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Mr. Speaker, I am prepared to close,
and I reserve the balance of my time.

Mr. JOHNSON of Georgia. Mr. Speak-
er, I yield as much time as he may con-
sume to the gentleman from Mis-
sissippi (Mr. THOMPSON), the sponsor of
this bill.

Mr. THOMPSON of Mississippi. Mr.
Speaker, today I rise in support of my
bill, H.R. 5512, the Divisional Realign-
ment Act of 2012, which will improve
court management for the TUnited
States District Courts in the Northern
District of Mississippi and the Eastern
District of Missouri.

I introduced this bill to help realign
counties in those Federal judicial dis-
tricts, which includes a change that af-
fects counties within my own congres-
sional district. I am pleased to have my
colleagues in the Mississippi delegation
who represent impacted counties join
me as original cosponsors, Congress-
man HARPER and NUNNELEE. In Mis-
souri, Representatives EMERSON and
CARNAHAN, whose congressional dis-
tricts overlay the counties affected by
the change there, also joined as origi-
nal cosponsors.

H.R. 5512 will primarily eliminate the
Delta Division—one of four existing
statutory divisions—in the Northern
District of Mississippi. To accomplish
this, the eight counties in the Delta Di-
vision will be absorbed into the other
divisions, while some counties from the
other divisions will be realigned.

The proposed also renames the East-
ern Division as the Aberdeen Division
and the Western Division as the Oxford
Division. The two places authorized to
hold court now for the Delta Division
would continue to exist under the re-
alignment within the Greenville divi-
sion.

The Delta Division, unlike the other
three divisions, is not serviced by a
Federal courthouse. This fact has cre-
ated unnecessary issues regarding
venue and jury selection. The realign-
ment will ensure that all counties in
the district are statutorily linked to
divisions with courthouses. It will also
be more economical for jury travel and
will more fairly balance the caseload in
the Northern District.

This realignment is supported by the
judges of the Northern District of Mis-
sissippi, the Fifth Circuit Judicial
Council, and the Judicial Conference of
the United States. In addition, the pro-
posal is backed by the United States
Attorney for the Northern District of
Mississippi.

Regarding the Eastern District of
Missouri, H.R. 5512 simply shifts two
counties from the Eastern Division to
the Southeastern Division.
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This adjustment will enhance con-
venient access to court services for the
public and improve judicial adminis-
tration of the case load.

More specifically, the realignment
will allow cases for those two counties
to be held in Cape Girardeau, which has
a new state-of-the-art Federal court-
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house. This location is also closer for
citizens in those counties than in the
St. Louis location where the court is
now held. As a result, the change will
lessen the burden on jurors traveling,
as well as lessen the cost of mileage ex-
penses. In addition, a shift will better
align the places of holding court with
the total population served today.

This realignment is supported by the
judges of the Eastern District of Mis-
souri, the Eighth Judicial Circuit
Council, and the Judicial Conference of
the United States. In addition, it is
supported by the United States Attor-
ney for the Eastern District of Mis-
souri.

Lastly, I note that the bill under con-
sideration today has been amended by
adding a section that establishes a 60-
day delayed effective date. This will
ensure that both courts have sufficient
time to transition court operations
through local orders and scheduling.

Mr. Speaker, the House Judiciary
Committee reported the Divisional Re-
alignment Act favorably by a voice
vote on May 16. I urge my colleagues to
support this necessary, bipartisan and
noncontroversial bill, which would help
constituents and improve Federal
court operations in my home State of
Mississippi and in the State of Mis-
souri.

Mr. JOHNSON of Georgia. Mr. Speak-
er, I yield back the balance of my time.

Mr. COBLE. I yield back the balance
of my time.

Mr. Speaker, | rise today to debate H.R.
5512, the “Division Realignment Act of 2012.”
The Division Realignment Act of 2012 pro-
poses to amend title 28, United States Code,
to adjust divisions within two judicial districts.
The realignment will occur between Missouri
and Mississippi boundaries within the U.S.
District Court. In response to population shifts
and other factors, this legislation will transfer
counties divisions in an effort to ensure more
resourceful productivity on the district court
level.

In particular, H.R. 5512 will separate the
Northern District of Mississippi into three divi-
sions consisting of, Aberdeen, Oxford and
Greenville. Additionally, it seeks to amend Iron
and Saint Genevieve Counties, in Missouri,
from the eastern subdivision to the south-
eastern subdivision.

This legislation will aid in the equitable dis-
tribution of cases and administration functions
for a faster and more efficient processing with-
in the courts.

H.R. 5512 is necessary in maintaining the
regulation of Federal statutory authority gov-
erning the Federal judicial system. The pas-
sage of this bill will assist in reducing case
loads, promoting speedy trials, and ensuring
that there is accurate jurisdiction within the
federal districts among the states.

It is essential that we continue to aim for ju-
dicial effectiveness and sufficiency while ad-
justing to the continued growth and shifts with-
in our communities.

Consistency is critical when the issue of ju-
dicial efficiency arises. It should be noted that
while this legislation was acted upon swiftly,
other important acts have failed to follow it its
path. Proficiency within our courts is impera-
tive therefore | encourage the Senate to act
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on President Obama’s nominees so that
American citizens can rely on an organized
and effective judicial system.

As noted by Senator LEAHY, Chairman of
the Senate Judiciary Committee, despite the
political party of the President in office, nomi-
nations to fill the positions of federal district
court judges have always been confirmed
quickly with deference given to the home state
Senators who best know the nominees and
their states. Never before in the Senate’s his-
tory have the district court nominees been
blocked for months as we have seen since
President Obama’s election.

Like many of my colleagues, it is my hope
that both Republicans and Democrats in the
Senate can end the damage of filibusters and
quickly work toward the purpose of easing the
burdens on our Federal courts that risk delay-
ing justice.

Federal district court judges play an essen-
tial role in ensuring that Federal courts are
able to provide fair hearings for all Americans.
Similar to H.R. 5512, this is the same judiciary
efficiency that the American people deserve.

The SPEAKER pro tempore. The
question is on the motion offered by
the gentleman from North Carolina
(Mr. COBLE) that the House suspend the
rules and pass the bill, H.R. 5512, 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.

———

FOOD AND DRUG ADMINISTRATION
REFORM ACT OF 2012

Mr. UPTON. Mr. Speaker, I move to
suspend the rules and pass the bill
(H.R. 5651) to amend the Federal Food,
Drug, and Cosmetic Act to revise and
extend the user-fee programs for pre-
scription drugs and for medical de-
vices, to establish user-fee programs
for generic drugs and biosimilars, and
for other purposes, as amended.

The Clerk read the title of the bill.

The text of the bill is as follows:

H.R. 5651

Be it enacted by the Senate and House of Rep-
resentatives of the United States of America in
Congress assembled,

SECTION 1. SHORT TITLE.

This Act may be cited as the ‘“‘Food and
Drug Administration Reform Act of 2012”’.
SEC. 2. TABLE OF CONTENTS.

The table of contents of this Act is as fol-
lows:

Sec. 1. Short title.
Sec. 2. Table of contents.
Sec. 3. References in Act.
TITLE I—FEES RELATING TO DRUGS
Sec. 101. Short title; finding.
Sec. 102. Definitions.
Sec. 103. Authority to assess and use drug
fees.
Reauthorization; reporting require-
ments.
Sunset dates.
Sec. 106. Effective date.
Sec. 107. Savings clause.
TITLE II—-MEDICAL DEVICE USER FEE
AMENDMENTS OF 2012

Sec. 201. Short title; findings.

Sec. 104.

Sec. 105.
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202.
203.

Definitions.

Authority to assess and use device
fees.

Reauthorization; reporting require-
ments.

Savings clause.

Effective date.

Sunset clause.

Streamlined hiring authority to
support activities related to the
process for the review of device
applications.

TITLE III-FEES RELATING TO GENERIC
DRUGS

Short title.

Authority to assess and use human
generic drug fees.

Reauthorization; reporting require-
ments.

Sunset dates.

Effective date.

Amendment with respect to mis-
branding.

Streamlined hiring authority to
support activities related to
human generic drugs.

TITLE IV—FEES RELATING TO

BIOSIMILAR BIOLOGICAL PRODUCTS

Sec. 401. Short title; finding.

Sec. 402. Fees relating to biosimilar biologi-
cal products.

Reauthorization; reporting require-
ments.

Sunset dates.

Effective date.

Savings clause.

Sec. 407. Conforming amendment.

TITLE V—REAUTHORIZATION OF BEST
PHARMACEUTICALS FOR CHILDREN
ACT AND PEDIATRIC RESEARCH EQ-
UITY ACT

Sec. 501. Permanent extension of Best Phar-
maceuticals for Children Act
and Pediatric Research Equity
Act.

Food and Drug Administration Re-
port.

Internal Committee for Review of
Pediatric Plans, Assessments,
Deferrals, Deferral Extensions,
and Waivers.

Staff of Office of Pediatric Thera-
peutics.

Continuation of operation of Pedi-
atric Advisory Committee.

Pediatric Subcommittee of the On-
cologic Drugs Advisory Com-
mittee.

TITLE VI—FOOD AND DRUG ADMINIS-
TRATION ADMINISTRATIVE REFORMS

Sec. 601. Public participation in issuance of
FDA guidance documents.
Sec. 602. Conflicts of interest.
Sec. 603. Electronic submission of applica-
tions.
Notification of FDA intent to regu-
late laboratory-developed tests.

TITLE VII-MEDICAL DEVICE
REGULATORY IMPROVEMENTS

Subtitle A—Premarket Predictability

Sec. 701. Investigational device exemptions.
Sec. 702. Clarification of least burdensome
standard.
Agency documentation and review
of significant decisions.
Transparency in clearance process.
Device Modifications Requiring
Premarket Notification Prior
to Marketing.
Subtitle B—Patients Come First
711. Establishment of schedule and pro-
mulgation of regulation.
712. Program to improve the device re-
call system.

Sec.
Sec.
Sec. 204.
205.
206.
207.
208.

Sec.
Sec.
Sec.
Sec.

301.
302.

Sec.
Sec.
Sec. 303.
304.

305.
306.

Sec.
Sec.
Sec.

Sec. 307.

Sec. 403.

404.
405.

Sec.
Sec.
Sec. 406.

Sec. 502.

Sec. 503.

Sec. 504.

Sec. 505.

Sec. 506.

Sec. 604.

Sec. 703.

704.
705.

Sec.
Sec.

Sec.

Sec.
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Subtitle C—Novel Device Regulatory Relief

Sec. 721. Modification of de novo application
process.

Subtitle D—Keeping America Competitive
Through Harmonization

Sec. 731. Harmonization of device premarket
review, inspection, and labeling
symbols; report.

Sec. 732. Participation in international fora.
Subtitle E—FDA Renewing Efficiency From
Outside Reviewer Management
Sec. 741. Reauthorization of Third Party Re-

view.

Sec. 742. Reauthorization of third party in-

spection.
Subtitle F—Humanitarian Device Reform

Sec. 751. Expanded access to humanitarian

use devices.

Subtitle G—Records and Reports on Devices

Sec. 761. Unique device identification sys-
tem regulations.

Effective device sentinel program.

Subtitle H—Miscellaneous

Custom devices.

Pediatric device reauthorization.

Report on regulation of health in-
formation technology.

TITLE VIII—DRUG REGULATORY

IMPROVEMENTS
Subtitle A—Drug Supply Chain

801. Registration of producers of drugs.

802. Inspection of drugs.

803. Drug supply quality and safety.

804. Prohibition against delaying, deny-
ing, limiting, or refusing in-
spection.

Destruction of adulterated, mis-
branded, or counterfeit drugs
offered for import.

Administrative detention.

Enhanced criminal penalty for
counterfeit drugs.

Unique facility identification num-
ber.

Documentation for admissibility of
imports.

Registration of commercial import-
ers.

Notification.

Exchange of information.

Extraterritorial jurisdiction.

Protection against intentional
adulteration.

815. Records for inspection.

Subtitle B—Medical Gas Safety

821. Regulation of medical gases.

Sec. 822. Changes to regulations.

Sec. 823. Rules of construction.

Subtitle C—Generating Antibiotic Incentives

Now

Sec. 831. Extension of exclusivity period for
drugs.

832. Study on incentives for qualified
infectious disease biological
products.

833. Clinical trials.

834. Reassessment of qualified infec-
tious disease product incentives
in 5 years.

835. Guidance on pathogen-focused anti-
bacterial drug development.

Subtitle D—Accelerated Approval

841. Expedited approval of drugs for se-
rious or life-threatening dis-
eases or conditions.

Sec. 842. Guidance; amended regulations.

Sec. 843. Independent review.

Subtitle E—Critical Path Reauthorization

Sec. 851. Reauthorization of the critical

path public-private partner-
ships.
Subtitle F—Miscellaneous
Sec. 861. Reauthorization of provision relat-
ing to exclusivity of certain
drugs containing single
enantiomers.

Sec. 762.

771,
772,
773.

Sec.
Sec.
Sec.

Sec.
Sec.
Sec.
Sec.

Sec. 805.

806.
807.

Sec.
Sec.

Sec. 808.

Sec. 809.

Sec. 810.
811.
812.
813.
814.

Sec.
Sec.
Sec.
Sec.

Sec.

Sec.

Sec.

Sec.
Sec.

Sec.

Sec.
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Extension of period for first appli-
cant To obtain tentative ap-
proval without forfeiting 180-
day exclusivity period.

Final agency action relating to pe-
titions and civil actions.

Deadline for determination on cer-
tain petitions.

Rare pediatric disease priority re-
view voucher incentive pro-
gram.

Combating prescription drug abuse.

Assessment and modification of
REMS.

Consultation with external experts
on rare diseases, targeted
therapies, and genetic targeting
of treatments.

869. Breakthrough therapies.

870. Grants and Contracts for the Devel-

opment of Orphan Drugs.
TITLE IX—DRUG SHORTAGES

901. Discontinuance and interruptions
of manufacturing of certain
drugs.

Drug shortage list.

Quotas applicable to drugs in short-
age.

Expedited review of major manu-
facturing changes for potential
and verified shortages of drugs
that are life-supporting, life-
sustaining, or intended for use
in the prevention of a debili-
tating disease or condition.

Study on drug shortages.

Annual report on drug shortages.

Attorney General report on drug
shortages.

Hospital repackaging of drugs in
shortage.

SEC. 3. REFERENCES IN ACT.

Except as otherwise specified, amendments
made by this Act to a section or other provi-
sion of law are amendments to such section
or other provision of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 301 et seq.).

TITLE I—FEES RELATING TO DRUGS

SEC. 101. SHORT TITLE; FINDING.

(a) SHORT TITLE.—This title may be cited
as the “Prescription Drug User Fee Amend-
ments of 2012”°.

(b) FINDING.—The Congress finds that the
fees authorized by the amendments made in
this title will be dedicated toward expediting
the drug development process and the proc-
ess for the review of human drug applica-
tions, including postmarket drug safety ac-
tivities, as set forth in the goals identified
for purposes of part 2 of subchapter C of
chapter VII of the Federal Food, Drug, and
Cosmetic Act, in the letters from the Sec-
retary of Health and Human Services to the
Chairman of the Committee on Health, Edu-
cation, Labor, and Pensions of the Senate
and the Chairman of the Committee on En-
ergy and Commerce of the House of Rep-
resentatives, as set forth in the Congres-
sional Record.

SEC. 102. DEFINITIONS.

Section 735(7) (21 U.S.C. 379g) is amended
by striking ‘‘expenses incurred in connection
with”’ and inserting ‘‘expenses in connection
with”.

SEC. 103. AUTHORITY TO ASSESS AND USE DRUG

FEES.

Section 736 (21 U.S.C. 379h) is amended—

(1) in subsection (a)—

(A) in the matter preceding paragraph (1),
by striking ‘‘fiscal year 2008’ and inserting
“fiscal year 2013"’;

(B) in paragraph (1)(A)—

(i) in clause (i), by striking “‘(¢)(5)’’ and in-
serting ‘“(¢)(4)”’; and

(ii) in clause (ii), by striking ‘‘(c)(5)”’ and
inserting ““(¢)(4)”’;

Sec. 862.

Sec. 863.
Sec. 864.

Sec. 865.

866.
867.

Sec.
Sec.

Sec. 868.

Sec.
Sec.

Sec.

902.
903.

Sec.
Sec.

Sec. 904.

905.
906.
907.

Sec.
Sec.
Sec.

Sec. 908.
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(C) in the matter following clause (ii) in
paragraph (2)(A)—

(i) by striking
“(e)4)’; and

(ii) by striking ‘‘payable on or before Octo-
ber 1 of each year’ and inserting ‘‘due on the
later of the first business day on or after Oc-
tober 1 of such fiscal year or the first busi-
ness day after the enactment of an appro-
priations Act providing for the collection
and obligation of fees for such fiscal year
under this section’’;

(D) in paragraph (3)—

(i) in subparagraph (A)—

(I) by striking ‘‘subsection (c)(5)” and in-
serting ‘‘subsection (c)(4)”’; and

(IT) by striking ‘‘payable on or before Octo-
ber 1 of each year.” and inserting ‘‘due on
the later of the first business day on or after
October 1 of each such fiscal year or the first
business day after the enactment of an ap-
propriations Act providing for the collection
and obligation of fees for each such fiscal
year under this section.”; and

(ii) by amending subparagraph (B) to read
as follows:

‘(B) EXCEPTION.—A prescription drug prod-
uct shall not be assessed a fee under subpara-
graph (A) if such product is—

‘(i) identified on the list compiled under
section 505(j)(7)(A) with a potency described
in terms of per 100 mL;

‘“(ii) the same product as another product
that—

‘“(I) was approved under an application
filed under section 505(b) or 505(j); and

“‘(IT) is not in the list of discontinued prod-
ucts compiled under section 505(j)(7)(A);

‘‘(iii) the same product as another product
that was approved under an abbreviated ap-
plication filed under section 507 (as in effect
on the day before the date of enactment of
the Food and Drug Administration Mod-
ernization Act of 1997); or

‘(iv) the same product as another product
that was approved under an abbreviated new
drug application pursuant to regulations in
effect prior to the implementation of the
Drug Price Competition and Patent Term
Restoration Act of 1984.”;

(2) in subsection (b)—

(A) in paragraph (1)—

(i) in the language preceding subparagraph
(A), by striking ‘‘fiscal years 2008 through
2012’ and inserting ‘‘fiscal years 2013 through
2017’; and

(ii) in subparagraph
°$392,783,000; and”
¢‘$693,099,000;”’; and

(iii) by striking subparagraph (B) and in-
serting the following:

‘(B) the dollar amount equal to the infla-
tion adjustment for fiscal year 2013 (as deter-
mined under paragraph (3)(A)); and

‘(C) the dollar amount equal to the work-
load adjustment for fiscal year 2013 (as deter-
mined under paragraph (3)(B)).”’; and

(B) by striking paragraphs (3) and (4) and
inserting the following:

“(3) FISCAL YEAR 2013 INFLATION AND WORK-
LOAD ADJUSTMENTS.—For purposes of para-
graph (1), the dollar amount of the inflation
and workload adjustments for fiscal year
2013 shall be determined as follows:

“(A) INFLATION ADJUSTMENT.—The infla-
tion adjustment for fiscal year 2013 shall be
the sum of—

‘(i) $652,709,000 multiplied by the result of
an inflation adjustment calculation deter-
mined using the methodology described in
subsection (¢)(1)(B); and

‘(i) $6562,709,000 multiplied by the result of
an inflation adjustment calculation deter-
mined using the methodology described in
subsection (¢)(1)(C).

“(B) WORKLOAD ADJUSTMENT.—Subject to
subparagraph (C), the workload adjustment
for fiscal 2013 shall be—

“(c)(5)” and inserting

(A),
and

striking
inserting

by
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‘(i) $652,709,000 plus the amount of the in-
flation adjustment calculated under subpara-
graph (A); multiplied by

‘(i) the amount (if any) by which a per-
centage workload adjustment for fiscal year
2013, as determined using the methodology
described in subsection (c¢)(2)(A), would ex-
ceed the percentage workload adjustment (as
so determined) for fiscal year 2012, if both
such adjustment percentages were calculated
using the 5-year base period consisting of fis-
cal years 2003 through 2007.

‘(C) LIMITATION.—Under no circumstances
shall the adjustment under subparagraph (B)
result in fee revenues for fiscal year 2013 that
are less than the sum of the amount under
paragraph (1)(A) and the amount under para-
graph (1)(B).”;

(3) by striking subsection (¢) and inserting
the following:

“(c) ADJUSTMENTS.—

‘(1) INFLATION ADJUSTMENT.—For fiscal
yvear 2014 and subsequent fiscal years, the
revenues established in subsection (b) shall
be adjusted by the Secretary by notice, pub-
lished in the Federal Register, for a fiscal
year by the amount equal to the sum of—

““(A) one;

“(B) the average annual percent change in
the cost, per full-time equivalent position of
the Food and Drug Administration, of all
personnel compensation and benefits paid
with respect to such positions for the first 3
years of the preceding 4 fiscal years, multi-
plied by the proportion of personnel com-
pensation and benefits costs to total costs of
the process for the review of human drug ap-
plications (as defined in section 735(6)) for
the first 3 years of the preceding 4 fiscal
years, and

“(C) the average annual percent change

that occurred in the Consumer Price Index
for urban consumers (Washington-Baltimore,
DC-MD-VA-WV; Not Seasonally Adjusted;
All items; Annual Index) for the first 3 years
of the preceding 4 years of available data
multiplied by the proportion of all costs
other than personnel compensation and ben-
efits costs to total costs of the process for
the review of human drug applications (as
defined in section 735(6)) for the first 3 years
of the preceding 4 fiscal years.
The adjustment made each fiscal year under
this paragraph shall be added on a com-
pounded basis to the sum of all adjustments
made each fiscal year after fiscal year 2013
under this paragraph.

“(2) WORKLOAD ADJUSTMENT.—For fiscal
year 2014 and subsequent fiscal years, after
the fee revenues established in subsection (b)
are adjusted for a fiscal year for inflation in
accordance with paragraph (1), the fee reve-
nues shall be adjusted further for such fiscal
yvear to reflect changes in the workload of
the Secretary for the process for the review
of human drug applications. With respect to
such adjustment:

““(A) The adjustment shall be determined
by the Secretary based on a weighted aver-
age of the change in the total number of
human drug applications (adjusted for
changes in review activities, as described in
the notice that the Secretary is required to
publish in the Federal Register under this
subparagraph), efficacy supplements, and
manufacturing supplements submitted to the
Secretary, and the change in the total num-
ber of active commercial investigational new
drug applications (adjusted for changes in re-
view activities, as so described) during the
most recent 12-month period for which data
on such submissions is available. The Sec-
retary shall publish in the Federal Register
the fee revenues and fees resulting from the
adjustment and the supporting methodolo-
gies.

‘(B) Under no circumstances shall the ad-
justment result in fee revenues for a fiscal
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year that are less than the sum of the
amount under subsection (b)(1)(A) and the
amount under subsection (b)(1)(B), as ad-
justed for inflation under paragraph (1).

‘(C) The Secretary shall contract with an
independent accounting or consulting firm
to periodically review the adequacy of the
adjustment and publish the results of those
reviews. The first review shall be conducted
and published by the end of fiscal year 2013
(to examine the performance of the adjust-
ment since fiscal year 2009), and the second
review shall be conducted and published by
the end of fiscal year 2015 (to examine the
continued performance of the adjustment).
The reports shall evaluate whether the ad-
justment reasonably represents actual
changes in workload volume and complexity
and present options to discontinue, retain, or
modify any elements of the adjustment. The
reports shall be published for public com-
ment. After review of the reports and receipt
of public comments, the Secretary shall, if
warranted, adopt appropriate changes to the
methodology. If the Secretary adopts
changes to the methodology based on the
first report, the changes shall be effective for
the first fiscal year for which fees are set
after the Secretary adopts such changes and
each subsequent fiscal year.

“(3) FINAL YEAR ADJUSTMENT.—For fiscal
year 2017, the Secretary may, in addition to
adjustments under this paragraph and para-
graphs (1) and (2), further increase the fee
revenues and fees established in subsection
(b) if such an adjustment is necessary to pro-
vide for not more than 3 months of operating
reserves of carryover user fees for the proc-
ess for the review of human drug applica-
tions for the first 3 months of fiscal year
2018. If such an adjustment is necessary, the
rationale for the amount of the increase
shall be contained in the annual notice es-
tablishing fee revenues and fees for fiscal
year 2017. If the Secretary has carryover bal-
ances for such process in excess of 3 months
of such operating reserves, the adjustment
under this subparagraph shall not be made.

‘“(4) ANNUAL FEE SETTING.—The Secretary
shall, not later than 60 days before the start
of each fiscal year that begins after Sep-
tember 30, 2012, establish, for the next fiscal
year, application, product, and establish-
ment fees under subsection (a), based on the
revenue amounts established under sub-
section (b) and the adjustments provided
under this subsection.

‘(6) LiMiT.—The total amount of fees
charged, as adjusted under this subsection,
for a fiscal year may not exceed the total
costs for such fiscal year for the resources
allocated for the process for the review of
human drug applications.’’; and

(4) in subsection (g)—

(A) in paragraph (1), by striking ‘‘Fees au-
thorized” and inserting ‘‘Subject to para-
graph (2)(C), fees authorized’’;

(B) in paragraph (2)—

(i) in subparagraph (A)@{i), by striking
‘‘shall be retained” and inserting ‘‘shall be
collected and available’’;

(ii) in subparagraph (A)(ii), by striking
‘‘shall only be collected and available” and
inserting ‘‘shall be available’’; and

(iii) by adding at the end the following new
subparagraph:

“(C) PROVISION FOR EARLY PAYMENTS.—
Payment of fees authorized under this sec-
tion for a fiscal year, prior to the due date
for such fees, may be accepted by the Sec-
retary in accordance with authority provided
in advance in a prior year appropriations
Act.”’;

(C) in paragraph (3), by striking ‘‘fiscal
years 2008 through 2012’ and inserting ‘‘fiscal
years 2013 through 2017”’; and

(D) in paragraph (4)—
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(i) by striking ‘‘fiscal years 2008 through
2010’ and inserting ‘‘fiscal years 2013 through
2015"’;

(ii) by striking ‘‘fiscal year 2011 and in-
serting ‘‘fiscal year 2016’’;

(iii) by striking ‘‘fiscal years 2008 through
2011’ and inserting ‘‘fiscal years 2013 through
2016”’; and

(iv) by striking ‘‘fiscal year 2012 and in-
serting ‘‘fiscal year 2017.

SEC. 104. REAUTHORIZATION; REPORTING RE-
QUIREMENTS.

Section 736B (21 U.S.C. 379h-2) is amend-
ed—

(1) by amending subsection (a) to read as
follows:

‘‘(a) PERFORMANCE REPORT.—

‘(1) IN GENERAL.—Beginning with fiscal
year 2013, not later than 120 days after the
end of each fiscal year for which fees are col-
lected under this part, the Secretary shall
prepare and submit to the Committee on En-
ergy and Commerce of the House of Rep-
resentatives and the Committee on Health,
Education, Labor, and Pensions of the Sen-
ate a report concerning—

‘“(A) the progress of the Food and Drug Ad-
ministration in achieving the goals identi-
fied in the letters described in section 101(b)
of the Prescription Drug User Fee Amend-
ments of 2012 during such fiscal year and the
future plans of the Food and Drug Adminis-
tration for meeting the goals, including the
status of the independent assessment de-
scribed in such letters; and

‘“(B) the progress of the Center for Drug
Evaluation and Research and the Center for
Biologics Evaluation and Research in achiev-
ing the goals, and future plans for meeting
the goals, including, for each review divi-
sion—

‘(i) the number of original standard new
drug applications and biologics license appli-
cations filed per fiscal year for each review
division;

‘‘(ii) the number of original priority new
drug applications and biologics license appli-
cations filed per fiscal year for each review
division;

‘“(iii) the number of standard efficacy sup-
plements filed per fiscal year for each review
division;

‘“(iv) the number of priority efficacy sup-
plements filed per fiscal year for each review
division;

‘(v) the number of applications filed for re-
view under accelerated approval per fiscal
year for each review division;

‘“(vi) the number of applications filed for
review as fast track products per fiscal year
for each review division; and

‘‘(vii) the number of applications filed for
orphan-designated products per fiscal year
for each review division.

‘(2) INCLUSION.—The report under this sub-
section for a fiscal year shall include infor-
mation on all previous cohorts for which the
Secretary has not given a complete response
on all human drug applications and supple-
ments in the cohort.”.

(2) in subsection (b), by striking 2008’ and
inserting ‘2013’’; and
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(3) in subsection (d), by striking ‘2012
each place it appears and inserting *<2017"’.
SEC. 105. SUNSET DATES.

(a) AUTHORIZATION.—Sections 735 and 736
(21 U.S.C. 379g; 379h) are repealed October 1,
2017.

(b) REPORTING REQUIREMENTS.—Section
736B (21 U.S.C. 379h-2) is repealed January 31,
2018.

(¢) PREVIOUS SUNSET PROVISION.—

(1) IN GENERAL.—Section 106 of the Pre-
scription Drug User Fee Amendments of 2007
(Title I of Public Law 110-85) is repealed.

(2) CONFORMING AMENDMENT.—The Food
and Drug Administration Amendments Act
of 2007 (Public Law 110-85) is amended in the
table of contents in section 2, by striking the
item relating to section 106.

(d) TECHNICAL CLARIFICATIONS.—

(1) Effective September 30, 2007—

(A) section 509 of the Prescription Drug
User Fee Amendments Act of 2002 (Title V of
Public Law 107-188) is repealed; and

(B) the Public Health Security and Bioter-
rorism Preparedness and Response Act of
2002 (Public Law 107-188) is amended in the
table of contents in section 1(b), by striking
the item relating to section 509.

(2) Effective September 30, 2002—

(A) section 107 of the Food and Drug Ad-
ministration Modernization Act of 1997 (Pub-
lic Law 105-115) is repealed; and

(B) the table of contents in section 1(c) of
such Act is amended by striking the item re-
lated to section 107.

(3) Effective September 30, 1997, section 105
of the Prescription Drug User Fee Act of 1992
(Public Law 102-571) is repealed.

SEC. 106. EFFECTIVE DATE.

The amendments made by this title shall
take effect on October 1, 2012, or the date of
the enactment of this Act, whichever is
later, except that fees under part 2 of sub-
chapter C of chapter VII of the Federal Food,
Drug, and Cosmetic Act shall be assessed for
all human drug applications received on or
after October 1, 2012, regardless of the date of
the enactment of this Act.

SEC. 107. SAVINGS CLAUSE.

Notwithstanding the amendments made by
this title, part 2 of subchapter C of chapter
VII of the Federal Food, Drug, and Cosmetic
Act, as in effect on the day before the date
of the enactment of this title, shall continue
to be in effect with respect to human drug
applications and supplements (as defined in
such part as of such day) that on or after Oc-
tober 1, 2007, but before October 1, 2012, were
accepted by the Food and Drug Administra-
tion for filing with respect to assessing and
collecting any fee required by such part for
a fiscal year prior to fiscal year 2012.

TITLE II—MEDICAL DEVICE USER FEE

AMENDMENTS OF 2012
SEC. 201. SHORT TITLE; FINDINGS.

(a) SHORT TITLE.—This Act may be cited as
the ‘“Medical Device User Fee Amendments
of 2012”.

(b) FINDINGS.—The Congress finds that the
fees authorized under the amendments made
by this title will be dedicated toward expe-
diting the process for the review of device
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applications and for assuring the safety and
effectiveness of devices, as set forth in the
goals identified for purposes of part 3 of sub-
chapter C of chapter VII of the Federal Food,
Drug, and Cosmetic Act in the letters from
the Secretary of Health and Human Services
to the Chairman of the Committee on
Health, Education, Labor, and Pensions of
the Senate and the Chairman of the Com-
mittee on Energy and Commerce of the
House of Representatives, as set forth in the
Congressional Record.

SEC. 202. DEFINITIONS.

Section 737 (21 U.S.C. 379i) is amended—

(1) in paragraph (9), by striking ‘‘incurred”’
after ‘‘expenses’’;

(2) in paragraph (10), by striking ‘‘October
2001”’ and inserting ‘‘October 2011’; and

(3) in paragraph (13), by striking ‘‘is re-
quired to register’” and all that follows
through the end of paragraph (13) and insert-
ing the following: ‘‘is registered (or is re-
quired to register) with the Secretary under
section 510 because such establishment is en-
gaged in the manufacture, preparation, prop-
agation, compounding, or processing of a de-
vice.”.

SEC. 203. AUTHORITY TO ASSESS AND USE DE-
VICE FEES.

(a) TYPES OF FEES.—Section 738(a) (21
U.S.C. 379j(a)) is amended—

(1) in paragraph (1), by striking ‘‘fiscal
year 2008’ and inserting ‘‘fiscal year 2013’’;

(2) in paragraph (2)(A)—

(A) in the matter preceding clause (i)—

(i) by striking ‘‘subsections (d) and (e)”
and inserting ‘‘subsections (d), (e), and (f)’;

(ii) by striking ‘‘October 1, 2002 and in-
serting ““‘October 1, 2012°; and

(iii) by striking ‘‘subsection (c¢)(1)”’ and in-
serting ‘‘subsection (c)’’; and

(B) in clause (viii), by striking “1.84 and
inserting ‘2”’; and

(3) in paragraph (3)—

(A) in subparagraph (A), by inserting ‘‘and
subsection (f)’ after ‘‘subparagraph (B)’; and

(B) in subparagraph (C), by striking ‘‘ini-
tial registration” and all that follows
through ‘‘section 510.” and inserting ‘‘later
of—

‘(i) the initial or annual registration (as
applicable) of the establishment under sec-
tion 510; or

‘“(ii) the first business day after the date of
enactment of an appropriations Act pro-
viding for the collection and obligation of
fees for such year under this section.”.

(b) FEE AMOUNTS.—Section 738(b) (21 U.S.C.
379j(b)) is amended to read as follows:

“(b) FEE AMOUNTS.—

‘(1) IN GENERAL.—Subject to subsections
(c), (d), (e), (f), and (i), for each of fiscal years
2013 through 2017, fees under subsection (a)
shall be derived from the base fee amounts
specified in paragraph (2), to generate the
total revenue amounts specified in paragraph
3).

‘(2) BASE FEE AMOUNTS SPECIFIED.—For
purposes of paragraph (1), the base fee
amounts specified in this paragraph are as
follows:

Fiscal Fiscal Fiscal Fiscal Fiscal
“Fee Type Year Year Year Year Year
2013 2014 2015 2016 2017
Premarket APDPLICATION ..o $248,000  $252,960  $258,019  $263,180  $268,443
Establishment RegiStration ... $2,575 $3,200 $3,750 $3,872 $3,872

‘(3) TOTAL REVENUE AMOUNTS.—For pur-
poses of paragraph (1), the total revenue
amounts specified in this paragraph are as
follows:

““(A) $97,722,301 for fiscal year 2013.

‘(B) $112,580,497 for fiscal year 2014.
“(C) $125,767,107 for fiscal year 2015.
‘(D) $129,339,949 for fiscal year 2016.
““(E) $130,184,348 