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April 12, 2012 
 
The Honorable Fred Upton 
Chairman, House Committee on Energy and 
Commerce 
2183 Rayburn House Office Building 
Washington, D.C. 20515 

The Honorable Henry Waxman 
Ranking Member, House Committee on 
Energy and Commerce 
2204 Rayburn House Office Building 
Washington, D.C. 20515 

 
The Honorable Joe Pitts 
Chairman, Subcommittee on Health, House 
Energy and Commerce Committee 
420 Cannon House Office Building 
Washington, DC 20515 

 
The Honorable Frank Pallone, Jr. 
Ranking Member, Subcommittee on Health, 
House Energy and Commerce Committee 
237 Cannon House Office Building 
Washington, DC 20515 

  
 
Dear Representatives Upton, Waxman, Pitts, and Pallone: 
 
We, the undersigned pharmaceutical companies, strongly urge Congress to establish a new 
antibacterial drug approval pathway as part of the upcoming Prescription Drug User Fee Act 
(PDUFA) legislation.  The concept we support, put forward by the Infectious Diseases Society of 
America (IDSA), is a Limited Population Antibacterial Drug (LPAD) approval mechanism 
intended specifically for drugs that are effective in the treatment of serious bacterial infections 
where very few therapeutic options currently exist.  This mechanism will provide a vital lifeline 
to patients across America faced with severely drug-resistant infections.  In addition, this new 
proposed pathway provides an avenue for more efficient antibacterial drug development, and a 
more responsible regulatory pathway than available under current law.  In this way, the LPAD 
product approval mechanism is a necessary complement to the economic incentives for 
antibacterial development that Congress currently is considering for inclusion in PDUFA.   
 
Our companies, collectively representing hundreds of scientists, clinicians, and other employees, 
have been drawn to work in the antibacterial space because of the growing and severe threat to 
patients of drug resistance, and the potential to develop new drugs that meet this unmet medical 
need and bring a return to our investors.  What we have found is that many pharmaceutical 
companies have abandoned antibacterial development not only because of the challenges of 
market returns, but also because the current regulatory pathways for the development and 
approval of new antibacterials are arduous, risky, and, for some highly-resistant infections, 
infeasible.  Moreover, these pathways are inherently flawed in that they encourage companies to 
develop and commercialize therapies that target the broadest possible populations and maximum 
use.  This is precisely the wrong strategy in the interests of antibacterial stewardship and 
minimizing the development and spread of resistance.  The LPAD pathway provides a much 
needed avenue towards more efficient development of certain critically needed antibacterial 
drugs that will provide these life-saving medicines to patients where the risk/benefit is balanced 
while simultaneously promoting their responsible use.    
 
Under the LPAD mechanism, a novel drug’s safety and effectiveness would be studied in 
smaller, more rapid, and less expensive clinical trials—much like the Orphan Drug (OD) 
Program permits for other rare diseases.  Consistent with existing drug approval standards, 
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LPAD drug sponsors will need to demonstrate to the Food and Drug Administration (FDA) that 
LPAD products are safe and effective for their intended use and that the drugs’ benefits outweigh 
their risks for the indicated populations.  LPAD products then would be narrowly approved for 
use in the indicated small and defined populations of patients.  For patients with serious 
infections and insufficient therapeutic options, a greater degree of uncertainty about overall risk 
associated with a drug can be tolerated.  Later, as more safety and efficacy data are generated in 
additional clinical trials, the potential to address new infection types or to expand the indicated 
population could occur through this or more traditional pathways.     
 
Our companies recognize that this pathway implies a limited population, added restrictions, as 
well as the duty to conduct further monitoring and studies in safety and efficacy, as may be 
required through existing law.  However, we believe that the LPAD approval pathway provides 
an opportunity for our products to reach patients in need efficiently and with sufficient return.  
 
If Congress fails to act, there is a real possibility that the combined disincentives of market 
failure and regulatory challenges will not be overcome even if incentives currently under 
consideration in PDUFA are enacted.  Our companies will face increasing pressures to abandon 
antibacterial drug development science, losing the experience and capabilities of our employees, 
and failing the clear needs of physicians and patients who face a growing threat.  
 
For further information on the LPAD mechanism, please review the IDSA comments on the 
LPAD concept, including draft legislative language and other background materials submitted to 
your Committee earlier today..  Should you have any questions, please feel free to contact us.  
Contact information for our companies can be found enclosed.  
 
Sincerely, 

 
 
Kenneth Hillan, M.B, Ch.B. 
Chief Executive Officer and Chief Medical Officer 
Achaogen, Inc. 
 
 

 
Gregory Went, Ph.D. 
Chief Executive Officer and Chairman 
Adamas Pharmaceuticals, Inc. 
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Owen G. Roberts 
Chief Financial Officer 
Affinium Pharmaceuticals, Ltd. 

 
David P. Perry 
Chief Executive Officer 
Anacor Pharmaceuticals, Inc. 
 

Prabhavathi Fernandes 
Prabhavathi Fernandes, Ph.D. 
President and Chief Exeuctive Officer  
Cempra, Inc. 

 
James D. Talton, Ph.D. 
President and Chief Exeuctive Officer 
Nanotherapeutics, Inc. 
 
 

 

Pedro Lichtinger 
President and Chief Executive Officer 
Optimer Pharmaceuticals, Inc. 
 

 
Dennis P, Molnar 
President and Chief Executive Officer 
Paratek Pharmaceuticals, Inc. 
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Daniel M. Jorgensen, MD, MPH 
Senior Vice President & Chief Medical Officer 
Polymedix, Inc. 
 

 
Eric J. Loumeau 
Chief Financial Officer 
Rempex Pharmaceuticals, Inc. 
 
 

 
Leland C. Webster, Ph.D., M.B.A. 
Vice President, Business Development 
Tetraphase Pharmaceuticals, Inc. 
 

 
Jeffrey Stein, Ph.D. 
President and Chief Executive Officer 
Trius Therapeutics, Inc. 
 
 
Enclosure: Signatory Companies’ Contact Information 
 

Cc:       Representative Phil Gingrey 

Representative Gene Green 
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Enclosure 
 

Limited Population Antibacterial Drug (LPAD) Approval Mechanism 
Support Letter 

 
Signatory Companies’ Contact Information 

 
Achaogen, Inc. 
Michael Eichberg, Ph.D. 
Senior Director, Alliance Management 
7000 Shoreline Court, Suite 371 
South San Francisco, CA 94112 
Ph: 650-266-1159 
Email:  meichberg@achaogen.com  
 
Adamas Pharmaceuticals, Inc. 
Gregory T. Went 
President and CEO 
2200 Powell Street, Suite 220 
Emeryville, CA  94608 
Ph: 510-450-3502 
Email: gwent@adamaspharma.com 
 
Affinium Pharmaceuticals, Ltd. 
Dr. Barry Hafkin 
Chief Medical Officer 
7000 N. Mopac Expwy., 2nd Flr. 
Austin, TX, 78731 
Ph: 512-584-5398 
Email: bhafkin@afnm.com 
 
Anacor Pharmaceuticals, Inc. 
Delaney Lynch 
Executive Assistant to David Perry, CEO 
1020 East Meadow Circle 
Palo Alto, CA  94303 
Ph: 650-543-7690 
Email: dlynch@anacor.com 
 
Cempra, Inc. 
Ms. Tracy Barbee 
Executive Assistant to the CEO 
6340 Quadrangle Drive, Suite 100,  
Chapel Hill, NC  27517 
Ph: 919-313-6601 
Email: tbarbee@cempra.com 
 

mailto:meichberg@achaogen.com
mailto:gwent@adamaspharma.com
mailto:bhafkin@afnm.com
mailto:dlynch@anacor.com
mailto:tbarbee@cempra.com
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Nanotherapeutics, Inc. 
Gary A. Ascani 
Vice President, Business Development 
13859 Progress Blvd., Suite 300 
Alachua, FL 32615 
Ph: 386-462-9663 
Email: gascani@nanotherapeutics.com 
 
Optimer Pharmaceuticals, Inc. 
Nora Cassidy 
Executive Assistant to the CEO 
101 Hudson Street, Suite 3501 
Jersey City, NJ 07302 
Ph: 201-492-9222 
Email: ncassidy@optimerpharma.com 
 
Paratek Pharmaceuticals, Inc. 
Beverly Armstrong 
Chief Compliance Officer and General Counsel 
75 Kneeland Street 
Boston, MA 02111 
Ph: 617-275-0040 ext. 216 
Email: barmstrong@paratekpharm.com 
 
Polymedix, Inc. 
Dawn Eringis 
Vice President Commercialization and Scientific Affairs 
170 N. Radnor Chester Road 
Suite 300 
Radnor, PA 19087 
Ph: 484-598-2334 
Email: deringis@polymedix.com 
 
Rempex Pharmaceuticals, Inc. 
Eric J. Loumeau 
Chief Financial Officer 
11535 Sorrento Valley Road 
San Diego, CA 92121 
Ph: 858-875-6662 
Email: eloumeau@rempexpharma.com 
 
 
 
 
 
 

mailto:gascani@nanotherapeutics.com
mailto:ncassidy@optimerpharma.com
mailto:barmstrong@paratekpharm.com
mailto:deringis@polymedix.com
mailto:eloumeau@rempexpharma.com
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Tetraphase Pharmaceuticals, Inc.  
Leland Webster, Ph.D., M.B.A. 
Vice President, Business Development 
480 Arsenal Street, Suite 110 
Watertown, MA 02472 
Ph: 617-715-3587 
Email: lwebster@tphase.com 
 
Trius Therapeutics, Inc. 
Mark Stidham, Ph.D. 
Executive Director, Government Contracts Administration 
6310 Nancy Ridge Dr, Ste 105  
San Diego, CA 92121 
Ph: 858-373-4114 
Email: mstidham@triusrx.com 

 

mailto:lwebster@tphase.com

