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Animal Drug User Fee Rates and Payment Procedures for Fiscal Year 2007 o

AGENCY: Food and Drug Administration, HHS.

ACTION: Notice.

SUMMARY: The Food and Drug Administration (FDA) is announcing the fates
and payment procedures for fiscal year (FY) 2007 animal drug user fees. The
Federal Food, Drug, and Cosmetic Act (the act), as amended by the Animal
Drug User Fee Act of 2003 (ADUFA), authorizes FDA to collect user fees for
certain animél drug applications; on nertain animal drug prOduCts, on certain
establishments where,such products are made, and on certznn s‘ponsors of such
animal drug applications and/or investigational animal drug submissions. This

notice establishes the fee rates for FY 2007.

For FY 2007, the animal drug user fee rates are: $168,600 for an animal
drug application; $84,300 for a supplemental animal drug application for
which safety or effectiveness data is required; $4,115 for an annual product
fee; $51,350 for an annual establishment fee; and $44,850 for an annual
sponsor fee. FDA will issue invoicesforkFY 2007 product, establishment, and
sponsor fees by December 30, 2006, and these invoi’c‘es wiil be due and p’ayable
by January 31, 2007.

The application fee rates are effective for applications submitted on or after
October 1, 2006, and will remain in effect through September 30, 2007.
Applications will not be accepted to review until FDA has received full

payment of application fees and any other animal drug user fees owed.
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FOR FURTHER'INFORMATION'CONTACT: Visit the FDA Web site at http://
www.fda.gov/oc/adufa or contact Robert Miller, Center for Veterinary Medicine
(HFV-10), Food and DrUg Adfnihistration, 7519 Standish Place, Roc)kvil’le, MD
20855, 240-276-9707. For general questions, you may also e-mail the Center

for Veterinary Medicine (CVM) at: cvinadufa@fda.gov.
SUPPLEMENTARY INFORMATION:

I. Background

Section 740 of the act (21 U.S.C. 379j-12) establishes four different kinds
of user fees: (1) Fees for certain types of animal drug applications and
supplements, (2) annual fees for certain an'imal drug products, (3) annual fees
for certain establishments where such products are made, and (4) annual fees
for certain sponsors of animal drug applications and/or investigational animal
drug submissions (21 U.S.C. 379j-12(a)). When certain conditions are met, FDA

will waive or reduce fees (21 U.S.C. 379j-12(d)).

For FY 2004 through FY 2008, the act establishes aggregate yearly base
revenue amounts for each of these fee categories. Base revenue amounts
established for years after FY 2004 are subject to adjustment for inflation and
workload. Fees for applications, establishments, products, and sponsors are to
be established each year by FDA so that the revenue for each fee category will
approximate the level established in the statute, after the level has been
adjusted for inflation and workload. |

II. Revenue Amount for FY 2007 and Adjustments for Inflation and Workload

A. Statutory Fee Revenue Amounts

ADUFA (Public Law 108-130) specifies that the aggregate revenue amount

for FY 2007 for each of the four animal drug user fee categories is $2,500,000,
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before any adjustments for inflation or workload are made (see 21 U.S.C. 379j-

12(b)(1)-(4)).

B. Inflation Adjustment to Fee Revenue Amount

ADUFA provides that fee revenue amouhts for each FY after 2004 shall
be adjusted for inflation (see 21 U.S.C. 379]'-12(6)(1)). The adjustmeot must
reflect the gre_atelf of: (1) The total ‘peroent‘age chahge that /oocurred in the
Consumer Prioe Index (CPI) for all Urbeh coosumers ‘(all‘it_en.ls;vU.’S’. »city
average) during the 12-mooth pen'od ending June 30 prece’d‘in:gvthe FY for
v ‘Which ;feesvare beiog set, or (2) the total percentage pey change for the preyious

\ FY 'foi; Federal employees stetloneol 1n Washlngton DC ADUFA prov‘ijdes fo‘r
this annual adjustment to be cumulatlve and compounded annually after FY
2004 (see 21 U.S.C. 379j-12(c)(1)). |

The inflation adjustment for FY 2005 was 4.42 percent. This was the
greater of the CPI increase durmg the lz—month perlod endlng June 30, 2004,
(3.27 percent) or the increase in pay for FY 2004 for Federal employees
stationed in Washington, DC (4.42 percent).

The inflation adjustment for FY 2006 was 3.71 percent. This was the
greater of the CPI increase during the 12-month period ending June 30, 2005,
(2.53 percent) or the increase in pay for FY 2005 for Federal employees
stationed in Washington, DC (3. 71 percent) |

The inflation adjustment for FY 2007 is 4.32 percent. This is the greater
of the CPI increase for the 12-month period ending June 30, 2006, (4.32
percent) or the increase in pay for FY 2006 for Federal employees stationed
in Washmgton DC (3. 44 peroent) |

Compounding these amounts (1.0442 times 1.0371 times 1.0432) yields a

total compounded inflation adjustment of 12.97 percent for FY 2007.



e

The inflation-adjusted revenue amount for each category of fees for FY

2007 is the statutory fee amount ($2,500,000) increased by 12.97 percent, the

inflation adjuster for FY 2007. The inflation-adjusted revenue amount is
$2,824,250 for each category of fee, for a total inflation-adjusted fee revenue

amount of $11,297,000 for all four categories of fees in FY 2007.
C. Workload Adjustment to Inf]atjon Adjusted Fee Revenue Aiﬁou’nf
For each FY beglnnmg in FY 2005 ADUFA provrdes that fee revenue

amounts, after they have been ad]usted for 1nﬂat10n shall be further ad]usted

to reﬂect changes in review workload (21 U S.C. 379) ]2((:][2)]

FDA calculated the average number of each of the five types of
applications and submissions specrfled in the workload adjustment provision
(animal drug applications, supplemental animal drug app}icat‘io’ns for which
data with respect to safety or efficacy are required, manufacturing
supplemental animal drug applications, investigational animal drug study
submissions, and investigational animal drug protocol submissions) received
- over the 3-year period that ended on September 30, 2002 (the base years), and
the average number of each of these types of applications and submissions over
the most recent 3-year period that ended May 31, 2006. |

The results of these calcula”tions‘ are presented m the first two;columhs
of table 1 of this document. ,Col_,urmn,ﬂ,,3.V,,reﬂectsrrih9rper‘cen’t change in workload
over the two 3-year periods. Column 4 shows the weighting factor for each
type of application, reflecting how much of the total FDA animal drug review
workload was aceounted f’or‘byeach type of application or subrhiésion in the
table during the most recent 3 years. Column 5 of table 1 is the weighted
percent change in each category of workload, and was derived by rhrﬂtiplying

the weighting factor in each line in column 4 by the percent change from the
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base years in column 3. At the bottom right of table 1 the sum of the values

in column 5 is added, reflecting a total change in workload of negative 10.5

percent for FY 2007. This is the workload adjuster for FY 2007.

TABLE 1. —WORKLOAD ADJUSTER CALCULATION.

Application Type

Column 1 3-Year
Avg. (Base Years)

Column 2 Latest
3-Year Avg.

Column 3 Percent
Change

Column 4
Weighting Factor

Column 5 Weight-
ed % Change

208

-27%

New Animal Drug Applications (NADAs) k 22 13 -41% 3% -1.2%
Supplemental NADAs with Safety or Efficacy Data 31 13 -58% 12% -7.0%
Manufacturing Supplements 368 k '424 +15% 25% +3.8%
Investigational Study Submiésioﬁs 272 259 -5% 46% -2.3%
Investigational Protocol Submissions 283 14% -3.8%

FY 2007 Workload Adjuster

-10.5%

ADUFA specifies fhat'the workload adjuster may not result in fees that

* are less than the inflation-adjusted revenue amount (21 U.S.C. 379j-1’2‘(cy)(_2)(B)).

For this reason, the workload adjustment will not be applied in FY 2007, and

the iriflatioh-adjustéd revenue amount for each category of fees for FY 2007

($2,824,250) becomes the revenue target for fees in FY 2007, for a total

inflation-adjusted fee revenue target in FY 2007 of $11,297,000 for fees from

all four categories.

ITI. Application Fee Calculations for FY 2007

The terms “animal drug applications” and ‘‘supplemental animal drug

applications’ are defined in 21 U.S.C. 379j-11(1).

A. Application Fee Revenues and Numbers of Fee-Paying Applications

The application fee must be paid for any animal drug application or

supplemental animal drug application that is subject to fees under ADUFA and

that is submitted on or after September 1, 2003. The application fees are to

be set so that they will generate $2,824,250 in fee revenue for FY 2007. This

is the amount set out in the statute after it has been adjusted for inflation and

workload, as set out in section II of this document. The fee for a supplemental

animal drug application for which safety or effectiveness data are required is




to be set at 50 t)ercent of the animal drug applicatien fee (see 21 U.S.C. 379j-
12@OAG). o o
To set animal drug application fees and supplemental animal drug
application fees to realize $2,824,250, FDA must first make some assumptions
- about the number of fee—payin’g’applicatiqus and }‘su-pp’lem:ents it will receive
in FY 2007. | B o
The agency kuﬁqws‘ thenumber of applications that h"a'vel'béen su‘b‘mitted
in previous years That numkber ’ﬂuctuates siguifrcautly fromyear te year; In‘

estimating the fee revenue to be generated by animal drug apdpwli-eatien feesin

FY 2007, FDA is assummg that the number of apphcatlons that will pay fees

A
in FY 2007 will equal the average number of submlssmns over the 4 most

recent years (including an estimate for the current year). This may not fully
account for possible year to year fluctuations in numbers of tee¥paying
applications, but FDA believes that this is a reasonable approaeh, after nearly
3 years of experience with this program.

Over the past 4 years, the average number of ammal drug apphcatlons that
would have been subject to the full fee was 10.25, including the number for
the most recent year, estimated at 6. Over this same period, the average number
of supplemental applications that would have been subject to half of the full
fee was 13, including the number for the most recent year, estimated at 16.

Thus, for FY 2007, FDA estimates receipt of 10.25 fee 'payi}ng original

applications and 13 fee-paying supplemental animat drug /apptitcations.

B. Fee Rates for FY 2007
FDA must set the fee rates for FY 2007 SO that the estlmated 10 3

applications that pay the full fee and the estlmated 13 supplements that pay

half of the full fee will generate a total of $2,824,250. To generate this amount,



the fee for an animal drug application, rounded to the nearest hundred dollars,
will have to be $168,600, and the fee for a supplemental animal drug
~application for which safety or effectiveness data are required will have to be

$84,300. - -
IV. Product Fee Calculations for FY 2007

A. Product Fee Revenues and Numbers of Fee-Paying Products

The animal drug product fee (also referred to as the product fee) must be
paid annually by the person named as the appllcant in an ammal drug
application or supplemental ammal drug applrcatlonfor an ,a_mm’al drug
product submitted for listing under set:tion 510 of the act, and whohad an
“animal drug apphcatlon or supplemental animal drug apphcatlon pendmg at
- FDA after September 1, 2003 (see 21 U.S.C. 379] 12(a)(2)) The term ‘“‘animal
drug product”'ls defined in 21 U.S.C. 379j-11(3). The product foes are to be
set so that they will generate $2,824,250 in fee revenue for FY'/,'ZOLD"’?; This is
the amount set out in the statute after it has been udjusted for inﬂation and
workload, as set out in section II of this document, - |

To set animal drug product fees to realize $2,824,250, FDA must make
‘some assumptions about the number of products for which these fees will be
paid in FY 2007. FDA developed data on all animal drug products that have
been submitted for listing under sectlon 510 of the act and matched this to
the list of all persons who had an animal drug apphcanon or supplement
pending after September 1, 2003. As of July 1, 2007, FDA found a total of 762
products submitted for listing by persons who had an an‘i_mal,d_rug_ application
or supplemental animal drug application pending afterSeptember 1, 2()03.
Based on this, FDA believes that a total of 762 products will be subject to

this fee in FY 2007.
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In estimating the fee revenue to be generated by animal drug product fees
in FY 2007, FDA is assuming that 10 percent of the products invoiced, or 76,
will not pay fees in FY 2007 due to fee waivers and reductions. Based on
experience with other user fee programs and the first 3 years of ADUFA, FDA
believes that this is a reasonable basis for estimating the number of fee-paying
- products in FY 2007. |
Accordmgly, the agency estimates that a total of 686 (762 minus 76)

- products will be sub]ect to product fees in FY 2007

B. Product Fee Rates for FY 2007 |
FDA must set the fee rates for FY 2007 6] that the estlmated 686 produots -
that pay fees will generate a total of $2,824,250. To generate this amount will
require the fee for an anlmal drug product, rounded to the nearest 5 dollars,
to be $4,115. a
V. Establis}irnent Fee Calou]a‘ti’(ms,foI‘,iFY”2007' N
A. Establishment Fee Revenues and Numbers of Fee-Paying Establishments
The animal drug establishment fee (also referred to as tfl(’i'”,(’_?StabliS‘h‘Inenbt
fee) must be paid annually by the person who: (1) Owns or operates, directly
or through an affiliate, an animal drugﬂ establishment; (2) is named as the
applicant in an animal drug application or supplernental animal drug
application for an animal drug product submitted for liSting under section 510
of the act; (3) had an anlmal drug application or supplemental anlmal drug
application pendlng at FDA after September 1 2003; and (4) whose
establishment engaged in the manufac’ture of the animal drug product during
the fiscal year (see 21 U.S.C. 3_79j-12_(a](3)).vAn establisghnlent s’ubject to kanimal
drug establishment fees is assessed only one such fee per fiscal year (see 21

U.S.C. 379j-12(a)(3)). The terrn "‘;animal drug vestabl’ishment” is defined in21



U.S.C. 3791-11(4). The establishment fees are to be set so that they will generate
$2,824,250 in fee revenue for FY ‘2007;1Tﬂhisf’i's. the amount set out in the statute
after it has been adjusted fdr inﬂatioh and workioad, as set out in section II
of this document. |

To set animal drug establishment fees to realize $2,824,250, FDA must
make some assumptions about the number of establishments for which these
fees will be paid in FY 2007. FDA developed data on all animal drug
establishments and matched this to the list of all persons who had an animal
drug application or 'supplemen{ pending af’tverkSeptémb‘ér 12003 As of ‘]uly‘
1, 2007, FDA found a total of 61 establishments owned or operated by persons
who had an animal drug app]icatioﬁ or supplemental animal drug application
pending after September 1, 2003; Based on this, FDA Béheves that 61
establishments will be subject to this fee in FY 2007.

In estimating the fee revenue to be generated by animal'drug establishmerit
fees in FY 2007, FDA is assuming that 10 percent of the establishments
- invoiced, or six, will not pay fees in FY 2007 due to fee waivers and
reductions. Based on experience with the first 3 years of ADUFA, FDA believes
that this is a reasonable basis for estimating the number of fee-paying
establishments in FY 2007.

Accordingly, the agency estimates that a total of 55 establishments (61

minus 6) will be subject to establishment fees in FY 2007.

B. Establishment F eé Rates for FY 2 00‘7

FDA nﬁust set the fee rates for FY 2007 so that the,es‘tviill..l:‘afed,SS, |
establishments that pay fees will generate a total of $2,’824’250' To g'enerate
this amount will require th-e fee for an animal 'dr'u'g vestablishment, rounded

to the nearest 50 dollars, to be $51,350.
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VI. Sponsor Fee Calculations for FY 2007

A. Sponsor Fee Revenues and Nnmbérs ’ofFééipaﬁng“sponsors’ |
The animal drug sponsor fee (also referred to as the sponsor fee) must be
paid annually by each person who: (1) Is named as the applicant in an animal
drug application, except for an approved application for Whioh all subject
products have been removed from listing under section 510 of the act or has
submitted an investigational animal ‘drn’g submiSsi,on that has not been
terminated or otherwise rendered inactive; and (2) had an animal drug
application, supplemental,anima‘] drug application, orkkinvestigationlal' animal
drug submission pending at FDA after September 1; 2003 [see'zi U.S.C. 379j-
11(6) and 379j-12(a)(4)). An animal drug sponsor is subject to only one such
fee each fiscal year (see 21 U.S.C. 379j- 12(8)(4)) The sponsor fees are to be
set so that they er generate $2, 824, 250 in fee revenue for FY 2007 ThIS is
the amount set out in the statute after it has been adjusted for lnﬂatlon and
workload, as set out in section II of this document. |
To set animal drug sponsor fees to realize $2,824,25f'0-, FDA must make

some assumptions about the number of sponsors who will pay théSé’feeS in
FY 2007. Based on the number of fil.‘mﬁ',.\,th:d.t WOUId h?Ve_ﬂvatﬂIhiSv definition
in each of the past 3 years, FDA estimates that a total of 133 spo‘nsors will
meet this ’defi»n:ition in FY 2007. S R |

: Careful reviéw indicates that about one th’ird or 33 péfc‘ent of all of these
sponsors will qualify for minor use/minor species exemptlon Based on the
agency’s expenence with sponsor fees in FY 2004 FY 2005 and FY 2006
FDA'’s current best estimate is that an addltlonal 20 percent will quahfy for
other waivers or reductions, for a total of 53 percent of the sponsors invoiced,

or 70, who will not pay fees in FY 2007 due to fee waivers and reductions.
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FDA believes that this is é reasonable basis for estimatinig\thé ﬁunﬁber of fee-
paying sponsors in FY 2007.
Accordingly, the agency estimates that a total of 63 sponsors (133 minus

70) will be subject to sponsor fees in FY 2007.

B. Sponsor Fee Rates for FY 2007

k FDA muéf set the fee rétes‘for F Y "2007, S0 thaf the estlmated 63 sponsors
that pay fees will generate a total of $2,824,250. To generate this amount will
require the fee for an animél drug‘s‘pons‘o‘r, roﬁnded to the nearest 50 dollars,
to be $44,850. |
VII. Adjustment for Excess Co]lectjons

Under the provisions of ADUF A, if the agency collects more fees than we‘ré‘

provided for in appropriations in any 'yéar, FDA is required to reduce fhe
adjusted aggregate revénue amount in a subsequent year b'y‘ th‘at excess amount
(21 U.S.C. 379j-12(g)(4)). In FY 2004 FDA collected $170,150 more than was
provided for in appropna’uons and i m FY 2005 at the end of the year the
amount collected was less than prov1ded in appropnatlons No ad]ustment
because a number of waiver requeSts for fees submitted in FY 2004‘ are still
under cdhsideration, Only ‘aftel“ thosé waiver requests have been evaluated will
FDA be able to determine if collections in FY 2004, net of waivers granted
still exceeded the approprlatlon |
VIII. Fee Schedule for FY 2007

The fee rates for FY 2007 are summarlzed in table 2.
TABLE 2 —~FY 2007 FEE RATES .

Animal Drug User Fee Category ; o : T Fe; Ra;é ‘f‘o’r‘ éY 20(5% k
Animal Drug Application Fee o
Animal Drug Application B I Ll . e . $168,600
Supplemental Animal Drug Application for which Safety or Effectiveness Data ‘are 'R"ed:u"iréd' o ‘ ) $84,300




TABLE 2- —FY 2007 FEE RATES——Contlnued R

Animal Drug User Fee Category Fee Rate for FY 2007

Animal Drug Product Fee $4,115
Animal Drug Establishment Fee? $51,350
Animal Drug Sponsor Fee? $44,850

1An animal drug establishment is subject to only one such fee each fiscal year.
2An animal drug sponsor is subject to only one such fee each fiscal year.

IX. Procedures for Paying the FY 2007 Fees

A. Application Fees and Payment Instructions

The appropriate appli’cation fee established in the new fee schedule must
be paid for an animal dmg applicati‘on or Supplement silbjeC{ to fees under
ADUFA that is submitted after September 30, 2006. Payment must be made
in U. S. currency by check, bank draft, or U.S. postal money order payable
to the order of the Feod and‘"D‘rug Ad’ministratvion. On ’y‘our‘ che}(l:k",ﬂbéﬁk draft
or U.S. postal money order, please write your application’ s umque Payment
Identification Number, begmmng with the letters AD, from the upper right-
hand corner of your completed Animal Drug User Fee Cover Sheet. Also write
the FDA post office box number (P.O. Box 953877) on the epclosed check, bank
draft, or _money order. Your payment and a copy of fhe compléted Animal Drug
User Fee Cover Sheet can be mailed to: Food and Dng Administration, P.O.
Box 953877, St. Louis, MO, 63195-3877. |

If you prefer to send a check by a courier such as F EDEX or UPS the
courier may deliver the check and printed copy of the cover sheet to: US Bank,
Attn: Government Lockbox 953877, 1005 Convention Plaza, St. Louis, Missouri
63101. (Note: Thie a-ddress is for courier delivery oﬁly. If you have any
questions concerning courier dehvery contact the US Bank at 314—4-18—4821

ThlS phone number is only for questlons about courler dehvery )
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The tax identification number of ”(heiFood ahd Drug A“dmiﬁni‘stﬁrat‘ioh is 530
19 6965. (Note: In no case should the check for theﬁf,é‘e be submitted to 4__FDA_
with the application.) . | o

It is helpful if the fee arrives at the bank at ]east a day or two before the
application arrives at FDA’s Center fOr Veterlnary Medlcxne FDA records the
official application receipt date as the later of the following: The date the
applicatibn was received by FDA’s Center for Vetérinéfy .Me/d‘ic‘iine, or the date
US Bank notifies FDA that your check in the full amountof the péyment due
has been received. US Bank is required to notifyFDA within 1 working day,

using the Payment Identification Number described previously.

B. Application Cover Sheet Procedures

Step One—Create a user account and password. Log onto the ADUFA
website at http://www.fda.gov/oc/adufa and, under the “Forms” heading, click
on the link “User Fee Cover Sheét.’f For security reéSOns',:éé‘C_'}imfifm submitting |
an application will be assigned an organization ‘identi‘ficaﬁqr;vnumber, and
each user will also be required to set up a user account and password the
first time you use this site. Online instructions will walk you through this
process. It may take a day or two to get the organization number and have

the user account and password established.

Step Two—Create an Ammal Drug User Cover Sheet, transmlt it to FDA,
and print a copy After logging into your account w1th your user name and
password, complete the steps required to create an Animal ,Dljug User Fee
Cover Sheet. One cover sheet is needed for each animal drug application or
supplement. Once you are satisfied that the data on the cover sheet is accurate

and you have finalized the C,O_V,erj‘ Sheef, you will be able to transmit it



electronically to FDA and you will be able to print a “copy"‘o;’fybﬁr' cover sheet
showing your unique Payment Identification Number.‘ i o B

Step Three—Send the Payment for your ap'p]icatibn as described in section
IX.A of this document. |

Step Four—Please submit your applicatiori and é:éo’py of the completed
Animal Drug User Fee Cover Sheet to the following address: Food and Drug
Adminis’tration, Center for Vetérinary Medicine, Do’-cumer;t“CoﬁtrOI‘ Unit (HFV-
199), 7500 Standish Place, Rockville, Maryland 20855.
C. Product, Estab]ishment and Spohso.r Fees

By Deéember 30, 2006, FDA will i‘ss}u}e invoices and payment ins‘tructions

for product, establishment, and sponsor fees for FY 2007 using this Fee

Schedule. Payment will be due and payable by ]ahuary 31, 2007. FDA will




issue invoices in October 2007 for any products, establishments, and sponsors

subject to fees for FY 2007 that qualify for fees after the 'Deckeivnbér: 2006 billing.

July 26, 2006. - e
‘ CERTIFIED TO BEAWE
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