
   

 

 
 
 

May, 19, 2009
 
 
To the North Carolina Congressional Delegation: 
 

RE:  H.R. 1548 (Pathway to Biosimilars Act of 2009) 
 
The House of Representatives is currently considering H.R. 1548, the Pathway to 
Biosimilars Act, which would create a regulatory approval pathway for 
biosimilars. These are biologics that are similar to, but not exact copies of, 
innovator biologics.  For the sake of our state's economy and the health of North 
Carolinians, the undersigned members of the North Carolina Biosciences 
Organization are asking that you support H.R. 1548. 
 
HR 1548 takes patient safety seriously. Biologics are made from living 
organisms. As a result, they're significantly more complex than traditional drugs.  
 
In fact, creating biologics is so complicated that they're impossible to duplicate 
exactly. This is important because even a slight variation in the molecular 
composition of a medicine can result in unforeseen side effects. Recognizing 
this, the Pathway to Biosimilars Act -- which creates a legal framework for the 
approval of attempted copies of biologics -- ensures FDA has the authority to 
require the appropriate testing of biosimilars so physicians can be sure of a 
medicine's safety and potency.  The legislation appropriately recognizes that 
biosimilars will not be identical to the innovator product and provides the 
necessary framework to protect patient safety. 
 
HR 1548 also protects North Carolina's biotech industry. According to an 
economist at Duke University, it takes about 13 to 16 years of sales for a 
biopharmaceutical company to break even on new biologics. That's because 
researching and developing one of these medicines and then bringing it to 
market is staggeringly expensive, totaling $1.3 billion on average.  
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The Pathway to Biosimilars Act allows biotech companies to keep their research 
data from competitors for 12 years. This gives them the chance to recoup their 
investment costs and remain economically viable. In North Carolina, protecting 
the future of biopharmaceutical companies is especially important as the industry 
accounts for almost 120,000 jobs in the state. 
 
The Pathway to Biosimilars Act lays the foundation for the continued growth of 
North Carolina's biotech sector while protecting the health of patients 
everywhere. It warrants your support. 
 
Sincerely, 
 

Samuel M. Taylor 
President  
North Carolina Biosciences 
Organization 
 
Ed Field 
President & Chief Operating Officer 
Aldagen, Inc.  
 
Janice A. Kimpel, Ph.D. 
Vice President, Business 
Development 
Alphavax, Inc. 
 
David Beier 
Senior Vice President Global & 
Corporate Government Affairs 
Amgen 
 
B. Jefferson Clark 
Managing Partner 
The Aurora Funds 
 
Esther Alegria, Ph. D. 
Vice President & General Manager, 
Manufacturing & Operations 
Biogen Idec 
 
 

Jan Turek 
Chief Executive Officer 
Biolex 
 
J. Bruce Kaylos 
Principal 
Biotech Assistance, LLC 
 
Eric R. Ward 
Chief Executive Officer 
Cropsolution, Inc. 
 
Lou Arp 
Vice President & General Manager, 
Supply Operations 
Eisai, Inc. 
 
Don Wilson 
President & Chief Executive Officer 
Endacea, Inc. 
 
Sherry M. Knowles 
Senior Vice President & Chief 
Patent Counsel 
GlaxoSmithKline 
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Christy Shaffer 
President & Chief Executive Officer 
Inspire Pharmaceuticals 
 
Dennis J. Dougherty 
Managing General Partner 
Intersouth Partners 
 
 
Craig Whitfill 
President & Chief Executive Officer 
ImmunoBiosciences 
 
Russ H. Read 
Executive Director 
National Center for Biotechnology 
Workforce 
 
E. Norris Tolson 
President & Chief Executive Officer 
North Carolina Biotechnology 
Center 
 
Doug Wallis 
Vice President & General Manager 
Novo Nordisk Pharmaceuticals 
Industries, Inc. 
 
Jeffrey Collins, Ph.D. 
Senior Vice President 
Pappas Ventures 
 
Roland Johnson 
President & Chief Executive Officer 
Piedmont Pharmaceuticals 
 
Oren Cohen, M.D. 
Chief Medical & Scientific Officer 
Quintiles Transnational Corp. 
 
 

Gavin Corcoran, M.D. FACP 
Chief Scientific Officer 
Stiefel Research Institute 
 
J. Donald deBethizy, Ph. D. 
President & Chief Executive Officer 
Targacept, Inc. 
 
Dennis Burns 
Principal 
TCG, LLC 
 
Dean Bunce 
Executive Vice President 
Regulatory Affairs 
United Therapeutics Corp. 
 
Robert Schotzinger 
President & Chief Executive Officer 
Viamet Pharmaceuticals 
 
Terry Costello 
President & Chief Operating Officer 
Yonkers Industries, Inc. 
 


