
March 2015 

All of FDA’s stakeholders  
working together  

for a strong, well-funded FDA 



FDA: Underfunded, Vitally Important 
• FDA relatively small, underfunded for decades 
• Agency appropriated $2.6B to oversee: 

• 100% of drugs, vaccines, medical devices, cosmetics and 
80% of our nation’s food supply 

• Products that are more than 20% of all consumer 
spending  

• Strong FDA essential to U.S. economy, jobs, balance of 
trade; critical to homeland security  

• Unlike other U.S. regulatory agencies, all stakeholders 
(including industry) support increased funding for the 
agency 
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FDA Regulates More Than 20% of 
Consumer Spending 
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FDA Responsibilities Grow Each Year 

FROM CONGRESS 
• Tobacco control (2009) 
• Biosimilars (2010) 
• Food Safety (2011) 
• Drug and device innovation and 

safety (2012) 
• Compounding (2013) 
• Drug supply chain security 

(2013) 

OTHER ADDITIONAL 
RESPONSIBILITIES 

• Globalization 
• Scientific complexity 
• Promoting innovation 
• Public health emergencies 
• National security 
• Growth of industry  

 
3 

Increases in funding have prevented crisis… 
but not fully supported growing responsibilities 



FDA Especially Vulnerable to Cutbacks 
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• FDA is a staff-intense organization:  
• more than 80% staff costs,  
• rent and utilities are fixed costs--paid first 
• little grant and contracting to cut 

• If resources are not added: 
• food will be less safe and consumers may be hurt,  
• critical efforts to modernize the agency and improve its 

support for innovation will stall 
• problems with imports and globalization will become 

more numerous 



History of FDA Funding 
 

• A decade ago, FDA was a severely underfunded 
public health and regulatory agency; no prospects for 
improving its funding situation.  

• In response to education/advocacy and FDA Science 
Board report— 
• Congress increased FDA resources in four consecutive years 

(FY 08-11).  
• Arguably, this was enough money to carry out FDA’s Core 

mission as it existed four to six years ago.  
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History of FDA Funding 
• Meantime, Congress added to the agency’s 

responsibilities in a series of bills that passed annually 
from 2009 to 2013.  
• Tobacco, generics and biosimilars involved new user fees 
• Food, medical innovation, drug safety, and compounding 

were among the responsibilities that could not be paid for by 
user fees (or were inappropriate for user fees). 

•  It is these latter programs plus increasing scientific 
complexity and growing industries—that leave FDA needing 
a larger budget authority appropriation. 

• In sum, FDA has roughly enough money in FY 15 
for the FDA that existed a few years ago. 
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Food Safety Modernization Act 
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New Drug and Device Laws 
• Biologics Price Competition and Innovation Act 

• BPCIA signed into law March 2010 
• First fully new drug approval pathway in 30 years 
• Creates competition in $ 60B+ biotech drug market 

• FDA Safety and Innovation Act  
• FDASIA signed into law July 2012 
• Overhauls drug and device approval processes 
• Dozens of new rules and programs to implement 

• Pharmacy Compounding and Drug Quality Security in 
2013 
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Globalization Transforms FDA Mission 
Massive increase in need for safety inspections: 
• Food Imports: 10% annual increase from 2005-2011  

• 10-15% of all food consumed in U.S. is imported 
•  Nearly 2/3 of fruits and vegetables are imported 
•  80% of seafood is imported 

• Device Imports: 10% annual increase from 2005-2011 
• 50% of all medical devices used in the US are imported  

• Drug Imports: 13% annual increase from 2005-2011 
• 80% of API used in the U.S. are manufactured abroad 
• 40% of finished drugs are manufactured abroad 
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Scientific Complexity & Medical Products 
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Conclusion 

The U.S. Food and Drug Administration:  
• broad mandate for a relatively small agency 
• core function of government 
• mission and responsibilities are increasing 
• needs funding to transform into a 21st century regulatory agency 

FDA should be a priority…and deserves exceptional status 
when appropriations decisions are made. 

 

We request $2.8 billion for the FDA’s FY 16 budget 
authority appropriation.  

This amount is $200 million above FY 15 funding and $52 
million above the President’s FY 16 request. 
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A strong FDA benefits all Americans 
Patients, consumers, health professionals,  

industry....and the whole world benefits, too. 

For more information, contact: 
 
Ladd Wiley, Executive Director   Steven Grossman, Deputy Exec. Director 
lwiley@StrengthenFDA.org        sgrossman@StrengthenFDA.org  
202-887-4083       301-539-9660 

mailto:lwiley@strengthenfda.org
mailto:sgrossman@StrengthenFDA.org
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