
Since passage of the first Prescription 
Drug User Fee Act almost 20 years 
ago, user fee negotiations and the leg-
islative vehicles that authorize them 
have significantly changed the scope 
of FDA’s responsibilities. After PDUFA 
paved the way to the acceptance of 
user fees, programs were created for 
other FDA-regulated industries, such as 
medical devices, animal drugs, generic 
animal drugs and tobacco. Several ad-
ditional user fee programs are on the 
horizon, such as those for generic hu-
man drugs and biosimilars. Are you and 
your organization ready to engage in a 
smart, educated manner?

There are many issues that reach across 
user fee programs. This book addresses: 
What approaches have been taken by 
FDA and the regulated industries to the 
various user fee programs? What can 
the history of prescription drug and 
medical device user fee negotiations 
tell us about future negotiations? What 
strategies worked in the past? What are 
the lessons learned that can be applied 
across all stakeholders?

Chapters explore the history leading 
to the first user fee program (PDUFA), 
the biopharmaceutical industry per-
spective on negotiating user fees, a 
first-of-its-kind view of negotiations 
from the FDA lens, a clear explana-
tion of Congress’ role in enacting user 
fees, insight into how user fees ex-
panded to medical devices, advice 
from professional negotiators on how 
to bring new tools to the negotiation 
table and overall lessons learned for  
all stakeholders.

This book serves as a guide to stake-
holders preparing for any user fee ne-
gotiation, whether it’s for a new pro-
gram, or reauthorization of an existing 
one. The book draws on the institution-
al knowledge of many of the most ex-
perienced user fee negotiators, afford-
ing a unique 360-degree view of the 
evolving nature of such negotiations; 
it offers practical insights not only for 
those at the negotiating table, but for 
anyone involved in helping to shape, 
analyze, monitor or understand user 
fee programs.
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