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The PRESIDENT pro tempore. In my 

capacity as the Senator from Alaska, I 
suggest the absence of a quorum. 

The clerk will call the roll. 
The assistant legislative clerk pro-

ceeded to call the roll. 
Mr. FRIST. Mr. President, I ask 

unanimous consent that the order for 
the quorum call be rescinded. 

The PRESIDING OFFICER. Without 
objection, it is so ordered.

f 

ANIMAL DRUG USER FEE ACT OF 
2003

Mr. GREGG. Mr. President, on No-
vember 7, 2003, the Senate passed the 
Animal Drug User Fee Act of 2003 
which authorizes animal drug user fees. 

Performance goals, existing outside 
of the statute, accompany the author-
ization of animal drug user fees. These 
goals represent a realistic projection of 
what the Food and Drug Administra-
tion’s Center for Veterinary Medicine 
can accomplish with industry coopera-
tion. The Secretary of Health and 
Human Services forwarded these goals 
to the chairmen of the Senate Com-
mittee on Health, Education, Labor, 
and Pensions, and the House Com-
mittee on Energy and Commerce, in a 
document entitled ‘‘Animal Drug User 
Fee Act Performance Goals and Proce-
dures.’’ According to Section 2 of 
ADUFA, ‘‘The fees authorized by this 
Act will be dedicated toward expe-
diting the animal drug development 
process and the review of new and sup-
plemental animal drug applications 
and investigational animal drug sub-
missions . . . as set forth in the CON-
GRESSIONAL RECORD.’’

Today, I am submitting for the 
RECORD this document, which was for-
warded to the Committee on Health, 
Education, Labor, and Pensions on No-
vember 13, 2003, as well as the letter 
from Secretary Thompson that accom-
panied the transmittal of this docu-
ment. 

I ask unanimous consent they be 
printed in the RECORD.

There being no objection, the mate-
rial was ordered to be printed in the 
RECORD, as follows:

THE SECRETARY OF HEALTH 
AND HUMAN SERVICES, 

Washington, DC, November 13, 2003. 
Hon. JUDD GREGG, 
Chairman, Committee on Health, Education, 

Labor and Pension, 
U.S. Senate, Washington, DC. 

DEAR MR. CHAIRMAN: As you are aware, the 
Food and Drug Administration has been 
working with representatives of the veteri-
nary pharmaceutical industry and staff of 
your Committee to design a new animal drug 
‘‘user fee’’ proposal. Under this proposal, the 
additional revenues generated from fees paid 
by this industry would be dedicated for use 
in expediting the process for the review of 
animal drug applications, in accordance with 
performance goals that have been developed 
by FDA in consultation with the industry. S. 
313, the ‘‘Animal Drug User Fee Act of 2003’’ 
reflects the fee mechanisms developed in 
these discussions. The performance goals are 
specific in the enclosure to this letter enti-
tled, ‘‘Animal Drug Under Fee Act Perform-

ance Goals and Procedures.’’ I believe they 
represent a realistic projection of what FDA 
can accomplish with industry cooperation 
and the additional resources that would be 
provided by the bill and annual FDA appro-
priations that fully cover the costs of pay 
and inflation increases for the animal drug 
review process each year. 

I appreciate the support of you and your 
staffs, and the assistance of other Members 
of the Committee. 

Sincerely, 
TOMMY G. THOMPSON. 

ANIMAL DRUG USER FEE ACT PERFORMANCE 
GOALS AND PROCEDURES 

The goals and procedures of the FDA Cen-
ter for Veterinary Medicine (CVM) as agreed 
to under the ‘‘Animal Drug User Fee Act of 
2003’’ are summarized as follows: 

FIVE-YEAR GOALS (TO BE IMPLEMENTED BY 
SEPTEMBER 30, 2008) 

1. Review and act on 90 percent of complete 
animal drug applications (NADAs) and reac-
tivations of such applications within 180 
days after submission date. 

2. Review and act on 90 percent of non-
manufacturing supplemental animal drug 
applications (i.e., supplemental animal drug 
applications for which safety or effectiveness 
data are required) and reactivations of such 
supplemental applications within 180 days 
after submission date. 

3. Review and act on 90 percent of manu-
facturing supplemental animal drug applica-
tions and reactivations of such supplemental 
applications within 120 days after submission 
date. 

4. Review and act on 90 percent of inves-
tigational animal drug study submissions 
within 180 days after submission date. 

5. Review and act on 90 percent of inves-
tigational animal drug submissions con-
sisting of protocols, that the Agency and the 
sponsor consider to be an essential part of 
the basis for making the decision to approve 
or not approve an animal drug application or 
supplemental animal drug application, with-
out substantial data within 50 days after sub-
mission date. 

6. Review and act on 90 percent of adminis-
trative animal drug applications (NADAs 
submitted after all scientific decisions have 
been made in the investigational animal 
drug process, i.e., prior to submission of the 
NADA) within 60 days after submission date. 

The term ‘‘review and act on’’ is under-
stood to mean the issuance of a complete ac-
tion letter after the complete review of an 
animal drug application, supplemental ani-
mal drug application, or investigational ani-
mal drug submission which either (1) ap-
proves an animal drug application or supple-
mental animal drug application or notifies a 
sponsor that an investigational new animal 
drug submission is complete or (2) sets forth 
in detail the specific deficiencies in such ani-
mal drug application, supplemental animal 
drug application, or investigational animal 
drug submission and, where appropriate, the 
actions necessary to place such an applica-
tion, supplemental application, or submis-
sion in condition for approval. Within 30 
days of submission, FDA shall refuse to file 
an animal drug application, supplemental 
animal drug application, or their reactiva-
tion, which is determined to be insufficient 
on its face or otherwise of unacceptable qual-
ity for review upon initial inspection as per 
21 CFR 514.110. Thus, the agency will refuse 
to file an application containing numbers or 
types of errors, or flaws in the development 
plan, sufficient to cause the quality of the 
entire submission to be questioned to the ex-
tent that it cannot reasonably be reviewed. 
Within 60 days of submission, FDA will 
refuse to review an investigational animal 

drug submission which is determined to be 
insufficient on its face or otherwise of unac-
ceptable quality upon initial inspection 
using criteria and procedures similar to 
those found in 21 CFR 514.110. A decision to 
refuse to file an application or to refuse to 
review a submission as described above will 
result in the application or submission not 
being entered into the cohort upon which the 
relevant user fee goal is based. The Agency 
will keep a record of the numbers and types 
of such refusals and include them in its an-
nual performance report. 

FDA may request minor amendments to 
animal drug applications, supplemental ani-
mal drug applications, and investigational 
animal drug submissions. At its discretion, 
the Agency may extend an internal due date 
(but not a user fee goal) to allow for the 
complete review of an application or submis-
sion for which a minor amendment is re-
quested. If a pending application is amended 
with significant changes, the amended appli-
cation may be considered resubmitted, 
thereby effectively resetting the clock to the 
date FDA received the amendment. The 
Agency intends to establish the same policy 
for investigational animal drug submissions. 

Sponsors are not required to submit study 
protocols for review. However, for each vol-
untarily submitted protocol for a study that 
the Agency and the sponsor consider to be an 
essential part of the basis for making the de-
cision to approve or not approve an animal 
drug application or supplemental animal 
drug application, the Agency will issue an 
acknowledgement letter providing comments 
resulting from a complete review of the pro-
tocol. The acknowledgment letter will be as 
detailed as possible considering the quality 
and level of detail of the protocol submis-
sion, will include a succinct assessment of 
the protocol; and will state whether the 
Agency agrees, disagrees, or lacks sufficient 
information to reach a decision that the pro-
tocol design, execution plans and data anal-
yses are adequate to achieve the objectives 
of the study. If the Agency determines that 
a protocol is acceptable, this represents an 
agreement that the data generated by the 
protocol can be used to support a safety or 
effectiveness decision regarding the subject 
animal drug. The fundamental agreement is 
that having agreed to the design, execution, 
or analyses proposed in protocols reviewed 
under this process, the Agency will not later 
alter its perspectives on the issues of design, 
execution or analyses unless public or ani-
mal health concerns unrecognized at the 
time of protocol assessment under this proc-
ess are evident. 

INTERIM BACKLOG GOALS 
1. Review and act on pending animal drug 

applications, supplemental animal drug ap-
plications, and investigational animal drug 
submissions within 24 months of initiation of 
user fee payments. 

ADDITIONAL INTERIM GOALS 
1. Fifty percent of FDA incremental review 

staff recruited and on-board by first quarter 
of FY 2006. Total staff increment on-board by 
end of FY 2008. 

2. FDA will review all submissions in ac-
cordance with procedures for working within 
a queue. An application/submission that is 
not reviewed within the applicable Interim 
Application/Submission Goal time frame 
(noted below) will be reviewed with the high-
est possible priority among those pending.

INTERIM APPLICATION/SUBMISSION GOALS 
FY 04—90 percent of: 

Animal drug applications (NADAs) and re-
activations of such applications received 
during FY 2003 are reviewed within 259 days. 

Non-manufacturing supplemental animal 
drug applications and reactivations of such 
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supplemental applications received during 
FY 2004 are reviewed within 320 days. 

Manufacturing supplemental animal drug 
applications and reactivations of such sup-
plemental applications received during FY 
2004 are reviewed within 225 days. 

Investigational animal study submissions 
received during FY 2004 are reviewed within 
320 days. 

Investigational animal drug submissions of 
protocols, that the Agency and the sponsor 
consider to be an essential part of the basis 
for making the decision to approve or not ap-
prove an animal drug application or supple-
mental animal drug application, without 
substantial data received during FY 2004 are 
reviewed within 125 days. 

Administrative animal drug applications 
(administrative NADAs) received during FY 
2004 are reviewed within 90 days. 
FY 05—90 percent of: 

NADAs and reactivations of NADAs re-
ceived during FY 2005 are reviewed within 270 
days. 

Non-manufacturing supplemental animal 
drug applications and reactivations of such 
supplemental applications received during 
FY 2005 are reviewed within 285 days. 

Manufacturing supplemental animal drug 
applications and reactivations of such sup-
plemental application received during FY 
2005 are reviewed within 190 days. 

Investigational animal drug study submis-
sions received during FY 2005 are reviewed 
within 285 days. 

Investigational animal drug submissions 
consisting of protocols, that the Agency and 
the sponsor consider to be an essential part 
of the basis for making the decision to ap-
prove or not approve an animal drug applica-
tion or supplemental animal drug applica-
tion, without substantial data submissions 
received during FY 2005 are reviewed within 
100 days. 

Administrative NADAs received during FY 
2005 are reviewed within 85 days. 
FY 06—90 percent of : 

NADAs and reactivations of NADAs re-
ceived during FY 2006 are reviewed within 230 
days. 

Non-manufacturing supplemental animal 
drug applications and reactivations of such 
supplemental applications received during 
FY 2006 are reviewed within 235 days. 

Manufacturing supplemental animal drug 
applications and reactivations of such sup-
plemental applications received during FY 
2006 are reviewed within 140 days. 

Investigational animal drug study submis-
sions received during FY 2006 are reviewed 
within 235 days. 

Investigational animal drug submissions 
consisting of protocols, that the Agency and 
the sponsor consider to be an essential part 
of the basis for making the decision to ap-
prove or not approve an animal drug applica-
tion or supplemental animal drug applica-
tion, without substantial data submissions 
received during FY 2006 are reviewed within 
80 days. 

Adminstrative NADAs received during FY 
2006 are reviewed within 80 days. 
FY 07—90 percent of: 

NADAs and reactivations of NADAs re-
ceived during FY 2007 are reviewed within 200 
days. 

Non-manufacturing supplemental animal 
drug applications and reactivations of such 
supplemental application received during FY 
2007 are reviewed within 200 days. 

Manufacturing supplemental animal drug 
applications and reactivations of such sup-
plemental applications received during FY 
2007 are reviewed within 120 days. 

Investigational animal drug study submis-
sions received during FY 2007 are reviewed 
within 200 days.

Investigational animal drug submissions 
consisting of protocols, that the Agency and 
the sponsor consider to be an essential part 
of the basis for making the decision to ap-
prove or not approve an animal drug applica-
tion or supplemental animal drug applica-
tion, without substantial data submissions 
received during FY 2007 are reviewed within 
60 days. 

Administrative NADAs received during FY 
2007 are reviewed within 70 days. 
FY 08—90 percent of: 

NADAs and reactivations of NADAs re-
ceived during FY 2008 are reviewed within 120 
days. 

Non-manufacturing supplemental animal 
drug applications and reactivations of such 
supplemental applications received during 
FY 2008 are reviewed within 180 days. 

Manufacturing supplemental animal drug 
applications and reactivations of such sup-
plemental applications received during FY 
2008 are reviewed within 120 days. 

Investigational animal drug study submis-
sions received during FY 2008 are reviewed 
within 180 days. 

Investigational animal drug submissions 
consisting of protocols, that the Agency and 
the sponsor consider to be an essential part 
of the basis for making the decision to ap-
prove or not approve an animal drug applica-
tion or supplemental animal drug applica-
tion, without substantial data submissions 
received during FY 2008 are reviewed within 
50 days. 

Administrative NADAs received during FY 
2008 are reviewed within 60 days. 

WORKLOAD ADJUSTMENT 
The Animal Drug User Fee Act of 2003, re-

quires FDA to annually adjust fee revenues 
after FY 2004 to reflect changes in review 
workload utilizing a weighted average of ani-
mal drug applications, supplemental animal 
drug applications for which data with re-
spect to safety or effectiveness are required, 
manufacturing supplemental animal drug 
applications, investigational animal drug 
study submissions, and investigational ani-
mal drug protocol submissions. The Agency 
currently intends to utilize the method de-
tailed below to calculate the workload ad-
justment, and the percent increase in fees 
will be the amount of the sum of the output 
from the workload adjuster that is greater 
than one (1.0). However, the weighting of the 
specific factors may change in light of dis-
cussions with the animal drug industry and 
the results of ongoing activity based costing 
analyses within the Center for Veterinary 
Medicine.

The term ‘‘workload adjuster’’ applicable 
to a fiscal year consists of the sum of the fol-
lowing 5 components: 

(A) The percent of change in the total 
number of original and reactivated animal 
drug applications submitted (comparing the 
three-year average number of such submis-
sions for fiscal year 2001–2003 to the three-
year average for the most recent three year 
period ending June 30 before the start of the 
fiscal year) times 3 percent. 

(B) The percent of change in the total 
number of original and reactivated supple-
mental animal drug applications for which 
data with respect to safety or effectiveness 
are required (comparing the three-year aver-
age number of such submissions for fiscal 
year 2001–2003 to the three-year average for 
the most recent three year period ending 
June 30 before the start of the fiscal year) 
times 12 percent. 

(C) The percent of change in the total num-
ber of original and reactivated manufac-
turing supplemental animal drug applica-
tions (comparing the three-year average 
number of such submissions for fiscal year 
2001–2003 to the three-year average for the 

most recent three year period ending June 30 
before the start of the fiscal year) times 25 
percent. 

(D) The percent of change in the total 
number of investigational animal drug study 
submissions (comparing the three-year aver-
age number of such submissions for fiscal 
year 2001–2003 to the three-year average for 
the most recent three year period ending 
June 30 before the start of the fiscal year) 
times 46 percent. 

(E) The percent of change in the total 
number of reviewed investigational animal 
drug protocol submissions (comparing the 
three-year average number of such submis-
sions for fiscal year 2001–2003 to the three-
year average for the most recent three year 
period ending June 30 before the start of the 
fiscal year) times 14 percent.

f 

THE VA–HUD APPROPRIATIONS 
BILL AND THE DEFENSE AU-
THORIZATION CONFERENCE RE-
PORT 

Mr. JEFFORDS. Mr. President, hard-
ly a day goes by without an announce-
ment of new casualties in Iraq, a news 
story about the family of a fallen serv-
ice member, or the profile of a heroic 
soldier learning to cope with the after-
math of wounds suffered in Iraq. While 
the conflict is Iraq prompts quick ap-
proval of the defense spending bills, 
there is less appreciation for mounting 
costs to the Department of Veterans 
Affairs. 

I was most distressed at last month’s 
refusal by the White House to support 
the Senate’s addition to the Iraq-Af-
ghanistan emergency supplemental of 
$1.3 billion in funding for veterans’ 
health care. Most Senators understand 
that military activities in Iraq are sig-
nificantly increasing the burden on the 
VA, and supported the addition of $1.3 
billion to the Iraq supplemental. See-
ing that this amendment was poised for 
inclusion in the final bill, the White 
House sent notice to Congress that it 
would veto the entire package if money 
for the VA were included. Sadly, Con-
gress gave in to administration pres-
sure and removed this critical funding. 

I am pleased that the Senate leader-
ship finally saw fit to bring the VA–
HUD appropriations bill to the Senate 
floor this week. This critical legisla-
tion, setting funding levels for fiscal 
year 2004, which actually began 6 weeks 
ago, is long overdue. This legislation 
provides $62 billion for the Veterans 
Administration, $27 billion of which 
goes to the Veterans Health Adminis-
tration, an increase of $3.9 billion over 
last year’s spending level and $1.3 bil-
lion over the President’s request. Be-
cause of budget constraints and the un-
willingness of the administration to 
endorse additional funding for the VA, 
the Senate Appropriations Committee 
designated the additional $1.3 billion as 
emergency spending so as not to count 
against the annual spending caps. How-
ever, this also made the increase sub-
ject to the President’s approval, and it 
risked meeting the same fate as other 
increases rejected by President Bush. 

I am very pleased that during debate 
on the VA–HUD appropriations bill, the 

VerDate jul 14 2003 03:09 Nov 15, 2003 Jkt 029060 PO 00000 Frm 00110 Fmt 0624 Sfmt 0634 E:\CR\FM\A12NO6.233 S12PT3


		Superintendent of Documents
	2016-09-19T11:29:22-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




