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[FR Doc. 04–17511 Filed 7–30–04; 8:45 am]
BILLING CODE 4160–01–C

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

Establishment of Prescription Drug 
User Fee Rates for Fiscal Year 2005

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
rates for prescription drug user fees for 
fiscal year (FY) 2005. The Federal Food, 
Drug, and Cosmetic Act (the Act), as 
amended by the Prescription Drug User 
Fee Amendments of 2002 (PDUFA III), 
authorizes FDA to collect user fees for 
certain applications for approval of drug 
and biological products, on 
establishments where the products are 
made, and on such products. Base 
revenue amounts for application fees, 
establishment fees, and product fees for 
FY 2005 were established by PDUFA III. 
Fees for applications, establishments, 
and products are to be established each 
year by FDA so that revenues from each 
category will approximate the levels 
established in the statute, after those 
amounts have been first adjusted for 
inflation and workload. This notice 
establishes fee rates for FY 2005 for 
application fees ($672,000 for an 
application requiring clinical data, and 
$336,000 for an application not 
requiring clinical data or a supplement 
requiring clinical data), establishment 
fees ($262,200), and product fees 
($41,710). These fees are effective on 
October 1, 2004, and will remain in 
effect through September 30, 2005. For 
applications and supplements that are 
submitted on or after October 1, 2004, 
the new fee schedule must be used. 
Invoices for establishment and product 
fees for FY 2005 will be issued in 
August 2004, using the new fee 
schedule.

FOR FURTHER INFORMATION CONTACT: 
Frank Claunts, Office of Management 
(HFA–20), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301–827–4427.
SUPPLEMENTARY INFORMATION:

I. Background
Sections 735 and 736 of the act (21 

U.S.C. 379g and h), establish three 
different kinds of user fees. Fees are 
assessed on: (1) Certain types of 
applications and supplements for 
approval of drug and biological 

products, (2) certain establishments 
where such products are made, and (3) 
certain products (21 U.S.C. 379h(a)). 
When certain conditions are met, FDA 
may waive or reduce fees (21 U.S.C. 
379h(d)).

For FY 2003 through 2007 base 
revenue amounts for application fees, 
establishment fees, and product fees are 
established by PDUFA III (title 5 of the 
Public Health Security and Bioterrorism 
Preparedness and Response Act of 
2002). Base revenue amounts 
established for years after FY 2003 are 
subject to adjustment for inflation and 
workload. Fees for applications, 
establishments, and products are to be 
established each year by FDA so that 
revenues from each category will 
approximate the levels established in 
the statute, after those amounts have 
been first adjusted for inflation and 
workload. The revenue levels 
established by PDUFA III continue the 
arrangement under which one-third of 
the total user fee revenue is projected to 
come from each of the three types of 
fees: Application fees, establishment 
fees, and product fees.

This notice establishes fee rates for FY 
2005 for application, establishment, and 
product fees. These fees are effective on 
October 1, 2004, and will remain in 
effect through September 30, 2005.

II. Revenue Amount for FY 2005, and 
Adjustments for Inflation and 
Workload

A. Statutory Fee Revenue Amounts

PDUFA III specifies that the fee 
revenue amount for fiscal year 2005 for 
each category of fees (application, 
product, and establishment) is 
$84,000,000, for a total of $252,000,000 
from all three categories of fees (21 
U.S.C. 379h(b), before any adjustments 
are made.

B. Inflation Adjustment to Fee Revenue 
Amount

PDUFA III provides that fee revenue 
amounts for each fiscal year after 2003 
shall be adjusted for inflation. The 
adjustment must reflect the greater of: 
(1) The total percentage change that 
occurred in the consumer price index 
(CPI) (all items; U.S. city average) 
during the 12-month period ending June 
30 preceding the fiscal year for which 
fees are being set, or (2) the total 
percentage pay change for the previous 
fiscal year for Federal employees 
stationed in the Washington, DC, 
metropolitan area. PDUFA III provides 
for this annual adjustment to be 
cumulative and compounded annually 
after FY 2003 (see 21 U.S.C. 379h(c)(1)).

The inflation increase for FY 2004 
was 4.27 percent. This was the greater 
of the CPI increase during the 12-month 
period ending June 30 preceding the 
fiscal year for which fees are being set 
(June 30, 2003—which was 2.11 
percent) or the increase in pay for the 
previous fiscal year (2003 in this case) 
for Federal employees stationed in the 
Washington, DC, metropolitan area (4.27 
percent).

The inflation increase for FY 2005 is 
4.42 percent. This is the greater of the 
CPI increase during the 12-month 
period ending June 30 preceding the 
fiscal year for which fees are being set 
(June 30, 2004—which was 3.27 
percent) or the increase in pay for the 
previous fiscal year (2004 in this case) 
for Federal employees stationed in the 
Washington, DC, metropolitan area (4.42 
percent).

Compounding these amounts (1.0427 
times 1.0442) yields a total compounded 
inflation adjustment of 8.88 percent for 
FY 2005.

The inflation adjustment for each 
category of fees for FY 2005 is the 
statutory fee amount ($84,000,000) 
increased by 8.88 percent, the inflation 
adjuster for FY 2005. The FY 2005 
inflation-adjusted revenue amount is 
$91,459,200 for each category of fee, for 
a total inflation-adjusted fee revenue 
amount of $274,377,600 in FY 2005.

C. Workload Adjustment to Inflation 
Adjusted Fee Revenue Amount

For each fiscal year beginning in FY 
2004, PDUFA III provides that fee 
revenue amounts, after they have been 
adjusted for inflation, shall be further 
adjusted to reflect changes in workload 
for the process for the review of human 
drug applications (see 21 U.S.C. 
379h(c)(2)).

The conference report accompanying 
PDUFA III, House of Representatives 
report number 107–481, provides 
additional instructions on how the 
workload adjustment provision of 
PDUFA III is to be implemented. 
Following that guidance, FDA 
calculated the average number each of 
the four types of applications specified 
in the workload adjustment provision 
(human drug applications, commercial 
investigational new drug applications 
(INDs), efficacy supplements, and 
manufacturing supplements) received 
over the 5-year period that ended on 
June 30, 2002 (base years), and the 
average number of each of these types 
of applications over the most recent 5-
year period that ended June 30, 2004.

The results of these calculations are 
presented in the first 2 columns of table 
1 of this document. Table 1, column 3 
of this document, reflects the percent 
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