
CONGRESSIONAL RECORD — HOUSEH6242 July 16, 2018 
pleased we have reached consensus on this 
policy and that the provision includes a 10- 
year sunset. 

The Energy and Commerce Committee has 
worked in a strong bipartisan fashion to move 
this bill forward. I commend my colleagues, 
Rep. KURT SCHRADER and Rep. MARKWAYNE 
MULLIN, for introducing this important legisla-
tion and advancing it for floor consideration. 

I urge my colleagues to join me and vote in 
support of the Animal Drug and Animal Ge-
neric Drug User Fee Amendments of 2018. 

Mr. Speaker, I reserve the balance of 
my time. 

Mr. MULLIN. Mr. Speaker, I yield 2 
minutes to the gentleman from Texas 
(Mr. BURGESS), the chairman. 

Mr. BURGESS. Mr. Speaker, I thank 
the gentleman for yielding. 

Mr. Speaker, I rise to speak in sup-
port of this critical bill to reauthorize 
the Animal Drug User Fee Act and the 
Animal Generic Drug User Fee Act for 
an additional 5 years. Among other 
things, these user fees provide critical 
resources to the Food and Drug Admin-
istration’s Center for Veterinary Medi-
cine to ensure efficient and timely re-
view of animal drug applications, qual-
ity assurance measures for animal feed, 
and surveillance of the safety and effi-
cacy of animal drugs on the market. 

In addition to reauthorizing these 
user fee programs, this legislation also 
includes new authority to facilitate 
greater innovation in the animal drug 
space. 

Mr. Speaker, these user fee programs 
must be reauthorized by September 30 
to avoid a major disruption of the oper-
ations of the Center for Veterinary 
Medicine. The clock is ticking. The 
agency must start sending pink slips to 
employees 60 calendar days before the 
end of the fiscal year. That is the end 
of this month. 

We are talking about real con-
sequences for animal health and for the 
American people. House passage of this 
bill today is an important step, and I 
urge the Senate to do its work and 
promptly take up and pass this bill so 
that President Trump can sign it into 
law. I thank the gentleman for the rec-
ognition. 

Mr. GENE GREEN of Texas. Mr. 
Speaker, I yield 11⁄2 minutes to the gen-
tleman from Oregon (Mr. SCHRADER), 
our colleague from the Energy and 
Commerce Committee. 

Mr. SCHRADER. Mr. Speaker, H.R. 
5554 is a bipartisan bill to reauthorize 
the animal drug and animal generic 
drug user fee programs, and I am proud 
to lead it with my colleague, Mr. 
MULLIN. 

ADUFA and AGDUFA are crucial to 
FDA’s work to review and approve ap-
plications for animal drugs. Over the 
past several years, animal drug user fee 
programs have streamlined the ap-
proval process for pharmaceuticals and 
eliminated the FDA’s application back-
log, reduced review times, and created 
a more predictable process. 

As a veterinarian from Oregon, I am 
particularly grateful to see this bill 
come to the floor. I am acutely aware 

of the great innovations that are oc-
curring in the human health sphere, 
and I want to ensure our four-footed 
friends also have access to the latest 
and greatest medical innovations. That 
is why I am particularly pleased with 
this bill and its language to expand 
conditional approval for animal drugs 
with major uses in major species. 
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Conditional approval is a careful, de-
liberative process based on similar 
pathways for drugs for minor uses and 
minor species that was already estab-
lished in 2004. 

Conditional approval is critical for 
veterinary medicine since it is not 
cost-effective for drug companies to 
pursue large, complete clinical trials, 
given the small population of intended 
beneficiaries, without some initial in-
terest and success under the condi-
tional approval program. 

Before being conditionally approved, 
drugs must demonstrate a reasonable 
expectation of effectiveness and meet 
every other FDA standard for approval, 
including safety. They still need to get 
complete FDA approval within 5 years 
and must apply for annual renewal. 

I thank Chairman WALDEN; Ranking 
Member PALLONE; Mr. GREEN; my col-
league from North Carolina (Mr. HUD-
SON), who worked very hard on the bill; 
and certainly Mr. MULLIN for his part-
nership in leading this way. 

Mr. Speaker, I urge my colleagues to 
support this important bill. 

Mr. GENE GREEN of Texas. Mr. 
Speaker, I have no further speakers, 
and I yield back the balance of my 
time. 

Mr. MULLIN. Mr. Speaker, I thank 
my colleagues on both sides of the aisle 
for their bipartisan approach, and I 
urge a ‘‘yes’’ vote from all my col-
leagues. 

Mr. Speaker, I yield back the balance 
of my time. 

Mr. BUTTERFIELD. Mr. Speaker, I rise in 
support of H.R. 5554, the Animal Drug and 
Animal Generic Drug User Fee Act of 2018. 
These user fee agreements are important to 
millions of North Carolinians living with com-
panion animals. They are also important to the 
agricultural community. Some of you may not 
be aware that North Carolina is the second 
largest pork producer, the second largest tur-
key producer, and the third largest poultry pro-
ducer in the country. Our agricultural commu-
nity and family farms are essential to feeding 
our nation and they depend on medicines to 
keep animals healthy. 

I am pleased that the final legislation in-
cludes language that I have worked on with 
my colleagues including Representatives HUD-
SON and SCHRADER to enable conditional ap-
proval of innovative veterinary drugs that have 
been demonstrated to be safe to use and 
have a reasonable expectation of effective-
ness. The FDA already has this authority for 
unmet medical needs in minor uses and minor 
species, and this expanded authority can help 
improve protections for animal and human 
health. 

This legislation must be passed before Con-
gress adjourns for August or the FDA will be 

required to halt the programs. I urge my col-
leagues to support this important legislation. 

The SPEAKER pro tempore. The 
question is on the motion offered by 
the gentleman from Oklahoma (Mr. 
MULLIN) that the House suspend the 
rules and pass the bill, H.R. 5554, as 
amended. 

The question was taken; and (two- 
thirds being in the affirmative) the 
rules were suspended and the bill, as 
amended, was passed. 

A motion to reconsider was laid on 
the table. 

f 

REPORT ON H.R. 6385, DEPART-
MENT OF STATE, FOREIGN OP-
ERATIONS, AND RELATED PRO-
GRAMS APPROPRIATIONS BILL, 
2019 

Mr. ROGERS of Kentucky, from the 
Committee on Appropriations, sub-
mitted a privileged report (Rept. No. 
115–829) on the bill (H.R. 6385) making 
appropriations for the Department of 
State, foreign operations, and related 
programs for the fiscal year ending 
September 30, 2019, and for other pur-
poses, which was referred to the Union 
Calendar and ordered to be printed. 

The SPEAKER pro tempore. Pursu-
ant to clause 1, rule XXI, all points of 
order are reserved on the bill. 

f 

ANNOUNCEMENT BY THE SPEAKER 
PRO TEMPORE 

The SPEAKER pro tempore. Pursu-
ant to clause 8 of rule XX, proceedings 
will resume on motions to suspend the 
rules previously postponed. 

Votes will be taken in the following 
order: 

H.R. 4946, by the yeas and nays; 
H.R. 4960, by the yeas and nays. 
The first electronic vote will be con-

ducted as a 15-minute vote. The second 
electronic vote will be conducted as a 
5-minute vote. 

f 

SPECIALIST TREVOR A. WIN’E 
POST OFFICE 

The SPEAKER pro tempore. The un-
finished business is the vote on the mo-
tion to suspend the rules and pass the 
bill (H.R. 4946) to designate the facility 
of the United States Postal Service lo-
cated at 1075 North Tustin Street in Or-
ange, California, as the ‘‘Specialist 
Trevor A. Win’E Post Office’’, on which 
the yeas and nays were ordered. 

The Clerk read the title of the bill. 
The SPEAKER pro tempore. The 

question is on the motion offered by 
the gentleman from North Carolina 
(Mr. WALKER) that the House suspend 
the rules and pass the bill. 

The vote was taken by electronic de-
vice, and there were—yeas 368, nays 0, 
not voting 60, as follows: 

[Roll No. 329] 

YEAS—368 

Abraham 
Adams 
Aguilar 

Allen 
Amash 
Amodei 

Arrington 
Babin 
Bacon 

VerDate Sep 11 2014 02:14 Jul 19, 2018 Jkt 079060 PO 00000 Frm 00046 Fmt 4634 Sfmt 0634 E:\RECORD18\JULY\H16JY8.REC H16JY8

bjneal
Text Box
 CORRECTION

July 18, 2018 Congressional Record
Correction To Page H6242
July 16, 2018, on page H6242, the following appeared: Mr. GREEN of Texas. Mr. Speaker, I yield 1 1/2 minutes to the gentleman from Oregon  (Mr. SCHRADER), our colleague from the Energy and Commerce Committee.The online version has been corrected to read: Mr. GENE GREEN of Texas. Mr. Speaker, I yield 1 1/2 minutes to the gentleman from Oregon (Mr. SCHRADER), our colleague from the Energy and Commerce Committee.
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