APPENDIX B

NUMBER OF FEES PAID IN FY 2012

AGDUFA established three fee categories and set fee revenues for each category. Based
on the statutory revenues and estimated numbers of fees that would be paid in each
category, FDA published the FY 2012 fee rates for all categories in August 2011*. The
fee categories under AGDUFA (with FY 2012 fee rates) are:

1) Abbreviated Applications for Generic New Animal Drugs ($124,900);

2) Generic New Animal Drug Product Fees ($6,200); and

3) Generic New Animal Drug Sponsor Fees which range from $27,175 to $54,350
depending on the level of sponsor fee.

Table 8 summarizes the number and type of fees actually received in FY 2012 for cohort
year 2012 in comparison to what the FDA estimated it would receive in FY 2012 when
AGDUFA fees for FY 2012 were established in August 2011.

TABLE 8
GENERIC NEW ANIMAL DRUG USER FEES COLLECTED AND ANTICIPATED IN
FY 2012
AS OF SEPTEMBER 30, 2012

# OF FEES # OF FEES
ACTUALLY ANTICIPATED IN
SEISRIAS S (U S0l COLLECTED IN AUGUST 2011 WHEN
FY 2012 FY 2011 FEES WERE SET
Abbrev. New Animal Drug Applications 26 13.7
Products 349 322
Sponsors (Full Fee Equivalents) 38.5 36.75

FY 2011 As OF SEPTEMBER 30, 2011, FOR COMPARISON

# OF FEES # OF FEES
ACTUALLY ANTICIPATED IN
SESRIRE ST AUIZS 01 COLLECTED IN AUGUST 2010 WHEN
FY 2011 FY 2011 FEES WERE SET
Abbrev. New Animal Drug Applications 11 17.5
Products 346 347.4
Sponsors 36.50 33.75

! FDA published FY 2012 generic new animal drug user fee rates in the Federal Register — August 1, 2011
(76 FR 45814, www.gpo.gov/fdsys/pkg/FR-2011-08-01/pdf/2011-19334.pdf).
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