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July 23, 2013 

 

Dear Chairman Pryor, Ranking Member Blunt, Chairman Aderholt, and Ranking Member Farr,  

 

As leading trade associations for the life sciences industries regulated by FDA, we write to thank you for seeking 

resolution to the issue of restoring the industry-paid user fees to FDA, and to offer our utmost support for your 

continued efforts to find a bi-partisan resolution for releasing the fees as Congress continues its work on the FY 

14 appropriations process. 

 

As you know, the life sciences industries are important drivers of the American economy and develop products 

that are critical to patient care. As noted in the 2011 report “The Global Biomedical Industry:  Preserving U.S. 

Leadership,” more than 1.2 million Americans are directly employed by the life sciences industry, and wages and 

output stemming directly from the industry comprised $96 billion and $213 billion, respectively.  In total, the life 

sciences industry accounts for 5.3 million jobs, as every job in the biomedical sector supports an additional 3.3 

jobs. 

 

Even more important, however, is the positive impact that our industries have on patient care. Our member 

companies make the technologies that diagnose, treat, and prevent thousands of conditions, ranging from cancer 

to HIV/AIDS to Alzheimer’s. Between 1980 and 2010, advances in the life sciences contributed to the duration of 

hospital stays being cut by more than half, life expectancy in the U.S. increasing by five years, and fatalities from 

heart disease, stroke and breast cancer cut by more than half.    

 

The future holds great promise, with more than 5,000 new medicines in the pipeline globally. Of these medicines 

in various phases of clinical development, 70 percent are potential first-in-class medicines, which could provide 

exciting new approaches to treating disease for patients.  Many of the new medicines in the pipeline are also for 

diseases for which no new therapies have been approved in the last decade. For example, there are 158 potential 

medicines for ovarian cancer, 19 for sickle cell disease and 41 for small cell lung cancer.  Additionally, the 

medical device industry is among the most innovative healthcare manufacturing sectors in the world, introducing 

thousands of new and improved medical technologies every year. Spending on advanced medical technology has 

remained virtually constant from 1992 to 2010 as a percentage of national health expenditures – at about 6 percent 

– demonstrating remarkable consistency and value despite a flood of new products that profoundly improved 

medical practice. 
 

Of course, bringing new therapies and devices to patients requires a sufficiently funded FDA that has the 

resources required to keep pace with scientific advances. Last year, Congress passed the FDA Safety and 

Innovation Act (FDASIA), which reauthorized the FDA drug, biologic and device user fee programs and provided 

much-needed improvements to the drug and device regulatory review processes at FDA. The industry-FDA user 



fee agreements, which were incorporated in FDASIA, included increased user fees, paid by industry to FDA, to 

facilitate improvements in FDA’s review processes in order to facilitate timely patient access to safe and effective 

new medicines and devices. FDASIA received strong bipartisan support, and benefitted from input from industry, 

FDA, patient groups, and additional stakeholders. 

 

Unfortunately, sequestration threatens to undermine the promise of these agreements, which could lead to 

continued delays in patient access to innovative new technologies. Specifically, sequestration prevents FDA from 

accessing nearly $83 million in industry-paid user fees in the current fiscal year. As you know, these are not 

taxpayer dollars and cannot, by law, be used for any other purpose. They are fees industry agrees to pay to the 

Agency to support an efficient and effective regulatory process. It will be difficult for industry to be confident in 

future negotiations with the FDA if there continues to be uncertainty that the agency can utilize the funds that we 

pay. 

 

We truly appreciate the report language stating the committee’s opposition to sequestering these user fees in the 

House and Senate FY14 agriculture appropriations committee reports and for your ongoing engagement on the 

issue through a difficult budgetary climate.  Please let us know if we can be of help to you as the Appropriations 

Committee conferences the final appropriations package.    

 

Sincerely,  

 

Stephen J. Ubl 

President and CEO, AdvaMed 

 

 

James C. Greenwood 

President and CEO, BIO  

 

 

 

John J. Castellani 

President and CEO, PhRMA 

 

Cc:   Chairwoman Barbara Mikulski, Senate Committee on Appropriations 

Ranking Member Richard Shelby, Senate Committee on Appropriations 

Chairman Hal Rogers, House Committee on Appropriations 

Ranking Member Nita Lowey, House Committee on Appropriations 


