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N
billion was funded by the drug and 

three existing user fee programs. Those 

for the hundreds of millions of dollars 

reviews.

use these funds for a broader range of 

never been higher. 

User Fee Structure 

used to pay the salaries of new drug 

reviewers at FDA have traditionally 

Sept. 31, 2007), the fees from a single 

sponsor for FDA review of a new 

annually based on the aggregate level 

letter and mandated Annual Reports 

standard mandating FDA review and 

is not renewed this year in 2007, to 

This amount supports at least 

600 reviewers and many more 

administrative support personnel 

STAKES ARE HIGH IN DRUG AND DEVICE USER FEE

TUG-OF-WAR
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and systems. Industry would lose 

oversight, to maintain non-binding 

months for standard NDAs and at six 

supplements.

were designated for priority review of 

life threatening diseases). In addition, 

with a variety of review reforms to 

expedite development of bioterrorism 

hold responses and formal dispute 

resolution. Additionally, FDA agreed to 

to evaluate the development of 

Medical Device User Fee 
and Modernization Act 

In 2002, a user fee regime was 

fee for a real-time supplement (e.g., 

if all were assessed a fee of 1.42 

Animal Drug User Fee Act 
In 2003, a program similar to 

will not expire until September 30, 

million for Animal Drug User Fee 
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Changes Proposed 
for PDUFA IV 

representatives agreed to pay an 

a meeting on February 16, 2007. After 

Traditionally, industry has resisted 

from government funds-industry should 

position that user fees had to be: 1) 

additive to existing FDA baseline 

goals that should be established by 

that industry has agreed to the 

following annual payments to expand 

the user fee program: 

-

-

dling of missing trial data and 

-

reviewers to provide more timely 

FDA advisory reviews.

User Fee Train: 
Likely Passengers

It is the hope of FDA and its 

negotiating partners that the legislation 

oppose the addition of any amendments 

its easy passage. 

If the past is prologue, however, 

substantive amendments unrelated to 

amendments were sought by others 

provisions that might be opposed by 

industry, or minor provisions that 

If the past is prologue, however, all the prior 
user fee bills carried substantive 

amendments unrelated to raising 
revenue for the agency.
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is attempting to address many of these 

issues internally to obviate the need 

written drug wholesaler pedigree 

list of other FDA-related issues of interest 

of these items may drop off Member wish-

lists. 

Conclusion

bills by September 30, 2007. The leadership 

framed as some form of drug safety 

regulatory barriers for the development 

registration of food establishments. 

So, what issues await in the 

foremost are a variety of provisions to 

A laundry list of additional FDA 

advisory board at the Department of 
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User fee resources could increase by 
25 percent or more commencing in 

FY08 through 2012.




