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Alliance for a Stronger FDA 

• Nearly 200 members:  

• Patient and consumer groups 

• Health professional and research advocacy groups 

• Industry groups and individual companies 

• Individuals, including former commissioners 

• Members interested in every part of FDA, 
including drug development, medical devices, 
food safety, animal food and drugs and more 

• Primary Goal: increasing appropriated funding 
for FDA because “a strong, well-funded FDA is 
in the interest of all stakeholders.”  
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FDA  Touches Every American 
Multiple Times Each Day 
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FDA: Vitally Important 

• FDA relatively small, underfunded for decades 

• Agency appropriated $2.561B to oversee: 

• 100% of drugs, vaccines, medical devices, diagnostics, 
cosmetics  

• 80% of our nation’s food supply 

• Products that are nearly 25% of all consumer spending  

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

FROM CONGRESS 

• Biosimilars (2010) 

• Food Safety (2011) 

• Drug and device innovation 
and safety (2012) 

• Drug security and 
pharmacy compounding 
(2013) 

OTHER ADDITIONAL 
RESPONSIBILITIES 

• Globalization 

• Scientific complexity 

• Promoting innovation 

• Public health emergencies 

• National security 

• Growth of industry  
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Increases in funding have prevented crisis… 

but not fully supported growing responsibilities 



Scientific Complexity & Medical 
Products 
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Sponsors Need More Meeting 
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Enhanced Timeliness and  
Consistency of Product Review 



FDA Especially Vulnerable to Cutbacks 

• 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,  

• drug and device approvals will be slower, conflicting 
with promises made to consumers and companies, 

• problems with imports and globalization will become 
more numerous 
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Iron Triangle of Deficit Reduction 

• Reduce annual deficit/long-term debt:  

• cut discretionary spending (appropriations),        

• reduce the cost of entitlement programs, and     

• raise additional revenue (taxes/loopholes?)  

• Discretionary spending shrinking; cutting it to 
zero would have little effect on long-term deficits. 
Confirmed by new CBO report.  

• Congress/President unable to agree on entitlement and 
revenue changes.  Discretionary spending subject to 
harsh constraints. Pending election intensifies 
disagreements  
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Macro vs. Micro Budget 
Considerations 

• FDA’s fate: mix of macro/micro budgetary and 
political factors 

• Macro: issues that affect the entire federal budget.  
Need for increased funding for FDA will not cause 
Congress to decide on higher overall spending targets, 
abandon deficit reduction, or set the Continuing 
Resolution at a higher level. 

• Micro: FDA on its own merits—relative to: previous 
year’s funding; other agencies within the same 
appropriations bill; growth in mission 

• Are we in the situation of NIH’s 6th year? 
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The FY 14 Baseline 

• BA appropriations of $2.552 billion (S&E) and 
$9 million (B&F) 

• House/Senate provided largest numbers under 
consideration 

• Tops FY 12 by $55 million 

• Appropriation of all user fees, total $1.795B. 

• Restoration of sequestered FY 13 user fees, 
totaling $79 million (non-BA, one-time funds) 

• Not enough of an increase, but given budget 
pressures, not a bad year 
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The Administration FY 15 Request 

• Mostly preserves the FY 14 base 

• Claims 8+% increase that is mostly proposed 
user fees that are DOA  

• FDA’s food safety activities would gain $23 
million in appropriated funding   

• FDA’s  medical products programs would 
receive no net increase in appropriations. 

• Proposed $25 million for pharmacy 
compounding is coming from other program 
activities, not new monies.  
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Budgetary Gauntlet, FY 15 Version 

 

 

•    Ag Approps started early, mired in food stamps 
& farm bill issues. 
 

•    House at Administration level; Senate + $14M 
 

•    Continuing Resolution now certain. Issues: 
 

•   Level of the CR 
•   Duration of the CR 
•   Limitations on new starts 
•   Need for anomalies? 
•   Inability to plan ahead 

 



Summary 

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 continue transformation into a 21st century 
regulatory agency 

FDA should be a priority. It deserves exceptional 
status when appropriations decisions are made 
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For more information about the Alliance or FDA funding,  contact: 

Ladd Wiley, lwiley@StrengthenFDA.org,  202-887-4083    

Steven Grossman,  sgrossman@StrengthenFDA.org,  301-539-9660 

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

