., Ph.D. 

Director of the Vaccine Research Center 
The National Institutes of Health 

Host‐Directed Therapeutics and Immunomodulators 
Alan Goldberg 

Subject Matter Expert, Division of Strategic Science and Technology 
Contractor in Support of the Biomedical Advanced Research and Development Authority 

U.S. Department of Health and Human Services 

Cellular Therapies for Use in Public Health Emergencies 
TBA 

Innovations and New Technologies 
Christopher P. Austin, M.D. 

Director 
National Center for Advancing Translational Sciences 

The National Institutes of Health 

Closing Remarks 
5:05pm to 5:20pm 

Carol Linden 
Principal Deputy Director 

Office of Biomedical Advanced Research and Development Authority 
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DAY 2 
Tuesday, December 11, 2012 

Federal Hall 

Welcome & Introduction 
8:30am to 8:45am 

David Beck 
Director (acting) 

Office of Acquisitions Management, Contracts & Grants 

Schuyler Eldridge 
Deputy Director (acting) 

Office of Acquisitions Management, Contracts & Grants 

Pre‐Solicitation 
8:45am to 9:25am 

Requirements Setting 
Dr. Richard Jaffe 

Director, Division of Medical Countermeasure Strategy and Requirements 
Office of Policy and Planning 

Market Research & Getting Started 
Cameron Hernandez 
Program Manager 

Office of Acquisitions Management, Contract & Grants 

Tech Watch 
Dr. Adam Clark 
Program Officer 

Division of Strategic Science and Technology 
Office of Biomedical Advanced Research and Development Authority 

Solicitation 
9:25am to 10:15am 

BAAs and RFPs: Their Differences 
Carolyn Keeseman 
Contracting Officer 

Office of Acquisitions Management, Contract & Grants 

Walkthrough Introduction 
Jolinda Summers 

Procurement Analyst 
BRTRC 

Small Business 101 
Malda Brown 

Procurement Center Representative 
U.S. Small Business Administration 

Government Contracting 

Break 
10:15am to 10:30am 
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Post‐Proposal 
10:30am to 12:30am 

White Paper Review Process 
Tasha McMillian 

Contracting Officer 
Office of Acquisitions Management, Contract & Grants 

Contract Types 
Eric Steinberg 

Contracting Specialist 
Office of Acquisitions Management, Contract & Grants 

Business Toolkit 
Jolinda Summers 

Procurement Analyst 
BRTRC 

Company Success Story 
Ramkumar Mandalam 
President and CEO 

Cellerant 

Regulatory 
Dr. Alan Liss 

Director, MCMi PHSAT 
Office of Counterterrorism and Emerging Threats 

U.S. Food and Drug Administration 

Earned Value Management 
Jason Vettickal 
EVM Specialist 

BRTRC 

Proposal Evaluations 
Brooke Bernold 

Contracting Officer 
Office of Acquisitions Management, Contract & Grants 

Lunch on Your Own 
12:30pm to 2:00pm 

Competitive Range 
2:00pm to 2:30pm 

Negotiations 
Matt Rose 

Contracting Specialist 
Office of Acquisitions Management, Contract & Grants 

Debriefing 
Francine Hemphill 
Contracting Officer 

Office of Acquisitions Management, Contract & Grants 
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Award & Administration (Part 1) 
2:30pm to 3:20pm 

Walkthrough Award Synopsis 
Jolinda Summers 

Procurement Analyst 
BRTRC 

Contracting Officer’s Authorization 
Susan Cortes‐Shrank 
Contracting Officer 

Office of Acquisitions Management, Contract & Grants 

Afternoon Break 
3:00pm to 3:20pm 

Award & Administration (Part 2) 
3:20pm to 4:50pm 

Invoicing 
Forest Crumpler 

Contracting Officer 
Office of Acquisitions Management, Contract & Grants 

Contract Modifications 
Brendan Miller 

Contracting Officer 
Office of Acquisitions Management, Contract & Grants 

In Process Reviews 
Jolinda Summers 

Procurement Analyst 
BRTRC 

Other Opportunities 
Barbara Orlando 

Grants Management Officer 
Office of Acquisitions Management, Contract & Grants 

Closing & Questions 
4:50pm to 5:00pm 

DAY 3 
Wednesday, December 12, 2012 
Federal Hall & National Hall 

Pre‐Scheduled ASPR Staff Meetings 
9:00am to 5:00pm 
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