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The Urgent Need to Increase Public Funding of FDA and 
Lessen the FDA’s Reliance on Income from User Fees  

 
FDA receives budget authority (BA) appropriations from general revenues and also receives user 
fees from certain industries. User fees supplement public funding in connection with the 
agency’s review of new drug, biologic, medical device and animal drug applications and for 
inspections of mammography facilities.   
 
These programs are ones where Congress decided that resource shortfalls were preventing FDA 
from performing some of its statutorily mandated functions in a timely manner.  
 
User fees were not meant to replace BA (public) appropriations for the agency.1  Yet for certain 
parts of the FDA--notably the drug review activities of the Center for Drug Evaluation and 
Research--user fees have become the largest source of funding.   
 
The Alliance for a Stronger FDA believes that: 
 

There is an urgent need to increase, not decrease, public funding of 
FDA. In those programs where user fees currently exist, a balance is 
needed to assure that the public commitment to FDA remains the 
dominant source of funding.    

 
As a public health agency, FDA has been funded primarily from public funds. This 
continues to be appropriate and necessary.  
 
FDA is the nation’s premier public health agency charged with assuring safe food and safe and 
effective medical products for the American people. FDA received only public funds from its 
creation in 1906 until user fees were adopted in 1992.  User fees pay for specific services and 
outcomes, while BA appropriated funds support all of the agency’s needs, especially its core 
mission and programs.     
 
FDA is increasingly dependent on user fees, particularly to fund medical product reviews.  
 
FDA’s user fee funding has been growing at a more rapid rate than BA appropriations.  Between 
fiscal years 1999 and 2008, user fee funding for FDA’s medical product programs increased 268 
                                                 
1 This analysis does not include the FDA’s Center for Tobacco Products, which is a discreet 
entity within FDA. Reflecting Congressional intent, the Center is 100% paid for by user fees 
from tobacco companies.    
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percent, from about $120 million to about $443 million. In the same period, BA appropriations 
(public funds) increased only 69 percent, from about $441 million to about $746 million.2    
 
Over three-quarters of the increase in user fee funding over this period supported the drugs 
program. As a result, user fee funding for the agency's drug review process is about 
65% of the costs.   

User fees pay for specific activities; BA appropriations pay for fulfilling FDA’s mission. 
 
The user fees laws specify that funds can only be used for specific activities in specific FDA 
centers. They cannot be used for FDA’s broader public health responsibilities.   This has 
constrained FDA’s leadership in its programming, priority-setting, planning and personnel 
management since the fastest growing source of FDA funding can only be directed toward pre-
determined specific programs.  
  .    
FDA is hurt by public perception that the agency is overly reliant on industry user fees.   
 
With user fees funding now constituting two-thirds of the cost of the drug review process, critics 
of the agency have argued that FDA’s drug safety and efficacy standards have been relaxed. 
There is no evidence for this, but the perception is harmful to the agency. A better balance 
between appropriated and user fee funding for medical product reviews is critical to maintaining 
and increasing the public’s trust in the agency.  
 

The Solution: 
Sustained Multi-Year Funding Increases in Appropriated Public Funding 

 
While user fees play a role in helping to augment funding for the FDA, they were never intended 
to supplant public funding to meet FDA’s mission and statutory responsibilities. The growing 
imbalance in some FDA programs threatens the agency’s ability to effectively carry out its vital 
public health mission.  
 
The Alliance for a Stronger FDA recommends sustained multi-year funded increases in 
appropriated public funding for FDA. This is urgently needed to provide the agency with the 
resources it needs to fulfill its vital public health mission.  
 
 
For more information on this topic or the Alliance for a Stronger FDA:            
 
Ladd Wiley, (202) 887-4083, lwiley@strengthenfda.org 
Steven Grossman, (301) 539-9660, sgrossman@strengthenfda.org 
 
or go to our website at www.StrengthenFDA.org.  
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2 GAO: FDA Faces Challenges Meeting Its Growing Medical Product Responsibilities and Should Develop 
Complete Estimates of Its Resource Needs: http://www.gao.gov/new.items/d09581.pdf   


