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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 United 
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-

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, I 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 I encourage the Senate to act 

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. 

f 

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. 
Sec. 104. Reauthorization; reporting require-

ments. 
Sec. 105. Sunset dates. 
Sec. 106. Effective date. 
Sec. 107. Savings clause. 

TITLE II—MEDICAL DEVICE USER FEE 
AMENDMENTS OF 2012 

Sec. 201. Short title; findings. 
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Sec. 202. Definitions. 
Sec. 203. Authority to assess and use device 

fees. 
Sec. 204. Reauthorization; reporting require-

ments. 
Sec. 205. Savings clause. 
Sec. 206. Effective date. 
Sec. 207. Sunset clause. 
Sec. 208. Streamlined hiring authority to 

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

TITLE III—FEES RELATING TO GENERIC 
DRUGS 

Sec. 301. Short title. 
Sec. 302. Authority to assess and use human 

generic drug fees. 
Sec. 303. Reauthorization; reporting require-

ments. 
Sec. 304. Sunset dates. 
Sec. 305. Effective date. 
Sec. 306. Amendment with respect to mis-

branding. 
Sec. 307. 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. 
Sec. 403. Reauthorization; reporting require-

ments. 
Sec. 404. Sunset dates. 
Sec. 405. Effective date. 
Sec. 406. 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. 

Sec. 502. Food and Drug Administration Re-
port. 

Sec. 503. Internal Committee for Review of 
Pediatric Plans, Assessments, 
Deferrals, Deferral Extensions, 
and Waivers. 

Sec. 504. Staff of Office of Pediatric Thera-
peutics. 

Sec. 505. Continuation of operation of Pedi-
atric Advisory Committee. 

Sec. 506. 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. 
Sec. 604. 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. 
Sec. 703. Agency documentation and review 

of significant decisions. 
Sec. 704. Transparency in clearance process. 
Sec. 705. Device Modifications Requiring 

Premarket Notification Prior 
to Marketing. 

Subtitle B—Patients Come First 

Sec. 711. Establishment of schedule and pro-
mulgation of regulation. 

Sec. 712. Program to improve the device re-
call system. 

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. 
Sec. 762. Effective device sentinel program. 

Subtitle H—Miscellaneous 
Sec. 771. Custom devices. 
Sec. 772. Pediatric device reauthorization. 
Sec. 773. Report on regulation of health in-

formation technology. 
TITLE VIII—DRUG REGULATORY 

IMPROVEMENTS 
Subtitle A—Drug Supply Chain 

Sec. 801. Registration of producers of drugs. 
Sec. 802. Inspection of drugs. 
Sec. 803. Drug supply quality and safety. 
Sec. 804. Prohibition against delaying, deny-

ing, limiting, or refusing in-
spection. 

Sec. 805. Destruction of adulterated, mis-
branded, or counterfeit drugs 
offered for import. 

Sec. 806. Administrative detention. 
Sec. 807. Enhanced criminal penalty for 

counterfeit drugs. 
Sec. 808. Unique facility identification num-

ber. 
Sec. 809. Documentation for admissibility of 

imports. 
Sec. 810. Registration of commercial import-

ers. 
Sec. 811. Notification. 
Sec. 812. Exchange of information. 
Sec. 813. Extraterritorial jurisdiction. 
Sec. 814. Protection against intentional 

adulteration. 
Sec. 815. Records for inspection. 

Subtitle B—Medical Gas Safety 
Sec. 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. 
Sec. 832. Study on incentives for qualified 

infectious disease biological 
products. 

Sec. 833. Clinical trials. 
Sec. 834. Reassessment of qualified infec-

tious disease product incentives 
in 5 years. 

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

Subtitle D—Accelerated Approval 
Sec. 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. 862. Extension of period for first appli-
cant To obtain tentative ap-
proval without forfeiting 180- 
day exclusivity period. 

Sec. 863. Final agency action relating to pe-
titions and civil actions. 

Sec. 864. Deadline for determination on cer-
tain petitions. 

Sec. 865. Rare pediatric disease priority re-
view voucher incentive pro-
gram. 

Sec. 866. Combating prescription drug abuse. 
Sec. 867. Assessment and modification of 

REMS. 
Sec. 868. Consultation with external experts 

on rare diseases, targeted 
therapies, and genetic targeting 
of treatments. 

Sec. 869. Breakthrough therapies. 
Sec. 870. Grants and Contracts for the Devel-

opment of Orphan Drugs. 
TITLE IX—DRUG SHORTAGES 

Sec. 901. Discontinuance and interruptions 
of manufacturing of certain 
drugs. 

Sec. 902. Drug shortage list. 
Sec. 903. Quotas applicable to drugs in short-

age. 
Sec. 904. 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. 

Sec. 905. Study on drug shortages. 
Sec. 906. Annual report on drug shortages. 
Sec. 907. Attorney General report on drug 

shortages. 
Sec. 908. 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 ‘‘(c)(5)’’ and in-

serting ‘‘(c)(4)’’; and 
(ii) in clause (ii), by striking ‘‘(c)(5)’’ and 

inserting ‘‘(c)(4)’’; 
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(C) in the matter following clause (ii) in 

paragraph (2)(A)— 
(i) by striking ‘‘(c)(5)’’ and inserting 

‘‘(c)(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 
(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 
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 

‘‘(II) 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 (A), by striking 
‘‘$392,783,000; and’’ and inserting 
‘‘$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 (c)(1)(B); and 

‘‘(ii) $652,709,000 multiplied by the result of 
an inflation adjustment calculation deter-
mined using the methodology described in 
subsection (c)(1)(C). 

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

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

‘‘(ii) 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 (c) and inserting 
the following: 

‘‘(c) ADJUSTMENTS.— 
‘‘(1) INFLATION ADJUSTMENT.—For fiscal 

year 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 
year 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 

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. 

‘‘(5) 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)— 

VerDate Mar 15 2010 02:23 May 31, 2012 Jkt 019060 PO 00000 Frm 00016 Fmt 4636 Sfmt 0634 E:\CR\FM\A30MY7.023 H30MYPT1sm
ar

tin
ez

 o
n 

D
S

K
6T

P
T

V
N

1P
R

O
D

 w
ith

 H
O

U
S

E



CONGRESSIONAL RECORD — HOUSE H3195 May 30, 2012 
(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 

(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. 

(c) 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 

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: 

‘‘Fee Type 
Fiscal 
Year 
2013 

Fiscal 
Year 
2014 

Fiscal 
Year 
2015 

Fiscal 
Year 
2016 

Fiscal 
Year 
2017 

Premarket Application ................................................................................................................. $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 for fiscal year 2017.’’. 

(c) ANNUAL FEE SETTING; ADJUSTMENTS.— 
Section 738(c) (21 U.S.C. 379j(c)) is amended— 

(1) in the subsection heading, by inserting 
‘‘; ADJUSTMENTS’’ after ‘‘SETTING’’; 

(2) by striking paragraphs (1) and (2); 
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(3) by redesignating paragraphs (3) and (4) 

as paragraphs (4) and (5), respectively; and 
(4) by inserting before paragraph (4), as so 

redesignated, the following: 
‘‘(1) IN GENERAL.—The Secretary shall, 60 

days before the start of each fiscal year after 
September 30, 2012, establish fees under sub-
section (a), based on amounts specified under 
subsection (b) and the adjustments provided 
under this subsection, and publish such fees, 
and the rationale for any adjustments to 
such fees, in the Federal Register. 

‘‘(2) INFLATION ADJUSTMENTS.— 
‘‘(A) ADJUSTMENT TO TOTAL REVENUE 

AMOUNTS.—For fiscal year 2014 and each sub-
sequent fiscal year, the Secretary shall ad-
just the total revenue amount specified in 
subsection (b)(3) for such fiscal year by mul-
tiplying such amount by the applicable infla-
tion adjustment under subparagraph (B) for 
such year. 

‘‘(B) APPLICABLE INFLATION ADJUSTMENT TO 
TOTAL REVENUE AMOUNTS.—The applicable in-
flation adjustment for a fiscal year is— 

‘‘(i) for fiscal year 2014, the base inflation 
adjustment under subparagraph (C) for such 
fiscal year; and 

‘‘(ii) for fiscal year 2015 and each subse-
quent fiscal year, the product of— 

‘‘(I) the base inflation adjustment under 
subparagraph (C) for such fiscal year; and 

‘‘(II) the product of the base inflation ad-
justment under subparagraph (C) for each of 
the fiscal years preceding such fiscal year, 
beginning with fiscal year 2014. 

‘‘(C) BASE INFLATION ADJUSTMENT TO TOTAL 
REVENUE AMOUNTS.— 

‘‘(i) IN GENERAL.—Subject to further ad-
justment under clause (ii), the base inflation 
adjustment for a fiscal year is the sum of one 
plus— 

‘‘(I) 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 0.60; and 

‘‘(II) 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 0.40. 

‘‘(ii) LIMITATIONS.—For purposes of sub-
paragraph (B), if the base inflation adjust-
ment for a fiscal year under clause (i)— 

‘‘(I) is less than 1, such adjustment shall be 
considered to be equal to 1; or 

‘‘(II) is greater than 1.04, such adjustment 
shall be considered to be equal to 1.04. 

‘‘(D) ADJUSTMENT TO BASE FEE AMOUNTS.— 
For each of fiscal years 2014 through 2017, the 
base fee amounts specified in subsection 
(b)(2) shall be adjusted as needed, on a uni-
form proportionate basis, to generate the 
total revenue amounts under subsection 
(b)(3), as adjusted for inflation under sub-
paragraph (A). 

‘‘(3) VOLUME-BASED ADJUSTMENTS TO ESTAB-
LISHMENT REGISTRATION BASE FEES.—For each 
of fiscal years 2014 through 2017, after the 
base fee amounts specified in subsection 
(b)(2) are adjusted under paragraph (2)(D), 
the base establishment registration fee 
amounts specified in such subsection shall be 
further adjusted, as the Secretary estimates 
is necessary in order for total fee collections 
for such fiscal year to generate the total rev-
enue amounts, as adjusted under paragraph 
(2).’’. 

(d) FEE WAIVER OR REDUCTION.—Section 738 
(21 U.S.C. 379j) is amended by— 

(1) redesignating subsections (f) through 
(k) as subsections (g) through (l), respec-
tively; and 

(2) by inserting after subsection (e) the fol-
lowing new subsection (f): 

‘‘(f) FEE WAIVER OR REDUCTION.— 
‘‘(1) IN GENERAL.—The Secretary may, at 

the Secretary’s sole discretion, grant a waiv-
er or reduction of fees under subsection (a)(2) 
or (a)(3) if the Secretary finds that such 
waiver or reduction is in the interest of pub-
lic health. 

‘‘(2) LIMITATION.—The sum of all fee waiv-
ers or reductions granted by the Secretary in 
any fiscal year under paragraph (1) shall not 
exceed 2 percent of the total fee revenue 
amounts established for such year under sub-
section (c). 

‘‘(3) DURATION.—The authority provided by 
this subsection terminates October 1, 2017.’’. 

(e) CONDITIONS.—Section 738(h)(1)(A) (21 
U.S.C. 379j(h)(1)(A)), as redesignated by sub-
section (d)(1), is amended by striking 
‘‘$205,720,000’’ and inserting ‘‘$280,587,000’’. 

(f) CREDITING AND AVAILABILITY OF FEES.— 
Section 738(i) (21 U.S.C. 379j(i)), as redesig-
nated by subsection (d)(1), is amended— 

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

(2) in paragraph (2)— 
(A) in subparagraph (A)— 
(i) in clause (i), by striking ‘‘shall be re-

tained’’ and inserting ‘‘subject to subpara-
graph (C), shall be collected and available’’; 
and 

(ii) in clause (ii)— 
(I) by striking ‘‘collected and’’ after ‘‘shall 

only be’’; and 
(II) by striking ‘‘fiscal year 2002’’ and in-

serting ‘‘fiscal year 2009’’; and 
(B) by adding at the end, the following: 
‘‘(C) PROVISION FOR EARLY YEAR PAY-

MENTS.—Payment of fees authorized under 
this section for a fiscal year, prior to the due 
date for such fees, may be accepted by the 
Secretary in accordance with authority pro-
vided in advance in a prior year appropria-
tions Act.’’; 

(3) in paragraph (3), by amending to read as 
follows: 

‘‘(3) AUTHORIZATIONS OF APPROPRIATIONS.— 
For each of the fiscal years 2013 through 2017, 
there is authorized to be appropriated for 
fees under this section an amount equal to 
the total revenue amount specified under 
subsection (b)(3) for the fiscal year, as ad-
justed under subsection (c) and, for fiscal 
year 2017 only, as further adjusted under 
paragraph (4).’’; and 

(4) in paragraph (4)— 
(A) by striking ‘‘fiscal years 2008, 2009, and 

2010’’ and inserting ‘‘fiscal years 2013, 2014, 
and 2015’’; 

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

(C) by striking ‘‘June 30, 2011’’ and insert-
ing ‘‘June 30, 2016’’; 

(D) by striking ‘‘the amount of fees speci-
fied in aggregate in’’ and inserting ‘‘the cu-
mulative amount appropriated pursuant to’’; 

(E) by striking ‘‘aggregate amount in’’ be-
fore ‘‘excess shall be credited’’; and 

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

(g) CONFORMING AMENDMENT.—Section 
515(c)(4)(A) (21 U.S.C. 360e(c)(4)(A)) is amend-
ed by striking ‘‘738(g)’’ and inserting 
‘‘738(h)’’. 
SEC. 204. REAUTHORIZATION; REPORTING RE-

QUIREMENTS. 
(a) REAUTHORIZATION.—Section 738A(b) (21 

U.S.C. 379j–1(b)) is amended— 
(1) in paragraph (1), by striking ‘‘2012’’ and 

inserting ‘‘2017’’; and 
(2) in paragraph (5), by striking ‘‘2012’’ and 

inserting ‘‘2017’’. 
(b) PERFORMANCE REPORTS.—Section 

738A(a) (21 U.S.C. 379j–1(a)) is amended— 
(1) by striking paragraph (1) and inserting 

the following: 

‘‘(1) PERFORMANCE REPORT.— 
‘‘(A) IN GENERAL.—Beginning with fiscal 

year 2013, for each fiscal year for which fees 
are collected under this part, the Secretary 
shall prepare and submit to the Committee 
on Health, Education, Labor, and Pensions of 
the Senate and the Committee on Energy 
and Commerce of the House of Representa-
tives annual reports concerning the progress 
of the Food and Drug Administration in 
achieving the goals identified in the letters 
described in section 201(b) of the Medical De-
vice User Fee Amendments of 2012 during 
such fiscal year and the future plans of the 
Food and Drug Administration for meeting 
the goals. 

‘‘(B) PUBLICATION.—With regard to infor-
mation to be reported by the Food and Drug 
Administration to industry on a quarterly 
and annual basis pursuant to the letters de-
scribed in section 201(b) of the Medical De-
vice User Fee Amendments Act of 2012, the 
Secretary shall make such information pub-
licly available on the Internet Website of the 
Food and Drug Administration not later 
than 60 days after the end of each quarter or 
120 days after the end of each fiscal year, re-
spectively, to which such information ap-
plies. This information shall include the sta-
tus of the independent assessment identified 
in the letters described in such section 
201(b). 

‘‘(C) UPDATES.—The Secretary shall in-
clude in each report under subparagraph (A) 
information on all previous cohorts for 
which the Secretary has not given a com-
plete response on all device premarket appli-
cations and reports, supplements, and pre-
market notifications in the cohort.’’; and 

(2) in paragraph (2), by striking ‘‘2008 
through 2012’’ and inserting ‘‘2013 through 
2017’’. 
SEC. 205. SAVINGS CLAUSE. 

Notwithstanding the amendments made by 
this title, part 3 of subchapter C of chapter 
VII of the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 379i et seq.), as in effect on the 
day before the date of the enactment of this 
title, shall continue to be in effect with re-
spect to the submissions listed in section 
738(a)(2)(A) of such Act (as defined in such 
part as of such day) that on or after October 
1, 2007, but before October 1, 2012, were ac-
cepted by the Food and Drug Administration 
for filing with respect to assessing and col-
lecting any fee required by such part for a 
fiscal year prior to fiscal year 2013. 
SEC. 206. 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 3 of sub-
chapter C of chapter VII of the Federal Food, 
Drug, and Cosmetic Act shall be assessed for 
all submissions listed in section 738(a)(2)(A) 
of such Act received on or after October 1, 
2012, regardless of the date of the enactment 
of this Act. 
SEC. 207. SUNSET CLAUSE. 

(a) IN GENERAL.—Sections 737 and 738 of 
the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 739i; 739j) shall cease to be effec-
tive October 1, 2017. Section 738A (21 U.S.C. 
739j–1) of the Federal Food, Drug, and Cos-
metic Act (regarding reauthorization and re-
porting requirements) is repealed January 
31, 2018. 

(b) PREVIOUS SUNSET PROVISION.— 
(1) IN GENERAL.—Section 217 of the Medical 

Device User Fee Amendments of 2007 (Title II 
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 217. 

(c) TECHNICAL CLARIFICATION.—Effective 
September 30, 2007— 
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(1) section 107 of the Medical Device User 

Fee and Modernization Act of 2002 (Public 
Law 107–250) is repealed; and 

(2) the table of contents in section 1(b) of 
such Act is amended by striking the item re-
lated to section 107. 
SEC. 208. STREAMLINED HIRING AUTHORITY TO 

SUPPORT ACTIVITIES RELATED TO 
THE PROCESS FOR THE REVIEW OF 
DEVICE APPLICATIONS. 

Subchapter A of chapter VII (21 U.S.C. 371 
et seq.) is amended by inserting after section 
713 the following new section: 
‘‘SEC. 714. STREAMLINED HIRING AUTHORITY. 

‘‘(a) IN GENERAL.—In addition to any other 
personnel authorities under other provisions 
of law, the Secretary may, without regard to 
the provisions of title 5, United States Code, 
governing appointments in the competitive 
service, appoint employees to positions in 
the Food and Drug Administration to per-
form, administer, or support activities de-
scribed in subsection (b), if the Secretary de-
termines that such appointments are needed 
to achieve the objectives specified in sub-
section (c). 

‘‘(b) ACTIVITIES DESCRIBED.—The activities 
described in this subsection are activities 
under this Act related to the process for the 
review of device applications (as defined in 
section 737(8)). 

‘‘(c) OBJECTIVES SPECIFIED.—The objectives 
specified in this subsection are with respect 
to the activities under subsection (b)(1), the 
goals referred to in section 738A(a)(1). 

‘‘(d) INTERNAL CONTROLS.—The Secretary 
shall institute appropriate internal controls 
for appointments under this section. 

‘‘(e) SUNSET.—The authority to appoint 
employees under this section shall terminate 
on the date that is three years after the date 
of enactment of this section.’’. 

TITLE III—FEES RELATING TO GENERIC 
DRUGS 

SEC. 301. SHORT TITLE. 
(a) SHORT TITLE.—This title may be cited 

as the ‘‘Generic Drug User Fee Amendments 
of 2012’’. 

(b) FINDING.—The Congress finds that the 
fees authorized by the amendments made in 
this title will be dedicated to human generic 
drug activities, as set forth in the goals iden-
tified for purposes of part 7 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. 302. AUTHORITY TO ASSESS AND USE 

HUMAN GENERIC DRUG FEES. 
Subchapter C of chapter VII (21 U.S.C. 379f 

et seq.) is amended by adding at the end the 
following: 

‘‘PART 7—FEES RELATING TO GENERIC 
DRUGS 

‘‘SEC. 744A. DEFINITIONS. 
‘‘For purposes of this part: 
‘‘(1) The term ‘abbreviated new drug appli-

cation’— 
‘‘(A) means an application submitted under 

section 505(j), an abbreviated application 
submitted under section 507 (as in effect on 
the day before the date of enactment of the 
Food and Drug Administration Moderniza-
tion Act of 1997), or an abbreviated new drug 
application submitted pursuant to regula-
tions in effect prior to the implementation 
of the Drug Price Competition and Patent 
Term Restoration Act of 1984; and 

‘‘(B) does not include an application for a 
positron emission tomography drug. 

‘‘(2) The term ‘active pharmaceutical in-
gredient’ means— 

‘‘(A) a substance, or a mixture when the 
substance is unstable or cannot be trans-
ported on its own, intended— 

‘‘(i) to be used as a component of a drug; 
and 

‘‘(ii) to furnish pharmacological activity or 
other direct effect in the diagnosis, cure, 
mitigation, treatment, or prevention of dis-
ease, or to affect the structure or any func-
tion of the human body; or 

‘‘(B) a substance intended for final crys-
tallization, purification, or salt formation, 
or any combination of those activities, to be-
come a substance or mixture described in 
subparagraph (A). 

‘‘(3) The term ‘adjustment factor’ means a 
factor applicable to a fiscal year that is the 
Consumer Price Index for all urban con-
sumers (all items; United States city aver-
age) for October of the preceding fiscal year 
divided by such Index for October 2011. 

‘‘(4) The term ‘affiliate’ means a business 
entity that has a relationship with a second 
business entity if, directly or indirectly— 

‘‘(A) one business entity controls, or has 
the power to control, the other business enti-
ty; or 

‘‘(B) a third party controls, or has power to 
control, both of the business entities. 

‘‘(5)(A) The term ‘facility’— 
‘‘(i) means a business or other entity— 
‘‘(I) under one management, either direct 

or indirect; and 
‘‘(II) at one geographic location or address 

engaged in manufacturing or processing an 
active pharmaceutical ingredient or a fin-
ished dosage form; and 

‘‘(ii) does not include a business or other 
entity whose only manufacturing or proc-
essing activities are one or more of the fol-
lowing: repackaging, relabeling, or testing. 

‘‘(B) For purposes of subparagraph (A), sep-
arate buildings within close proximity are 
considered to be at one geographic location 
or address if the activities in them are— 

‘‘(i) closely related to the same business 
enterprise; 

‘‘(ii) under the supervision of the same 
local management; and 

‘‘(iii) capable of being inspected by the 
Food and Drug Administration during a sin-
gle inspection. 

‘‘(C) If a business or other entity would 
meet the definition of a facility under this 
paragraph but for being under multiple man-
agement, the business or other entity is 
deemed to constitute multiple facilities, one 
per management entity, for purposes of this 
paragraph. 

‘‘(6) The term ‘finished dosage form’ 
means— 

‘‘(A) a drug product in the form in which it 
will be administered to a patient, such as a 
tablet, capsule, solution, or topical applica-
tion; 

‘‘(B) a drug product in a form in which re-
constitution is necessary prior to adminis-
tration to a patient, such as oral suspensions 
or lyophilized powders; or 

‘‘(C) any combination of an active pharma-
ceutical ingredient with another component 
of a drug product for purposes of production 
of a drug product described in subparagraph 
(A) or (B). 

‘‘(7) The term ‘generic drug submission’ 
means an abbreviated new drug application, 
an amendment to an abbreviated new drug 
application, or a prior approval supplement 
to an abbreviated new drug application. 

‘‘(8) The term ‘human generic drug activi-
ties’ means the following activities of the 
Secretary associated with generic drugs and 
inspection of facilities associated with ge-
neric drugs: 

‘‘(A) The activities necessary for the re-
view of generic drug submissions, including 
review of drug master files referenced in 
such submissions. 

‘‘(B) The issuance of— 
‘‘(i) approval letters which approve abbre-

viated new drug applications or supplements 
to such applications; or 

‘‘(ii) complete response letters which set 
forth in detail the specific deficiencies in 
such applications and, where appropriate, 
the actions necessary to place such applica-
tions in condition for approval. 

‘‘(C) The issuance of letters related to Type 
II active pharmaceutical drug master files 
which— 

‘‘(i) set forth in detail the specific defi-
ciencies in such submissions, and where ap-
propriate, the actions necessary to resolve 
those deficiencies; or 

‘‘(ii) document that no deficiencies need to 
be addressed. 

‘‘(D) Inspections related to generic drugs. 
‘‘(E) Monitoring of research conducted in 

connection with the review of generic drug 
submissions and drug master files. 

‘‘(F) Postmarket safety activities with re-
spect to drugs approved under abbreviated 
new drug applications or supplements, in-
cluding the following activities: 

‘‘(i) Collecting, developing, and reviewing 
safety information on approved drugs, in-
cluding adverse event reports. 

‘‘(ii) Developing and using improved ad-
verse-event data-collection systems, includ-
ing information technology systems. 

‘‘(iii) Developing and using improved ana-
lytical tools to assess potential safety prob-
lems, including access to external data 
bases. 

‘‘(iv) Implementing and enforcing section 
505(o) (relating to postapproval studies and 
clinical trials and labeling changes) and sec-
tion 505(p) (relating to risk evaluation and 
mitigation strategies) insofar as those ac-
tivities relate to abbreviated new drug appli-
cations. 

‘‘(v) Carrying out section 505(k)(5) (relating 
to adverse-event reports and postmarket 
safety activities). 

‘‘(G) Regulatory science activities related 
to generic drugs. 

‘‘(9) The term ‘positron emission tomog-
raphy drug’ has the meaning given to the 
term ‘compounded positron emission tomog-
raphy drug’ in section 201(ii), except that 
paragraph (1)(B) of such section shall not 
apply. 

‘‘(10) The term ‘prior approval supplement’ 
means a request to the Secretary to approve 
a change in the drug substance, drug prod-
uct, production process, quality controls, 
equipment, or facilities covered by an ap-
proved abbreviated new drug application 
when that change has a substantial potential 
to have an adverse effect on the identity, 
strength, quality, purity, or potency of the 
drug product as these factors may relate to 
the safety or effectiveness of the drug prod-
uct. 

‘‘(11) The term ‘resources allocated for 
human generic drug activities’ means the ex-
penses for— 

‘‘(A) officers and employees of the Food 
and Drug Administration, contractors of the 
Food and Drug Administration, advisory 
committees, and costs related to such offi-
cers and employees and to contracts with 
such contractors; 

‘‘(B) management of information, and the 
acquisition, maintenance, and repair of com-
puter resources; 

‘‘(C) leasing, maintenance, renovation, and 
repair of facilities and acquisition, mainte-
nance, and repair of fixtures, furniture, sci-
entific equipment, and other necessary ma-
terials and supplies; and 

‘‘(D) collecting fees under subsection (a) 
and accounting for resources allocated for 
the review of abbreviated new drug applica-
tions and supplements and inspection related 
to generic drugs. 
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‘‘(12) The term ‘Type II active pharma-

ceutical ingredient drug master file’ means a 
submission of information to the Secretary 
by a person that intends to authorize the 
Food and Drug Administration to reference 
the information to support approval of a ge-
neric drug submission without the submitter 
having to disclose the information to the ge-
neric drug submission applicant. 
‘‘SEC. 744B. AUTHORITY TO ASSESS AND USE 

HUMAN GENERIC DRUG FEES. 

‘‘(a) TYPES OF FEES.—Beginning in fiscal 
year 2013, the Secretary shall assess and col-
lect fees in accordance with this section as 
follows: 

‘‘(1) ONE-TIME BACKLOG FEE FOR ABBRE-
VIATED NEW DRUG APPLICATIONS PENDING ON 
OCTOBER 1, 2012.— 

‘‘(A) IN GENERAL.—Each person that owns 
an abbreviated new drug application that is 
pending on October 1, 2012, and that has not 
received a tentative approval prior to that 
date, shall be subject to a fee for each such 
application, as calculated under subpara-
graph (B). 

‘‘(B) METHOD OF FEE AMOUNT CALCULA-
TION.—The amount of each one-time backlog 
fee shall be calculated by dividing $50,000,000 
by the total number of abbreviated new drug 
applications pending on October 1, 2012, that 
have not received a tentative approval as of 
that date. 

‘‘(C) NOTICE.—Not later than October 31, 
2012, the Secretary shall cause to be pub-
lished in the Federal Register a notice an-
nouncing the amount of the fee required by 
subparagraph (A). 

‘‘(D) FEE DUE DATE.—The fee required by 
subparagraph (A) shall be due no later than 
30 calendar days after the date of the publi-
cation of the notice specified in subpara-
graph (C). 

‘‘(2) DRUG MASTER FILE FEE.— 
‘‘(A) IN GENERAL.—Each person that owns a 

Type II active pharmaceutical ingredient 
drug master file that is referenced on or 
after October 1, 2012, in a generic drug sub-
mission by any initial letter of authorization 
shall be subject to a drug master file fee. 

‘‘(B) ONE-TIME PAYMENT.—If a person has 
paid a drug master file fee for a Type II ac-
tive pharmaceutical ingredient drug master 
file, the person shall not be required to pay 
a subsequent drug master file fee when that 
Type II active pharmaceutical ingredient 
drug master file is subsequently referenced 
in generic drug submissions. 

‘‘(C) NOTICE.— 
‘‘(i) FISCAL YEAR 2013.—Not later than Octo-

ber 31, 2012, the Secretary shall cause to be 
published in the Federal Register a notice 
announcing the amount of the drug master 
file fee for fiscal year 2013. 

‘‘(ii) FISCAL YEAR 2014 THROUGH 2017.—Not 
later than 60 days before the start of each of 
fiscal years 2014 through 2017, the Secretary 
shall cause to be published in the Federal 
Register the amount of the drug master file 
fee established by this paragraph for such 
fiscal year. 

‘‘(D) AVAILABILITY FOR REFERENCE.— 
‘‘(i) IN GENERAL.—Subject to subsection 

(g)(2)(C), for a generic drug submission to 
reference a Type II active pharmaceutical in-
gredient drug master file, the drug master 
file must be deemed available for reference 
by the Secretary. 

‘‘(ii) CONDITIONS.—A drug master file shall 
be deemed available for reference by the Sec-
retary if— 

‘‘(I) the person that owns a Type II active 
pharmaceutical ingredient drug master file 
has paid the fee required under subparagraph 
(A) within 20 calendar days after the applica-
ble due date under subparagraph (E); and 

‘‘(II) the drug master file has not failed an 
initial completeness assessment by the Sec-

retary, in accordance with criteria to be pub-
lished by the Secretary. 

‘‘(iii) LIST.—The Secretary shall make pub-
licly available on the Internet Web site of 
the Food and Drug Administration a list of 
the drug master file numbers that cor-
respond to drug master files that have suc-
cessfully undergone an initial completeness 
assessment, in accordance with criteria to be 
published by the Secretary, and are available 
for reference. 

‘‘(E) FEE DUE DATE.— 
‘‘(i) IN GENERAL.—Subject to clause (ii), a 

drug master file fee shall be due no later 
than the date on which the first generic drug 
submission is submitted that references the 
associated Type II active pharmaceutical in-
gredient drug master file. 

‘‘(ii) LIMITATION.—No fee shall be due under 
subparagraph (A) for a fiscal year until the 
later of— 

‘‘(I) 30 calendar days after publication of 
the notice provided for in clause (i) or (ii) of 
subparagraph (C), as applicable; or 

‘‘(II) 30 calendar days after the date of en-
actment of an appropriations Act providing 
for the collection and obligation of fees 
under this section. 

‘‘(3) ABBREVIATED NEW DRUG APPLICATION 
AND PRIOR APPROVAL SUPPLEMENT FILING 
FEE.— 

‘‘(A) IN GENERAL.—Each applicant that sub-
mits, on or after October 1, 2012, an abbre-
viated new drug application or a prior ap-
proval supplement to an abbreviated new 
drug application shall be subject to a fee for 
each such submission in the amount estab-
lished under subsection (d). 

‘‘(B) NOTICE.— 
‘‘(i) FISCAL YEAR 2013.—Not later than Octo-

ber 31, 2012, the Secretary shall cause to be 
published in the Federal Register a notice 
announcing the amount of the fees under 
subparagraph (A) for fiscal year 2013. 

‘‘(ii) FISCAL YEARS 2014 THROUGH 2017.—Not 
later than 60 days before the start of each of 
fiscal years 2014 through 2017, the Secretary 
shall cause to be published in the Federal 
Register the amount of the fees under sub-
paragraph (A) for such fiscal year. 

‘‘(C) FEE DUE DATE.— 
‘‘(i) IN GENERAL.—Except as provided in 

clause (ii), the fees required by subpara-
graphs (A) and (F) shall be due no later than 
the date of submission of the abbreviated 
new drug application or prior approval sup-
plement for which such fee applies. 

‘‘(ii) SPECIAL RULE FOR 2013.—For fiscal year 
2013, such fees shall be due on the later of— 

‘‘(I) the date on which the fee is due under 
clause (i); 

‘‘(II) 30 calendar days after publication of 
the notice referred to in subparagraph (B)(i); 
or 

‘‘(III) if an appropriations Act is not en-
acted providing for the collection and obliga-
tion of fees under this section by the date of 
submission of the application or prior ap-
proval supplement for which the fees under 
subparagraphs (A) and (F) apply, 30 calendar 
days after the date that such an appropria-
tions Act is enacted. 

‘‘(D) REFUND OF FEE IF ABBREVIATED NEW 
DRUG APPLICATION IS NOT CONSIDERED TO HAVE 
BEEN RECEIVED.—The Secretary shall refund 
75 percent of the fee paid under subparagraph 
(A) for any abbreviated new drug application 
or prior approval supplement to an abbre-
viated new drug application that the Sec-
retary considers not to have been received 
within the meaning of section 505(j)(5)(A) for 
a cause other than failure to pay fees. 

‘‘(E) FEE FOR AN APPLICATION THE SEC-
RETARY CONSIDERS NOT TO HAVE BEEN RE-
CEIVED, OR THAT HAS BEEN WITHDRAWN.—An 
abbreviated new drug application or prior ap-
proval supplement that was submitted on or 
after October 1, 2012, and that the Secretary 

considers not to have been received, or that 
has been withdrawn, shall, upon resubmis-
sion of the application or a subsequent new 
submission following the applicant’s with-
drawal of the application, be subject to a full 
fee under subparagraph (A). 

‘‘(F) ADDITIONAL FEE FOR ACTIVE PHARMA-
CEUTICAL INGREDIENT INFORMATION NOT IN-
CLUDED BY REFERENCE TO TYPE II ACTIVE 
PHARMACEUTICAL INGREDIENT DRUG MASTER 
FILE.—An applicant that submits a generic 
drug submission on or after October 1, 2012, 
shall pay a fee, in the amount determined 
under subsection (d)(3), in addition to the fee 
required under subparagraph (A), if— 

‘‘(i) such submission contains information 
concerning the manufacture of an active 
pharmaceutical ingredient at a facility by 
means other than reference by a letter of au-
thorization to a Type II active pharma-
ceutical drug master file; and 

‘‘(ii) a fee in the amount equal to the drug 
master file fee established in paragraph (2) 
has not been previously paid with respect to 
such information. 

‘‘(4) GENERIC DRUG FACILITY FEE AND ACTIVE 
PHARMACEUTICAL INGREDIENT FACILITY FEE.— 

‘‘(A) IN GENERAL.—Facilities identified, or 
intended to be identified, in at least one ge-
neric drug submission that is pending or ap-
proved to produce a finished dosage form of 
a human generic drug or an active pharma-
ceutical ingredient contained in a human ge-
neric drug shall be subject to fees as follows: 

‘‘(i) GENERIC DRUG FACILITY.—Each person 
that owns a facility which is identified or in-
tended to be identified in at least one ge-
neric drug submission that is pending or ap-
proved to produce one or more finished dos-
age forms of a human generic drug shall be 
assessed an annual fee for each such facility. 

‘‘(ii) ACTIVE PHARMACEUTICAL INGREDIENT 
FACILITY.—Each person that owns a facility 
which produces, or which is pending review 
to produce, one or more active pharma-
ceutical ingredients identified, or intended 
to be identified, in at least one generic drug 
submission that is pending or approved or in 
a Type II active pharmaceutical ingredient 
drug master file referenced in such a generic 
drug submission, shall be assessed an annual 
fee for each such facility. 

‘‘(iii) FACILITIES PRODUCING BOTH ACTIVE 
PHARMACEUTICAL INGREDIENTS AND FINISHED 
DOSAGE FORMS.—Each person that owns a fa-
cility identified, or intended to be identified, 
in at least one generic drug submission that 
is pending or approved to produce both one 
or more finished dosage forms subject to 
clause (i) and one or more active pharma-
ceutical ingredients subject to clause (ii) 
shall be subject to fees under both such 
clauses for that facility. 

‘‘(B) AMOUNT.—The amount of fees estab-
lished under subparagraph (A) shall be estab-
lished under subsection (d). 

‘‘(C) NOTICE.— 
‘‘(i) FISCAL YEAR 2013.—For fiscal year 2013, 

the Secretary shall cause to be published in 
the Federal Register a notice announcing the 
amount of the fees provided for in subpara-
graph (A) within the timeframe specified in 
subsection (d)(1)(B). 

‘‘(ii) FISCAL YEARS 2014 THROUGH 2017.—With-
in the timeframe specified in subsection 
(d)(2), the Secretary shall cause to be pub-
lished in the Federal Register the amount of 
the fees under subparagraph (A) for such fis-
cal year. 

‘‘(D) FEE DUE DATE.— 
‘‘(i) FISCAL YEAR 2013.—For fiscal year 2013, 

the fees under subparagraph (A) shall be due 
on the later of— 

‘‘(I) not later than 45 days after the publi-
cation of the notice under subparagraph (B); 
or 
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‘‘(II) if an appropriations Act is not en-

acted providing for the collection and obliga-
tion of fees under this section by the date of 
the publication of such notice, 30 days after 
the date that such an appropriations Act is 
enacted. 

‘‘(ii) FISCAL YEARS 2014 THROUGH 2017.—For 
each of fiscal years 2014 through 2017, the 
fees under subparagraph (A) for such fiscal 
year shall be due on the later of— 

‘‘(I) the first business day on or after Octo-
ber 1 of each such year; or 

‘‘(II) the first business day after the enact-
ment of an appropriations Act providing for 
the collection and obligation of fees under 
this section for such year. 

‘‘(5) DATE OF SUBMISSION.—For purposes of 
this part, a generic drug submission or Type 
II pharmaceutical master file is deemed to 
be ‘submitted’ to the Food and Drug Admin-
istration— 

‘‘(A) if it is submitted via a Food and Drug 
Administration electronic gateway, on the 
day when transmission to that electronic 
gateway is completed, except that a submis-
sion or master file that arrives on a week-
end, Federal holiday, or day when the Food 
and Drug Administration office that will re-
view that submission is not otherwise open 
for business shall be deemed to be submitted 
on the next day when that office is open for 
business; and 

‘‘(B) if it is submitted in physical media 
form, on the day it arrives at the appropriate 
designated document room of the Food and 
Drug Administration. 

‘‘(b) FEE REVENUE AMOUNTS.— 
‘‘(1) IN GENERAL.— 
‘‘(A) FISCAL YEAR 2013.—For fiscal year 2013, 

fees under subsection (a) shall be established 
to generate a total estimated revenue 
amount under such subsection of $299,000,000. 
Of that amount— 

‘‘(i) $50,000,000 shall be generated by the 
one-time backlog fee for generic drug appli-
cations pending on October 1, 2012, estab-
lished in subsection (a)(1); and 

‘‘(ii) $249,000,000 shall be generated by the 
fees under paragraphs (2) through (4) of sub-
section (a). 

‘‘(B) FISCAL YEARS 2014 THROUGH 2017.—For 
each of the fiscal years 2014 through 2017, 
fees under paragraphs (2) through (4) of sub-
section (a) shall be established to generate a 
total estimated revenue amount under such 
subsection that is equal to $299,000,000, as ad-
justed pursuant to subsection (c). 

‘‘(2) TYPES OF FEES.—In establishing fees 
under paragraph (1) to generate the revenue 
amounts specified in paragraph (1)(A)(ii) for 
fiscal year 2013 and paragraph (1)(B) for each 
of fiscal years 2014 through 2017, such fees 
shall be derived from the fees under para-
graphs (2) through (4) of subsection (a) as fol-
lows: 

‘‘(A) 6 percent shall be derived from fees 
under subsection (a)(2) (relating to drug mas-
ter files). 

‘‘(B) 24 percent shall be derived from fees 
under subsection (a)(3) (relating to abbre-
viated new drug applications and supple-
ments). The amount of a fee for a prior ap-
proval supplement shall be half the amount 
of the fee for an abbreviated new drug appli-
cation. 

‘‘(C) 56 percent shall be derived from fees 
under subsection (a)(4)(A)(i) (relating to ge-
neric drug facilities). The amount of the fee 
for a facility located outside the United 
States and its territories and possessions 
shall be not less than $15,000 and not more 
than $30,000 higher than the amount of the 
fee for a facility located in the United States 
and its territories and possessions, as deter-
mined by the Secretary on the basis of data 
concerning the difference in cost between in-
spections of facilities located in the United 
States, including its territories and posses-

sions, and those located outside of the 
United States and its territories and posses-
sions. 

‘‘(D) 14 percent shall be derived from fees 
under subsection (a)(4)(A)(ii) (relating to ac-
tive pharmaceutical ingredient facilities). 
The amount of the fee for a facility located 
outside the United States and its territories 
and possessions shall be not less than $15,000 
and not more than $30,000 higher than the 
amount of the fee for a facility located in the 
United States, including its territories and 
possessions, as determined by the Secretary 
on the basis of data concerning the dif-
ference in cost between inspections of facili-
ties located in the United States and its ter-
ritories and possessions and those located 
outside of the United States and its terri-
tories and possessions. 

‘‘(c) ADJUSTMENTS.— 
‘‘(1) INFLATION ADJUSTMENT.—For fiscal 

year 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 an 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 
human generic drug activities 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 human generic 
drug activities for the first 3 years of the 
preceding 4 fiscal years. 

The adjustment made each fiscal year under 
this subsection shall be added on a com-
pounded basis to the sum of all adjustments 
made each fiscal year after fiscal year 2013 
under this subsection. 

‘‘(2) FINAL YEAR ADJUSTMENT.—For fiscal 
year 2017, the Secretary may, in addition to 
adjustments under paragraph (1), further in-
crease the fee revenues and fees established 
in subsection (b) if such an adjustment is 
necessary to provide for not more than 3 
months of operating reserves of carryover 
user fees for human generic drug activities 
for the first 3 months of fiscal year 2018. 
Such fees may only be used in 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 activities in excess of 3 
months of such operating reserves, the ad-
justment under this subparagraph shall not 
be made. 

‘‘(d) ANNUAL FEE SETTING.— 
‘‘(1) FISCAL YEAR 2013.—For fiscal year 

2013— 
‘‘(A) the Secretary shall establish, by Octo-

ber 31, 2012, the one-time generic drug back-
log fee for generic drug applications pending 
on October 1, 2012, the drug master file fee, 
the abbreviated new drug application fee, 
and the prior approval supplement fee under 
subsection (a), based on the revenue amounts 
established under subsection (b); and 

‘‘(B) the Secretary shall establish, not 
later than 45 days after the date to comply 
with the requirement for identification of fa-
cilities in subsection (f)(2), the generic drug 

facility fee and active pharmaceutical ingre-
dient facility fee under subsection (a) based 
on the revenue amounts established under 
subsection (b). 

‘‘(2) FISCAL YEARS 2014 THROUGH 2017.—Not 
more than 60 days before the first day of 
each of fiscal years 2014 through 2017, the 
Secretary shall establish the drug master 
file fee, the abbreviated new drug application 
fee, the prior approval supplement fee, the 
generic drug facility fee, and the active 
pharmaceutical ingredient facility fee under 
subsection (a) for such fiscal year, based on 
the revenue amounts established under sub-
section (b) and the adjustments provided 
under subsection (c). 

‘‘(3) FEE FOR ACTIVE PHARMACEUTICAL IN-
GREDIENT INFORMATION NOT INCLUDED BY REF-
ERENCE TO TYPE II ACTIVE PHARMACEUTICAL 
INGREDIENT DRUG MASTER FILE.—In estab-
lishing the fees under paragraphs (1) and (2), 
the amount of the fee under subsection 
(a)(3)(F) shall be determined by multi-
plying— 

‘‘(A) the sum of— 
‘‘(i) the total number of such active phar-

maceutical ingredients in such submission; 
and 

‘‘(ii) for each such ingredient that is manu-
factured at more than one such facility, the 
total number of such additional facilities; 
and 

‘‘(B) the amount equal to the drug master 
file fee established in subsection (a)(2) for 
such submission. 

‘‘(e) LIMIT.—The total amount of fees 
charged, as adjusted under subsection (c), for 
a fiscal year may not exceed the total costs 
for such fiscal year for the resources allo-
cated for human generic drug activities. 

‘‘(f) IDENTIFICATION OF FACILITIES.— 
‘‘(1) PUBLICATION OF NOTICE; DEADLINE FOR 

COMPLIANCE.—Not later than October 1, 2012, 
the Secretary shall cause to be published in 
the Federal Register a notice requiring each 
person that owns a facility described in sub-
section (a)(4)(A), or a site or organization re-
quired to be identified by paragraph (4), to 
submit to the Secretary information on the 
identity of each such facility, site, or organi-
zation. The notice required by this para-
graph shall specify the type of information 
to be submitted and the means and format 
for submission of such information. 

‘‘(2) REQUIRED SUBMISSION OF FACILITY IDEN-
TIFICATION.—Each person that owns a facility 
described in subsection (a)(4)(A) or a site or 
organization required to be identified by 
paragraph (4) shall submit to the Secretary 
the information required under this sub-
section each year. Such information shall— 

‘‘(A) for fiscal year 2013, be submitted not 
later than 60 days after the publication of 
the notice under paragraph (1); and 

‘‘(B) for each subsequent fiscal year, be 
submitted, updated, or reconfirmed on or be-
fore June 1 of the previous year. 

‘‘(3) CONTENTS OF NOTICE.—At a minimum, 
the submission required by paragraph (2) 
shall include for each such facility— 

‘‘(A) identification of a facility identified 
or intended to be identified in an approved or 
pending generic drug submission; 

‘‘(B) whether the facility manufactures ac-
tive pharmaceutical ingredients or finished 
dosage forms, or both; 

‘‘(C) whether or not the facility is located 
within the United States and its territories 
and possessions; 

‘‘(D) whether the facility manufactures 
positron emission tomography drugs solely, 
or in addition to other drugs; and 

‘‘(E) whether the facility manufactures 
drugs that are not generic drugs. 

‘‘(4) CERTAIN SITES AND ORGANIZATIONS.— 
‘‘(A) IN GENERAL.—Any person that owns or 

operates a site or organization described in 
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subparagraph (B) shall submit to the Sec-
retary information concerning the owner-
ship, name, and address of the site or organi-
zation. 

‘‘(B) SITES AND ORGANIZATIONS.—A site or 
organization is described in this subpara-
graph if it is identified in a generic drug sub-
mission and is— 

‘‘(i) a site in which a bioanalytical study is 
conducted; 

‘‘(ii) a clinical research organization; 
‘‘(iii) a contract analytical testing site; or 
‘‘(iv) a contract repackager site. 
‘‘(C) NOTICE.—The Secretary may, by no-

tice published in the Federal Register, speci-
fy the means and format for submission of 
the information under subparagraph (A) and 
may specify, as necessary for purposes of 
this section, any additional information to 
be submitted. 

‘‘(D) INSPECTION AUTHORITY.—The Sec-
retary’s inspection authority under section 
704(a)(1) shall extend to all such sites and or-
ganizations. 

‘‘(g) EFFECT OF FAILURE TO PAY FEES.— 
‘‘(1) GENERIC DRUG BACKLOG FEE.—Failure 

to pay the fee under subsection (a)(1) shall 
result in the Secretary placing the person 
that owns the abbreviated new drug applica-
tion subject to that fee on an arrears list, 
such that no new abbreviated new drug ap-
plications or supplement submitted on or 
after October 1, 2012, from that person, or 
any affiliate of that person, will be received 
within the meaning of section 505(j)(5)(A) 
until such outstanding fee is paid. 

‘‘(2) DRUG MASTER FILE FEE.— 
‘‘(A) Failure to pay the fee under sub-

section (a)(2) within 20 calendar days after 
the applicable due date under subparagraph 
(E) of such subsection (as described in sub-
section (a)(2)(D)(ii)(I)) shall result in the 
Type II active pharmaceutical ingredient 
drug master file not being deemed available 
for reference. 

‘‘(B)(i) Any generic drug submission sub-
mitted on or after October 1, 2012, that ref-
erences, by a letter of authorization, a Type 
II active pharmaceutical ingredient drug 
master file that has not been deemed avail-
able for reference shall not be received with-
in the meaning of section 505(j)(5)(A) unless 
the condition specified in clause (ii) is met. 

‘‘(ii) The condition specified in this clause 
is that the fee established under subsection 
(a)(2) has been paid within 20 calendar days 
of the Secretary providing the notification 
to the sponsor of the abbreviated new drug 
application or supplement of the failure of 
the owner of the Type II active pharma-
ceutical ingredient drug master file to pay 
the drug master file fee as specified in sub-
paragraph (C). 

‘‘(C)(i) If an abbreviated new drug applica-
tion or supplement to an abbreviated new 
drug application references a Type II active 
pharmaceutical ingredient drug master file 
for which a fee under subsection (a)(2)(A) has 
not been paid by the applicable date under 
subsection (a)(2)(E), the Secretary shall no-
tify the sponsor of the abbreviated new drug 
application or supplement of the failure of 
the owner of the Type II active pharma-
ceutical ingredient drug master file to pay 
the applicable fee. 

‘‘(ii) If such fee is not paid within 20 cal-
endar days of the Secretary providing the 
notification, the abbreviated new drug appli-
cation or supplement to an abbreviated new 
drug application shall not be received within 
the meaning of 505(j)(5)(A). 

‘‘(3) ABBREVIATED NEW DRUG APPLICATION 
FEE AND PRIOR APPROVAL SUPPLEMENT FEE.— 
Failure to pay a fee under subparagraph (A) 
or (F) of subsection (a)(3) within 20 calendar 
days of the applicable due date under sub-
paragraph (C) of such subsection shall result 
in the abbreviated new drug application or 

the prior approval supplement to an abbre-
viated new drug application not being re-
ceived within the meaning of section 
505(j)(5)(A) until such outstanding fee is paid. 

‘‘(4) GENERIC DRUG FACILITY FEE AND ACTIVE 
PHARMACEUTICAL INGREDIENT FACILITY FEE.— 

‘‘(A) IN GENERAL.—Failure to pay the fee 
under subsection (a)(4) within 20 calendar 
days of the due date as specified in subpara-
graph (D) of such subsection shall result in 
the following: 

‘‘(i) The Secretary shall place the facility 
on a publicly available arrears list, such that 
no new abbreviated new drug application or 
supplement submitted on or after October 1, 
2012, from the person that is responsible for 
paying such fee, or any affiliate of that per-
son, will be received within the meaning of 
section 505(j)(5)(A). 

‘‘(ii) Any new generic drug submission sub-
mitted on or after October 1, 2012, that ref-
erences such a facility shall not be received, 
within the meaning of section 505(j)(5)(A) if 
the outstanding facility fee is not paid with-
in 20 calendar days of the Secretary pro-
viding the notification to the sponsor of the 
failure of the owner of the facility to pay the 
facility fee under subsection (a)(4)(C). 

‘‘(iii) All drugs or active pharmaceutical 
ingredients manufactured in such a facility 
or containing an ingredient manufactured in 
such a facility shall be deemed misbranded 
under section 502(aa). 

‘‘(B) APPLICATION OF PENALTIES.—The pen-
alties under this paragraph shall apply until 
the fee established by subsection (a)(4) is 
paid or the facility is removed from all ge-
neric drug submissions that refer to the fa-
cility. 

‘‘(C) NONRECEIVAL FOR NONPAYMENT.— 
‘‘(i) NOTICE.—If an abbreviated new drug 

application or supplement to an abbreviated 
new drug application submitted on or after 
October 1, 2012, references a facility for 
which a facility fee has not been paid by the 
applicable date under subsection (a)(4)(C), 
the Secretary shall notify the sponsor of the 
generic drug submission of the failure of the 
owner of the facility to pay the facility fee. 

‘‘(ii) NONRECEIVAL.—If the facility fee is 
not paid within 20 calendar days of the Sec-
retary providing the notification under 
clause (i), the abbreviated new drug applica-
tion or supplement to an abbreviated new 
drug application shall not be received within 
the meaning of section 505(j)(5)(A). 

‘‘(h) LIMITATIONS.— 
‘‘(1) IN GENERAL.—Fees under subsection (a) 

shall be refunded for a fiscal year beginning 
after fiscal year 2012, unless appropriations 
for salaries and expenses of the Food and 
Drug Administration for such fiscal year (ex-
cluding the amount of fees appropriated for 
such fiscal year) are equal to or greater than 
the amount of appropriations for the salaries 
and expenses of the Food and Drug Adminis-
tration for the fiscal year 2009 (excluding the 
amount of fees appropriated for such fiscal 
year) multiplied by the adjustment factor (as 
defined in section 744A) applicable to the fis-
cal year involved. 

‘‘(2) AUTHORITY.—If the Secretary does not 
assess fees under subsection (a) during any 
portion of a fiscal year and if at a later date 
in such fiscal year the Secretary may assess 
such fees, the Secretary may assess and col-
lect such fees, without any modification in 
the rate, for Type II active pharmaceutical 
ingredient drug master files, abbreviated 
new drug applications and prior approval 
supplements, and generic drug facilities and 
active pharmaceutical ingredient facilities 
at any time in such fiscal year notwith-
standing the provisions of subsection (a) re-
lating to the date fees are to be paid. 

‘‘(i) CREDITING AND AVAILABILITY OF 
FEES.— 

‘‘(1) IN GENERAL.—Fees authorized under 
subsection (a) shall be collected and avail-
able for obligation only to the extent and in 
the amount provided in advance in appro-
priations Acts, subject to paragraph (2). 
Such fees are authorized to remain available 
until expended. Such sums as may be nec-
essary may be transferred from the Food and 
Drug Administration salaries and expenses 
appropriation account without fiscal year 
limitation to such appropriation account for 
salaries and expenses with such fiscal year 
limitation. The sums transferred shall be 
available solely for human generic drug ac-
tivities. 

‘‘(2) COLLECTIONS AND APPROPRIATION 
ACTS.— 

‘‘(A) IN GENERAL.—The fees authorized by 
this section— 

‘‘(i) subject to subparagraphs (C) and (D), 
shall be collected and available in each fiscal 
year in an amount not to exceed the amount 
specified in appropriation Acts, or otherwise 
made available for obligation for such fiscal 
year; and 

‘‘(ii) shall be available for a fiscal year be-
ginning after fiscal year 2012 to defray the 
costs of human generic drug activities (in-
cluding such costs for an additional number 
of full-time equivalent positions in the De-
partment of Health and Human Services to 
be engaged in such activities), only if the 
Secretary allocates for such purpose an 
amount for such fiscal year (excluding 
amounts from fees collected under this sec-
tion) no less than $97,000,000 multiplied by 
the adjustment factor defined in section 
744A(3) applicable to the fiscal year involved. 

‘‘(B) COMPLIANCE.—The Secretary shall be 
considered to have met the requirements of 
subparagraph (A)(ii) in any fiscal year if the 
costs funded by appropriations and allocated 
for human generic activities are not more 
than 10 percent below the level specified in 
such subparagraph. 

‘‘(C) FEE COLLECTION DURING FIRST PRO-
GRAM YEAR.—Until the date of enactment of 
an Act making appropriations through Sep-
tember 30, 2013 for the salaries and expenses 
account of the Food and Drug Administra-
tion, fees authorized by this section for fiscal 
year 2013, may be collected and shall be cred-
ited to such account and remain available 
until expended. 

‘‘(D) PROVISION FOR EARLY PAYMENTS IN 
SUBSEQUENT YEARS.—Payment of fees author-
ized under this section for a fiscal year (after 
fiscal year 2013), prior to the due date for 
such fees, may be accepted by the Secretary 
in accordance with authority provided in ad-
vance in a prior year appropriations Act. 

‘‘(3) AUTHORIZATION OF APPROPRIATIONS.— 
For each of the fiscal years 2013 through 2017, 
there is authorized to be appropriated for 
fees under this section an amount equivalent 
to the total revenue amount determined 
under subsection (b) for the fiscal year, as 
adjusted under subsection (c), if applicable, 
or as otherwise affected under paragraph (2) 
of this subsection. 

‘‘(j) COLLECTION OF UNPAID FEES.—In any 
case where the Secretary does not receive 
payment of a fee assessed under subsection 
(a) within 30 calendar days after it is due, 
such fee shall be treated as a claim of the 
United States Government subject to sub-
chapter II of chapter 37 of title 31, United 
States Code. 

‘‘(k) CONSTRUCTION.—This section may not 
be construed to require that the number of 
full-time equivalent positions in the Depart-
ment of Health and Human Services, for offi-
cers, employees, and advisory committees 
not engaged in human generic drug activi-
ties, be reduced to offset the number of offi-
cers, employees, and advisory committees so 
engaged. 
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‘‘(l) POSITRON EMISSION TOMOGRAPHY 

DRUGS.— 
‘‘(1) EXEMPTION FROM FEES.—Submission of 

an application for a positron emission to-
mography drug or active pharmaceutical in-
gredient for a positron emission tomography 
drug shall not require the payment of any 
fee under this section. Facilities that solely 
produce positron emission tomography drugs 
shall not be required to pay a facility fee as 
established in subsection (a)(4). 

‘‘(2) IDENTIFICATION REQUIREMENT.—Facili-
ties that produce positron emission tomog-
raphy drugs or active pharmaceutical ingre-
dients of such drugs are required to be iden-
tified pursuant to subsection (f). 

‘‘(m) DISPUTES CONCERNING FEES.—To qual-
ify for the return of a fee claimed to have 
been paid in error under this section, a per-
son shall submit to the Secretary a written 
request justifying such return within 180 cal-
endar days after such fee was paid. 

‘‘(n) SUBSTANTIALLY COMPLETE APPLICA-
TIONS.—An abbreviated new drug application 
that is not considered to be received within 
the meaning of section 505(j)(5)(A) because of 
failure to pay an applicable fee under this 
provision within the time period specified in 
subsection (g) shall be deemed not to have 
been ‘substantially complete’ on the date of 
its submission within the meaning of section 
505(j)(5)(B)(iv)(II)(cc). An abbreviated new 
drug application that is not substantially 
complete on the date of its submission solely 
because of failure to pay an applicable fee 
under the preceding sentence shall be 
deemed substantially complete and received 
within the meaning of section 505(j)(5)(A) as 
of the date such applicable fee is received.’’. 
SEC. 303. REAUTHORIZATION; REPORTING RE-

QUIREMENTS. 
Part 7 of subchapter C of chapter VII, as 

added by section 302 of this Act, is amended 
by inserting after section 744B the following: 
‘‘SEC. 744C. REAUTHORIZATION; REPORTING RE-

QUIREMENTS. 
‘‘(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 the progress of the 
Food and Drug Administration in achieving 
the goals identified in the letters described 
in section 301(b) of the Generic Drug User 
Fee Amendments of 2012 during such fiscal 
year and the future plans of the Food and 
Drug Administration for meeting the goals. 

‘‘(2) REGULATORY SCIENCE ACCOUNTABILITY 
METRICS.—The report required by paragraph 
(1) shall describe the amounts spent, data 
generated, and activities undertaken, includ-
ing any FDA Advisory Committee consider-
ation, by the Secretary for each of the local 
acting bioequivalence topics (Topics 1–3) in 
the Regulatory Science Plan described in the 
letters described in section 301(b) of the Ge-
neric Drug User Fee Amendments of 2012. 

‘‘(b) FISCAL REPORT.—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 on the implementation of the 
authority for such fees during such fiscal 
year and the use, by the Food and Drug Ad-
ministration, of the fees collected for such 
fiscal year. 

‘‘(c) PUBLIC AVAILABILITY.—The Secretary 
shall make the reports required under sub-

sections (a) and (b) available to the public on 
the Internet Web site of the Food and Drug 
Administration. 

‘‘(d) REAUTHORIZATION.— 
‘‘(1) CONSULTATION.—In developing rec-

ommendations to present to the Congress 
with respect to the goals, and plans for meet-
ing the goals, for human generic drug activi-
ties for the first 5 fiscal years after fiscal 
year 2017, and for the reauthorization of this 
part for such fiscal years, the Secretary shall 
consult with— 

‘‘(A) the Committee on Energy and Com-
merce of the House of Representatives; 

‘‘(B) the Committee on Health, Education, 
Labor, and Pensions of the Senate; 

‘‘(C) scientific and academic experts; 
‘‘(D) health care professionals; 
‘‘(E) representatives of patient and con-

sumer advocacy groups; and 
‘‘(F) the generic drug industry. 
‘‘(2) PRIOR PUBLIC INPUT.—Prior to begin-

ning negotiations with the generic drug in-
dustry on the reauthorization of this part, 
the Secretary shall— 

‘‘(A) publish a notice in the Federal Reg-
ister requesting public input on the reau-
thorization; 

‘‘(B) hold a public meeting at which the 
public may present its views on the reau-
thorization, including specific suggestions 
for changes to the goals referred to in sub-
section (a); 

‘‘(C) provide a period of 30 days after the 
public meeting to obtain written comments 
from the public suggesting changes to this 
part; and 

‘‘(D) publish the comments on the Food 
and Drug Administration’s Internet Web 
site. 

‘‘(3) PERIODIC CONSULTATION.—Not less fre-
quently than once every month during nego-
tiations with the generic drug industry, the 
Secretary shall hold discussions with rep-
resentatives of patient and consumer advo-
cacy groups to continue discussions of their 
views on the reauthorization and their sug-
gestions for changes to this part as expressed 
under paragraph (2). 

‘‘(4) PUBLIC REVIEW OF RECOMMENDATIONS.— 
After negotiations with the generic drug in-
dustry, the Secretary shall— 

‘‘(A) present the recommendations devel-
oped under paragraph (1) to the congres-
sional committees specified in such para-
graph; 

‘‘(B) publish such recommendations in the 
Federal Register; 

‘‘(C) provide for a period of 30 days for the 
public to provide written comments on such 
recommendations; 

‘‘(D) hold a meeting at which the public 
may present its views on such recommenda-
tions; and 

‘‘(E) after consideration of such public 
views and comments, revise such rec-
ommendations as necessary. 

‘‘(5) TRANSMITTAL OF RECOMMENDATIONS.— 
Not later than January 15, 2017, the Sec-
retary shall transmit to the Congress the re-
vised recommendations under paragraph (4), 
a summary of the views and comments re-
ceived under such paragraph, and any 
changes made to the recommendations in re-
sponse to such views and comments. 

‘‘(6) MINUTES OF NEGOTIATION MEETINGS.— 
‘‘(A) PUBLIC AVAILABILITY.—Before pre-

senting the recommendations developed 
under paragraphs (1) through (5) to the Con-
gress, the Secretary shall make publicly 
available, on the Internet Web site of the 
Food and Drug Administration, minutes of 
all negotiation meetings conducted under 
this subsection between the Food and Drug 
Administration and the generic drug indus-
try. 

‘‘(B) CONTENT.—The minutes described 
under subparagraph (A) shall summarize any 

substantive proposal made by any party to 
the negotiations as well as significant con-
troversies or differences of opinion during 
the negotiations and their resolution.’’. 
SEC. 304. SUNSET DATES. 

(a) AUTHORIZATION.—Sections 744A and 
744B, as added by section 302 of this Act, are 
repealed October 1, 2017. 

(b) REPORTING REQUIREMENTS.—Section 
744C, as added by section 303 of this Act, is 
repealed January 31, 2018. 
SEC. 305. EFFECTIVE DATE. 

The amendments made by this title shall 
take effect on October 1, 2012, or the date of 
the enactment of this title, whichever is 
later, except that fees under section 302 shall 
be assessed for all human generic drug sub-
missions and Type II active pharmaceutical 
drug master files received on or after Octo-
ber 1, 2012, regardless of the date of enact-
ment of this title. 
SEC. 306. AMENDMENT WITH RESPECT TO MIS-

BRANDING. 
Section 502 (21 U.S.C. 352) is amended by 

adding at the end the following: 
‘‘(aa) If it is a drug, or an active pharma-

ceutical ingredient, and it was manufac-
tured, prepared, propagated, compounded, or 
processed in a facility for which fees have 
not been paid as required by section 
744A(a)(4) or for which identifying informa-
tion required by section 744B(f) has not been 
submitted, or it contains an active pharma-
ceutical ingredient that was manufactured, 
prepared, propagated, compounded, or proc-
essed in such a facility.’’. 
SEC. 307. STREAMLINED HIRING AUTHORITY TO 

SUPPORT ACTIVITIES RELATED TO 
HUMAN GENERIC DRUGS. 

Section 714, as added by section 208 of this 
Act, is amended— 

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

‘‘(b) ACTIVITIES DESCRIBED.—The activities 
described in this subsection are— 

‘‘(1) activities under this Act related to the 
process for the review of device applications 
(as defined in section 737(8)); and 

‘‘(2) activities under this Act related to 
human generic drug activities (as defined in 
section 744A).’’; and 

(2) by amending subsection (c) to read as 
follows: 

‘‘(c) OBJECTIVES SPECIFIED.—The objectives 
specified in this subsection are— 

‘‘(1) with respect to the activities under 
subsection (b)(1), the goals referred to in sec-
tion 738A(a)(1); and 

‘‘(2) with respect to the activities under 
subsection (b)(2), the goals referred to in sec-
tion 744C(a).’’. 

TITLE IV—FEES RELATING TO 
BIOSIMILAR BIOLOGICAL PRODUCTS 

SEC. 401. SHORT TITLE; FINDING. 
(a) SHORT TITLE.—This title may be cited 

as the ‘‘Biosimilar User Fee Act of 2012’’. 
(b) FINDING.—The Congress finds that the 

fees authorized by the amendments made in 
this title will be dedicated to expediting the 
process for the review of biosimilar biologi-
cal product applications, including 
postmarket safety activities, as set forth in 
the goals identified for purposes of part 8 of 
subchapter 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. 402. FEES RELATING TO BIOSIMILAR BIO-

LOGICAL PRODUCTS. 
Subchapter C of chapter VII (21 U.S.C. 379f 

et seq.) is amended by inserting after part 7, 
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as added by title III of this Act, the fol-
lowing: 
‘‘PART 8—FEES RELATING TO BIOSIMILAR 

BIOLOGICAL PRODUCTS 
‘‘SEC. 744G. DEFINITIONS. 

‘‘For purposes of this part: 
‘‘(1) The term ‘adjustment factor’ applica-

ble to a fiscal year that is the Consumer 
Price Index for all urban consumers (Wash-
ington-Baltimore, DC–MD–VA–WV; Not Sea-
sonally Adjusted; All items) of the preceding 
fiscal year divided by such Index for Sep-
tember 2011. 

‘‘(2) The term ‘affiliate’ means a business 
entity that has a relationship with a second 
business entity if, directly or indirectly— 

‘‘(A) one business entity controls, or has 
the power to control, the other business enti-
ty; or 

‘‘(B) a third party controls, or has power to 
control, both of the business entities. 

‘‘(3) The term ‘biosimilar biological prod-
uct’ means a product for which a biosimilar 
biological product application has been ap-
proved. 

‘‘(4)(A) Subject to subparagraph (B), the 
term ‘biosimilar biological product applica-
tion’ means an application for licensure of a 
biological product under section 351(k) of the 
Public Health Service Act. 

‘‘(B) Such term does not include— 
‘‘(i) a supplement to such an application; 
‘‘(ii) an application filed under section 

351(k) of the Public Health Service Act that 
cites as the reference product a bovine blood 
product for topical application licensed be-
fore September 1, 1992, or a large volume par-
enteral drug product approved before such 
date; 

‘‘(iii) an application filed under section 
351(k) of the Public Health Service Act with 
respect to— 

‘‘(I) whole blood or a blood component for 
transfusion; 

‘‘(II) an allergenic extract product; 
‘‘(III) an in vitro diagnostic biological 

product; or 
‘‘(IV) a biological product for further man-

ufacturing use only; or 
‘‘(iv) an application for licensure under 

section 351(k) of the Public Health Service 
Act that is submitted by a State or Federal 
Government entity for a product that is not 
distributed commercially. 

‘‘(5) The term ‘biosimilar biological prod-
uct development meeting’ means any meet-
ing, other than a biosimilar initial advisory 
meeting, regarding the content of a develop-
ment program, including a proposed design 
for, or data from, a study intended to sup-
port a biosimilar biological product applica-
tion. 

‘‘(6) The term ‘biosimilar biological prod-
uct development program’ means the pro-
gram under this part for expediting the proc-
ess for the review of submissions in connec-
tion with biosimilar biological product de-
velopment. 

‘‘(7)(A) The term ‘biosimilar biological 
product establishment’ means a foreign or 
domestic place of business— 

‘‘(i) that is at one general physical location 
consisting of one or more buildings, all of 
which are within five miles of each other; 
and 

‘‘(ii) at which one or more biosimilar bio-
logical products are manufactured in final 
dosage form. 

‘‘(B) For purposes of subparagraph (A)(ii), 
the term ‘manufactured’ does not include 
packaging. 

‘‘(8) The term ‘biosimilar initial advisory 
meeting’— 

‘‘(A) means a meeting, if requested, that is 
limited to— 

‘‘(i) a general discussion regarding whether 
licensure under section 351(k) of the Public 

Health Service Act may be feasible for a par-
ticular product; and 

‘‘(ii) if so, general advice on the expected 
content of the development program; and 

‘‘(B) does not include any meeting that in-
volves substantive review of summary data 
or full study reports. 

‘‘(9) The term ‘costs of resources allocated 
for the process for the review of biosimilar 
biological product applications’ means the 
expenses in connection with the process for 
the review of biosimilar biological product 
applications for— 

‘‘(A) officers and employees of the Food 
and Drug Administration, contractors of the 
Food and Drug Administration, advisory 
committees, and costs related to such offi-
cers employees and committees and to con-
tracts with such contractors; 

‘‘(B) management of information, and the 
acquisition, maintenance, and repair of com-
puter resources; 

‘‘(C) leasing, maintenance, renovation, and 
repair of facilities and acquisition, mainte-
nance, and repair of fixtures, furniture, sci-
entific equipment, and other necessary ma-
terials and supplies; and 

‘‘(D) collecting fees under section 744H and 
accounting for resources allocated for the re-
view of submissions in connection with bio-
similar biological product development, bio-
similar biological product applications, and 
supplements. 

‘‘(10) The term ‘final dosage form’ means, 
with respect to a biosimilar biological prod-
uct, a finished dosage form which is approved 
for administration to a patient without sub-
stantial further manufacturing (such as 
lyophilized products before reconstitution). 

‘‘(11) The term ‘financial hold’— 
‘‘(A) means an order issued by the Sec-

retary to prohibit the sponsor of a clinical 
investigation from continuing the investiga-
tion if the Secretary determines that the in-
vestigation is intended to support a bio-
similar biological product application and 
the sponsor has failed to pay any fee for the 
product required under subparagraph (A), 
(B), or (D) of section 744H(a)(1); and 

‘‘(B) does not mean that any of the bases 
for a ‘clinical hold’ under section 505(i)(3) 
have been determined by the Secretary to 
exist concerning the investigation. 

‘‘(12) The term ‘person’ includes an affil-
iate of such person. 

‘‘(13) The term ‘process for the review of 
biosimilar biological product applications’ 
means the following activities of the Sec-
retary with respect to the review of submis-
sions in connection with biosimilar biologi-
cal product development, biosimilar biologi-
cal product applications, and supplements: 

‘‘(A) The activities necessary for the re-
view of submissions in connection with bio-
similar biological product development, bio-
similar biological product applications, and 
supplements. 

‘‘(B) Actions related to submissions in con-
nection with biosimilar biological product 
development, the issuance of action letters 
which approve biosimilar biological product 
applications or which set forth in detail the 
specific deficiencies in such applications, and 
where appropriate, the actions necessary to 
place such applications in condition for ap-
proval. 

‘‘(C) The inspection of biosimilar biological 
product establishments and other facilities 
undertaken as part of the Secretary’s review 
of pending biosimilar biological product ap-
plications and supplements. 

‘‘(D) Activities necessary for the release of 
lots of biosimilar biological products under 
section 351(k) of the Public Health Service 
Act. 

‘‘(E) Monitoring of research conducted in 
connection with the review of biosimilar bio-
logical product applications. 

‘‘(F) Postmarket safety activities with re-
spect to biologics approved under biosimilar 
biological product applications or supple-
ments, including the following activities: 

‘‘(i) Collecting, developing, and reviewing 
safety information on biosimilar biological 
products, including adverse-event reports. 

‘‘(ii) Developing and using improved ad-
verse-event data-collection systems, includ-
ing information technology systems. 

‘‘(iii) Developing and using improved ana-
lytical tools to assess potential safety prob-
lems, including access to external data 
bases. 

‘‘(iv) Implementing and enforcing section 
505(o) (relating to postapproval studies and 
clinical trials and labeling changes) and sec-
tion 505(p) (relating to risk evaluation and 
mitigation strategies). 

‘‘(v) Carrying out section 505(k)(5) (relating 
to adverse-event reports and postmarket 
safety activities). 

‘‘(14) The term ‘supplement’ means a re-
quest to the Secretary to approve a change 
in a biosimilar biological product applica-
tion which has been approved, including a 
supplement requesting that the Secretary 
determine that the biosimilar biological 
product meets the standards for interchange-
ability described in section 351(k)(4) of the 
Public Health Service Act. 
‘‘SEC. 744H. AUTHORITY TO ASSESS AND USE BIO-

SIMILAR BIOLOGICAL PRODUCT 
FEES. 

‘‘(a) TYPES OF FEES.—Beginning in fiscal 
year 2013, the Secretary shall assess and col-
lect fees in accordance with this section as 
follows: 

‘‘(1) BIOSIMILAR DEVELOPMENT PROGRAM 
FEES.— 

‘‘(A) INITIAL BIOSIMILAR BIOLOGICAL PROD-
UCT DEVELOPMENT FEE.— 

‘‘(i) IN GENERAL.—Each person that sub-
mits to the Secretary a meeting request de-
scribed under clause (ii) or a clinical pro-
tocol for an investigational new drug pro-
tocol described under clause (iii) shall pay 
for the product named in the meeting re-
quest or the investigational new drug appli-
cation the initial biosimilar biological prod-
uct development fee established under sub-
section (b)(1)(A). 

‘‘(ii) MEETING REQUEST.—The meeting re-
quest defined in this clause is a request for a 
biosimilar biological product development 
meeting for a product. 

‘‘(iii) CLINICAL PROTOCOL FOR IND.—A clin-
ical protocol for an investigational new drug 
protocol described in this clause is a clinical 
protocol consistent with the provisions of 
section 505(i), including any regulations pro-
mulgated under section 505(i), (referred to in 
this section as ‘investigational new drug ap-
plication’) describing an investigation that 
the Secretary determines is intended to sup-
port a biosimilar biological product applica-
tion for a product. 

‘‘(iv) DUE DATE.—The initial biosimilar bio-
logical product development fee shall be due 
by the earlier of the following: 

‘‘(I) Not later than 5 days after the Sec-
retary grants a request for a biosimilar bio-
logical product development meeting. 

‘‘(II) The date of submission of an inves-
tigational new drug application describing 
an investigation that the Secretary deter-
mines is intended to support a biosimilar bi-
ological product application. 

‘‘(v) TRANSITION RULE.—Each person that 
has submitted an investigational new drug 
application prior to the date of enactment of 
the Biosimilars User Fee Act of 2012 shall 
pay the initial biosimilar biological product 
development fee by the earlier of the fol-
lowing: 

‘‘(I) Not later than 60 days after the date of 
the enactment of the Biosimilars User Fee 
Act of 2012, if the Secretary determines that 
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the investigational new drug application de-
scribes an investigation that is intended to 
support a biosimilar biological product ap-
plication. 

‘‘(II) Not later than 5 days after the Sec-
retary grants a request for a biosimilar bio-
logical product development meeting. 

‘‘(B) ANNUAL BIOSIMILAR BIOLOGICAL PROD-
UCT DEVELOPMENT FEE.— 

‘‘(i) IN GENERAL.—A person that pays an 
initial biosimilar biological product develop-
ment fee for a product shall pay for such 
product, beginning in the fiscal year fol-
lowing the fiscal year in which the initial 
biosimilar biological product development 
fee was paid, an annual fee established under 
subsection (b)(1)(B) for biosimilar biological 
product development (referred to in this sec-
tion as ‘annual biosimilar biological product 
development fee’). 

‘‘(ii) DUE DATE.—The annual biosimilar bi-
ological product development program fee 
for each fiscal year will be due on the later 
of— 

‘‘(I) the first business day on or after Octo-
ber 1 of each such year; or 

‘‘(II) the first business day after the enact-
ment of an appropriations Act providing for 
the collection and obligation of fees for such 
year under this section. 

‘‘(iii) EXCEPTION.—The annual biosimilar 
development program fee for each fiscal year 
will be due on the date specified in clause 
(ii), unless the person has— 

‘‘(I) submitted a marketing application for 
the biological product that was accepted for 
filing; or 

‘‘(II) discontinued participation in the bio-
similar biological product development pro-
gram for the product under subparagraph 
(C). 

‘‘(C) DISCONTINUATION OF FEE OBLIGATION.— 
A person may discontinue participation in 
the biosimilar biological product develop-
ment program for a product effective Octo-
ber 1 of a fiscal year by, not later than Au-
gust 1 of the preceding fiscal year— 

‘‘(i) if no investigational new drug applica-
tion concerning the product has been sub-
mitted, submitting to the Secretary a writ-
ten declaration that the person has no 
present intention of further developing the 
product as a biosimilar biological product; or 

‘‘(ii) if an investigational new drug appli-
cation concerning the product has been sub-
mitted, by withdrawing the investigational 
new drug application in accordance with part 
312 of title 21, Code of Federal Regulations 
(or any successor regulations). 

‘‘(D) REACTIVATION FEE.— 
‘‘(i) IN GENERAL.—A person that has discon-

tinued participation in the biosimilar bio-
logical product development program for a 
product under subparagraph (C) shall pay a 
fee (referred to in this section as ‘reactiva-
tion fee’) by the earlier of the following: 

‘‘(I) Not later than 5 days after the Sec-
retary grants a request for a biosimilar bio-
logical product development meeting for the 
product (after the date on which such par-
ticipation was discontinued). 

‘‘(II) Upon the date of submission (after the 
date on which such participation was discon-
tinued) of an investigational new drug appli-
cation describing an investigation that the 
Secretary determines is intended to support 
a biosimilar biological product application 
for that product. 

‘‘(ii) APPLICATION OF ANNUAL FEE.—A per-
son that pays a reactivation fee for a product 
shall pay for such product, beginning in the 
next fiscal year, the annual biosimilar bio-
logical product development fee under sub-
paragraph (B). 

‘‘(E) EFFECT OF FAILURE TO PAY BIOSIMILAR 
DEVELOPMENT PROGRAM FEES.— 

‘‘(i) NO BIOSIMILAR BIOLOGICAL PRODUCT DE-
VELOPMENT MEETINGS.—If a person has failed 

to pay an initial or annual biosimilar bio-
logical product development fee as required 
under subparagraph (A) or (B), or a reactiva-
tion fee as required under subparagraph (D), 
the Secretary shall not provide a biosimilar 
biological product development meeting re-
lating to the product for which fees are 
owed. 

‘‘(ii) NO RECEIPT OF INVESTIGATIONAL NEW 
DRUG APPLICATIONS.—Except in extraor-
dinary circumstances, the Secretary shall 
not consider an investigational new drug ap-
plication to have been received under section 
505(i)(2) if— 

‘‘(I) the Secretary determines that the in-
vestigation is intended to support a bio-
similar biological product application; and 

‘‘(II) the sponsor has failed to pay an ini-
tial or annual biosimilar biological product 
development fee for the product as required 
under subparagraph (A) or (B), or a reactiva-
tion fee as required under subparagraph (D). 

‘‘(iii) FINANCIAL HOLD.—Notwithstanding 
section 505(i)(2), except in extraordinary cir-
cumstances, the Secretary shall prohibit the 
sponsor of a clinical investigation from con-
tinuing the investigation if— 

‘‘(I) the Secretary determines that the in-
vestigation is intended to support a bio-
similar biological product application; and 

‘‘(II) the sponsor has failed to pay an ini-
tial or annual biosimilar biological product 
development fee for the product as required 
under subparagraph (A) or (B), or a reactiva-
tion fee for the product as required under 
subparagraph (D). 

‘‘(iv) NO ACCEPTANCE OF BIOSIMILAR BIO-
LOGICAL PRODUCT APPLICATIONS OR SUPPLE-
MENTS.—If a person has failed to pay an ini-
tial or annual biosimilar biological product 
development fee as required under subpara-
graph (A) or (B), or a reactivation fee as re-
quired under subparagraph (D), any bio-
similar biological product application or 
supplement submitted by that person shall 
be considered incomplete and shall not be ac-
cepted for filing by the Secretary until all 
such fees owed by such person have been 
paid. 

‘‘(F) LIMITS REGARDING BIOSIMILAR DEVEL-
OPMENT PROGRAM FEES.— 

‘‘(i) NO REFUNDS.—The Secretary shall not 
refund any initial or annual biosimilar bio-
logical product development fee paid under 
subparagraph (A) or (B), or any reactivation 
fee paid under subparagraph (D). 

‘‘(ii) NO WAIVERS, EXEMPTIONS, OR REDUC-
TIONS.—The Secretary shall not grant a 
waiver, exemption, or reduction of any ini-
tial or annual biosimilar biological product 
development fee due or payable under sub-
paragraph (A) or (B), or any reactivation fee 
due or payable under subparagraph (D). 

‘‘(2) BIOSIMILAR BIOLOGICAL PRODUCT APPLI-
CATION AND SUPPLEMENT FEE.— 

‘‘(A) IN GENERAL.—Each person that sub-
mits, on or after October 1, 2012, a biosimilar 
biological product application or a supple-
ment shall be subject to the following fees: 

‘‘(i) A fee for a biosimilar biological prod-
uct application that is equal to— 

‘‘(I) the amount of the fee established 
under subsection (b)(1)(D) for a biosimilar bi-
ological product application for which clin-
ical data (other than comparative bio-
availability studies) with respect to safety or 
effectiveness are required for approval; 
minus 

‘‘(II) the cumulative amount of fees paid, if 
any, under subparagraphs (A), (B), and (D) of 
paragraph (1) for the product that is the sub-
ject of the application. 

‘‘(ii) A fee for a biosimilar biological prod-
uct application for which clinical data (other 
than comparative bioavailability studies) 
with respect to safety or effectiveness are 
not required, that is equal to— 

‘‘(I) half of the amount of the fee estab-
lished under subsection (b)(1)(D) for a bio-
similar biological product application; minus 

‘‘(II) the cumulative amount of fees paid, if 
any, under subparagraphs (A), (B), and (D) of 
paragraph (1) for that product. 

‘‘(iii) A fee for a supplement for which clin-
ical data (other than comparative bio-
availability studies) with respect to safety or 
effectiveness are required, that is equal to 
half of the amount of the fee established 
under subsection (b)(1)(D) for a biosimilar bi-
ological product application. 

‘‘(B) REDUCTION IN FEES.—Notwithstanding 
section 404 of the Biosimilars User Fee Act of 
2012, any person who pays a fee under sub-
paragraph (A), (B), or (D) of paragraph (1) for 
a product before October 1, 2017, but submits 
a biosimilar biological product application 
for that product after such date, shall be en-
titled to the reduction of any biosimilar bio-
logical product application fees that may be 
assessed at the time when such biosimilar bi-
ological product application is submitted, by 
the cumulative amount of fees paid under 
subparagraphs (A), (B), and (D) of paragraph 
(1) for that product. 

‘‘(C) PAYMENT DUE DATE.—Any fee required 
by subparagraph (A) shall be due upon sub-
mission of the application or supplement for 
which such fee applies. 

‘‘(D) EXCEPTION FOR PREVIOUSLY FILED AP-
PLICATION OR SUPPLEMENT.—If a biosimilar 
biological product application or supplement 
was submitted by a person that paid the fee 
for such application or supplement, was ac-
cepted for filing, and was not approved or 
was withdrawn (without a waiver), the sub-
mission of a biosimilar biological product 
application or a supplement for the same 
product by the same person (or the person’s 
licensee, assignee, or successor) shall not be 
subject to a fee under subparagraph (A). 

‘‘(E) REFUND OF APPLICATION FEE IF APPLI-
CATION REFUSED FOR FILING OR WITHDRAWN 
BEFORE FILING.—The Secretary shall refund 
75 percent of the fee paid under this para-
graph for any application or supplement 
which is refused for filing or withdrawn 
without a waiver before filing. 

‘‘(F) FEES FOR APPLICATIONS PREVIOUSLY 
REFUSED FOR FILING OR WITHDRAWN BEFORE 
FILING.—A biosimilar biological product ap-
plication or supplement that was submitted 
but was refused for filing, or was withdrawn 
before being accepted or refused for filing, 
shall be subject to the full fee under subpara-
graph (A) upon being resubmitted or filed 
over protest, unless the fee is waived under 
subsection (c). 

‘‘(3) BIOSIMILAR BIOLOGICAL PRODUCT ESTAB-
LISHMENT FEE.— 

‘‘(A) IN GENERAL.—Except as provided in 
subparagraph (E), each person that is named 
as the applicant in a biosimilar biological 
product application shall be assessed an an-
nual fee established under subsection 
(b)(1)(E) for each biosimilar biological prod-
uct establishment that is listed in the ap-
proved biosimilar biological product applica-
tion as an establishment that manufactures 
the biosimilar biological product named in 
such application. 

‘‘(B) ASSESSMENT IN FISCAL YEARS.—The es-
tablishment fee shall be assessed in each fis-
cal year for which the biosimilar biological 
product named in the application is assessed 
a fee under paragraph (4) unless the bio-
similar biological product establishment 
listed in the application does not engage in 
the manufacture of the biosimilar biological 
product during such fiscal year. 

‘‘(C) DUE DATE.—The establishment fee for 
a fiscal year shall be due on the later of— 

‘‘(i) the first business day on or after Octo-
ber 1 of such fiscal year; or 

‘‘(ii) the first business day after the enact-
ment of an appropriations Act providing for 
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the collection and obligation of fees for such 
fiscal year under this section. 

‘‘(D) APPLICATION TO ESTABLISHMENT.— 
‘‘(i) Each biosimilar biological product es-

tablishment shall be assessed only one fee 
per biosimilar biological product establish-
ment, notwithstanding the number of bio-
similar biological products manufactured at 
the establishment, subject to clause (ii). 

‘‘(ii) In the event an establishment is listed 
in a biosimilar biological product applica-
tion by more than one applicant, the estab-
lishment fee for the fiscal year shall be di-
vided equally and assessed among the appli-
cants whose biosimilar biological products 
are manufactured by the establishment dur-
ing the fiscal year and assessed biosimilar 
biological product fees under paragraph (4). 

‘‘(E) EXCEPTION FOR NEW PRODUCTS.—If, 
during the fiscal year, an applicant initiates 
or causes to be initiated the manufacture of 
a biosimilar biological product at an estab-
lishment listed in its biosimilar biological 
product application— 

‘‘(i) that did not manufacture the bio-
similar biological product in the previous 
fiscal year; and 

‘‘(ii) for which the full biosimilar biologi-
cal product establishment fee has been as-
sessed in the fiscal year at a time before 
manufacture of the biosimilar biological 
product was begun, 

the applicant shall not be assessed a share of 
the biosimilar biological product establish-
ment fee for the fiscal year in which the 
manufacture of the product began. 

‘‘(4) BIOSIMILAR BIOLOGICAL PRODUCT FEE.— 
‘‘(A) IN GENERAL.—Each person who is 

named as the applicant in a biosimilar bio-
logical product application shall pay for 
each such biosimilar biological product the 
annual fee established under subsection 
(b)(1)(F). 

‘‘(B) DUE DATE.—The biosimilar biological 
product fee for a fiscal year shall be due on 
the later of— 

‘‘(i) the first business day on or after Octo-
ber 1 of each such year; or 

‘‘(ii) the first business day after the enact-
ment of an appropriations Act providing for 
the collection and obligation of fees for such 
year under this section. 

‘‘(C) ONE FEE PER PRODUCT PER YEAR.—The 
biosimilar biological product fee shall be 
paid only once for each product for each fis-
cal year. 

‘‘(b) FEE SETTING AND AMOUNTS.— 
‘‘(1) IN GENERAL.—Subject to paragraph (2), 

the Secretary shall, 60 days before the start 
of each fiscal year that begins after Sep-
tember 30, 2012, establish, for the next fiscal 
year, the fees under subsection (a). Except as 
provided in subsection (c), such fees shall be 
in the following amounts: 

‘‘(A) INITIAL BIOSIMILAR BIOLOGICAL PROD-
UCT DEVELOPMENT FEE.—The initial bio-
similar biological product development fee 
under subsection (a)(1)(A) for a fiscal year 
shall be equal to 10 percent of the amount es-
tablished under section 736(c)(4) for a human 
drug application described in section 
736(a)(1)(A)(i) for that fiscal year. 

‘‘(B) ANNUAL BIOSIMILAR BIOLOGICAL PROD-
UCT DEVELOPMENT FEE.—The annual bio-
similar biological product development fee 
under subsection (a)(1)(B) for a fiscal year 
shall be equal to 10 percent of the amount es-
tablished under section 736(c)(4) for a human 
drug application described in section 
736(a)(1)(A)(i) for that fiscal year. 

‘‘(C) REACTIVATION FEE.—The reactivation 
fee under subsection (a)(1)(D) for a fiscal 
year shall be equal to 20 percent of the 
amount of the fee established under section 
736(c)(4) for a human drug application de-
scribed in section 736(a)(1)(A)(i) for that fis-
cal year. 

‘‘(D) BIOSIMILAR BIOLOGICAL PRODUCT APPLI-
CATION FEE.—The biosimilar biological prod-
uct application fee under subsection (a)(2) 
for a fiscal year shall be equal to the amount 
established under section 736(c)(4) for a 
human drug application described in section 
736(a)(1)(A)(i) for that fiscal year. 

‘‘(E) BIOSIMILAR BIOLOGICAL PRODUCT ES-
TABLISHMENT FEE.—The biosimilar biological 
product establishment fee under subsection 
(a)(3) for a fiscal year shall be equal to the 
amount established under section 736(c)(4) 
for a prescription drug establishment for 
that fiscal year. 

‘‘(F) BIOSIMILAR BIOLOGICAL PRODUCT FEE.— 
The biosimilar biological product fee under 
subsection (a)(4) for a fiscal year shall be 
equal to the amount established under sec-
tion 736(c)(4) for a prescription drug product 
for that fiscal year. 

‘‘(2) LIMIT.—The total amount of fees 
charged for a fiscal year under this section 
may not exceed the total amount for such 
fiscal year of the costs of resources allocated 
for the process for the review of biosimilar 
biological product applications. 

‘‘(c) APPLICATION FEE WAIVER FOR SMALL 
BUSINESS.— 

‘‘(1) WAIVER OF APPLICATION FEE.—The Sec-
retary shall grant to a person who is named 
in a biosimilar biological product applica-
tion a waiver from the application fee as-
sessed to that person under subsection 
(a)(2)(A) for the first biosimilar biological 
product application that a small business or 
its affiliate submits to the Secretary for re-
view. After a small business or its affiliate is 
granted such a waiver, the small business or 
its affiliate shall pay— 

‘‘(A) application fees for all subsequent 
biosimilar biological product applications 
submitted to the Secretary for review in the 
same manner as an entity that is not a small 
business; and 

‘‘(B) all supplement fees for all supple-
ments to biosimilar biological product appli-
cations submitted to the Secretary for re-
view in the same manner as an entity that is 
not a small business. 

‘‘(2) CONSIDERATIONS.—In determining 
whether to grant a waiver of a fee under 
paragraph (1), the Secretary shall consider 
only the circumstances and assets of the ap-
plicant involved and any affiliate of the ap-
plicant. 

‘‘(3) SMALL BUSINESS DEFINED.—In this sub-
section, the term ‘small business’ means an 
entity that has fewer than 500 employees, in-
cluding employees of affiliates, and does not 
have a drug product that has been approved 
under a human drug application (as defined 
in section 735) or a biosimilar biological 
product application (as defined in section 
744G(4)) and introduced or delivered for in-
troduction into interstate commerce. 

‘‘(d) EFFECT OF FAILURE TO PAY FEES.—A 
biosimilar biological product application or 
supplement submitted by a person subject to 
fees under subsection (a) shall be considered 
incomplete and shall not be accepted for fil-
ing by the Secretary until all fees owed by 
such person have been paid. 

‘‘(e) CREDITING AND AVAILABILITY OF 
FEES.— 

‘‘(1) IN GENERAL.—Subject to paragraph (2), 
fees authorized under subsection (a) shall be 
collected and available for obligation only to 
the extent and in the amount provided in ad-
vance in appropriations Acts. Such fees are 
authorized to remain available until ex-
pended. Such sums as may be necessary may 
be transferred from the Food and Drug Ad-
ministration salaries and expenses appro-
priation account without fiscal year limita-
tion to such appropriation account for sala-
ries and expenses with such fiscal year limi-
tation. The sums transferred shall be avail-

able solely for the process for the review of 
biosimilar biological product applications. 

‘‘(2) COLLECTIONS AND APPROPRIATION 
ACTS.— 

‘‘(A) IN GENERAL.—Subject to subpara-
graphs (C) and (D), the fees authorized by 
this section shall be collected and available 
in each fiscal year in an amount not to ex-
ceed the amount specified in appropriation 
Acts, or otherwise made available for obliga-
tion for such fiscal year. 

‘‘(B) USE OF FEES AND LIMITATION.—The 
fees authorized by this section shall be avail-
able for a fiscal year beginning after fiscal 
year 2012 to defray the costs of the process 
for the review of biosimilar biological prod-
uct applications (including such costs for an 
additional number of full-time equivalent 
positions in the Department of Health and 
Human Services to be engaged in such proc-
ess), only if the Secretary allocates for such 
purpose an amount for such fiscal year (ex-
cluding amounts from fees collected under 
this section) no less than $20,000,000, multi-
plied by the adjustment factor applicable to 
the fiscal year involved. 

‘‘(C) FEE COLLECTION DURING FIRST PRO-
GRAM YEAR.—Until the date of enactment of 
an Act making appropriations through Sep-
tember 30, 2013, for the salaries and expenses 
account of the Food and Drug Administra-
tion, fees authorized by this section for fiscal 
year 2013 may be collected and shall be cred-
ited to such account and remain available 
until expended. 

‘‘(D) PROVISION FOR EARLY PAYMENTS IN 
SUBSEQUENT YEARS.—Payment of fees author-
ized under this section for a fiscal year (after 
fiscal year 2013), prior to the due date for 
such fees, may be accepted by the Secretary 
in accordance with authority provided in ad-
vance in a prior year appropriations Act. 

‘‘(3) AUTHORIZATION OF APPROPRIATIONS.— 
For each of fiscal years 2013 through 2017, 
there is authorized to be appropriated for 
fees under this section an amount equivalent 
to the total amount of fees assessed for such 
fiscal year under this section. 

‘‘(f) COLLECTION OF UNPAID FEES.—In any 
case where the Secretary does not receive 
payment of a fee assessed under subsection 
(a) within 30 days after it is due, such fee 
shall be treated as a claim of the United 
States Government subject to subchapter II 
of chapter 37 of title 31, United States Code. 

‘‘(g) WRITTEN REQUESTS FOR WAIVERS AND 
REFUNDS.—To qualify for consideration for a 
waiver under subsection (c), or for a refund 
of any fee collected in accordance with sub-
section (a)(2)(A), a person shall submit to the 
Secretary a written request for such waiver 
or refund not later than 180 days after such 
fee is due. 

‘‘(h) CONSTRUCTION.—This section may not 
be construed to require that the number of 
full-time equivalent positions in the Depart-
ment of Health and Human Services, for offi-
cers, employers, and advisory committees 
not engaged in the process of the review of 
biosimilar biological product applications, 
be reduced to offset the number of officers, 
employees, and advisory committees so en-
gaged.’’. 
SEC. 403. REAUTHORIZATION; REPORTING RE-

QUIREMENTS. 
Part 8 of subchapter C of chapter VII, as 

added by section 402 of this Act, is further 
amended by inserting after section 744H the 
following: 
‘‘SEC. 744I. REAUTHORIZATION; REPORTING RE-

QUIREMENTS. 
‘‘(a) PERFORMANCE REPORT.—Beginning 

with fiscal year 2013, not later than 120 days 
after the end of each fiscal year for which 
fees are collected under this part, the Sec-
retary shall prepare and submit to the Com-
mittee on Energy and Commerce of the 
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House of Representatives and the Committee 
on Health, Education, Labor, and Pensions of 
the Senate a report concerning the progress 
of the Food and Drug Administration in 
achieving the goals identified in the letters 
described in section 401(b) of the Biosimilar 
User Fee Act of 2012 during such fiscal year 
and the future plans of the Food and Drug 
Administration for meeting such goals. The 
report for a fiscal year shall include informa-
tion on all previous cohorts for which the 
Secretary has not given a complete response 
on all biosimilar biological product applica-
tions and supplements in the cohort. 

‘‘(b) FISCAL REPORT.—Not later than 120 
days after the end of fiscal year 2013 and 
each subsequent fiscal year for which fees 
are collected under this part, the Secretary 
shall prepare and submit to the Committee 
on Energy and Commerce of the House of 
Representatives and the Committee on 
Health, Education, Labor, and Pensions of 
the Senate a report on the implementation 
of the authority for such fees during such fis-
cal year and the use, by the Food and Drug 
Administration, of the fees collected for such 
fiscal year. 

‘‘(c) PUBLIC AVAILABILITY.—The Secretary 
shall make the reports required under sub-
sections (a) and (b) available to the public on 
the Internet Web site of the Food and Drug 
Administration. 

‘‘(d) STUDY.— 
‘‘(1) IN GENERAL.—The Secretary shall con-

tract with an independent accounting or con-
sulting firm to study the workload volume 
and full costs associated with the process for 
the review of biosimilar biological product 
applications. 

‘‘(2) INTERIM RESULTS.—Not later than 
June 1, 2015, the Secretary shall publish, for 
public comment, interim results of the study 
described under paragraph (1). 

‘‘(3) FINAL RESULTS.—Not later than Sep-
tember 30, 2016, the Secretary shall publish, 
for public comment, the final results of the 
study described under paragraph (1). 

‘‘(e) REAUTHORIZATION.— 
‘‘(1) CONSULTATION.—In developing rec-

ommendations to present to the Congress 
with respect to the goals described in sub-
section (a), and plans for meeting the goals, 
for the process for the review of biosimilar 
biological product applications for the first 5 
fiscal years after fiscal year 2017, and for the 
reauthorization of this part for such fiscal 
years, the Secretary shall consult with— 

‘‘(A) the Committee on Energy and Com-
merce of the House of Representatives; 

‘‘(B) the Committee on Health, Education, 
Labor, and Pensions of the Senate; 

‘‘(C) scientific and academic experts; 
‘‘(D) health care professionals; 
‘‘(E) representatives of patient and con-

sumer advocacy groups; and 
‘‘(F) the regulated industry. 
‘‘(2) PUBLIC REVIEW OF RECOMMENDATIONS.— 

After negotiations with the regulated indus-
try, the Secretary shall— 

‘‘(A) present the recommendations devel-
oped under paragraph (1) to the congres-
sional committees specified in such para-
graph; 

‘‘(B) publish such recommendations in the 
Federal Register; 

‘‘(C) provide for a period of 30 days for the 
public to provide written comments on such 
recommendations; 

‘‘(D) hold a meeting at which the public 
may present its views on such recommenda-
tions; and 

‘‘(E) after consideration of such public 
views and comments, revise such rec-
ommendations as necessary. 

‘‘(3) TRANSMITTAL OF RECOMMENDATIONS.— 
Not later than January 15, 2017, the Sec-
retary shall transmit to the Congress the re-
vised recommendations under paragraph (2), 

a summary of the views and comments re-
ceived under such paragraph, and any 
changes made to the recommendations in re-
sponse to such views and comments.’’. 
SEC. 404. SUNSET DATES. 

(a) AUTHORIZATION.—Sections 744G and 
744H, as added by section 402 of this Act, are 
repealed October 1, 2017. 

(b) REPORTING REQUIREMENTS.—Section 
744I, as added by section 403 of this Act, is re-
pealed January 31, 2018. 
SEC. 405. EFFECTIVE DATE. 

(a) IN GENERAL.—Except as provided under 
subsection (b), the amendments made by this 
title shall take effect on the later of— 

(1) October 1, 2012; or 
(2) the date of the enactment of this title. 
(b) EXCEPTION.—Fees under part 8 of sub-

chapter C of chapter VII of the Federal Food, 
Drug, and Cosmetic Act, as added by this 
title, shall be assessed for all biosimilar bio-
logical product applications received on or 
after October 1, 2012, regardless of the date of 
the enactment of this title. 
SEC. 406. 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 were accepted 
by the Food and Drug Administration for fil-
ing on or after October 1, 2007, but before Oc-
tober 1, 2012, with respect to assessing and 
collecting any fee required by such part for 
a fiscal year prior to fiscal year 2013. 
SEC. 407. CONFORMING AMENDMENT. 

Section 735(1)(B) (21 U.S.C. 379g(1)(B)) is 
amended by striking ‘‘or (k)’’. 

TITLE V—REAUTHORIZATION OF BEST 
PHARMACEUTICALS FOR CHILDREN 
ACT AND PEDIATRIC RESEARCH EQUITY 
ACT 

SEC. 501. PERMANENT EXTENSION OF BEST 
PHARMACEUTICALS FOR CHILDREN 
ACT AND PEDIATRIC RESEARCH EQ-
UITY ACT. 

(a) PROGRAM FOR PEDIATRIC STUDIES OF 
DRUGS.—Section 409I(c) of the Public Health 
Service Act (42 U.S.C. 284m(c)) is amended— 

(1) in subsection (c)(1)— 
(A) in the matter preceding subparagraph 

(A), by inserting ‘‘or section 351(m) of this 
Act,’’ after ‘‘Cosmetic Act,’’; 

(B) in subparagraph (A)(i), by inserting ‘‘or 
section 351(k) of this Act’’ after ‘‘Cosmetic 
Act’’; and 

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

‘‘(B)(i) there remains no patent listed pur-
suant to section 505(b)(1) of the Federal 
Food, Drug, and Cosmetic Act; and 

‘‘(ii) every three-year and five-year period 
referred to in subsection (c)(3)(E)(ii), 
(c)(3)(E)(iii), (c)(3)(E(iv), (j)(5)(F)(ii), 
(j)(5)(F)(iii), or (j)(5)(F)(iv) of section 505 of 
the Federal Food, Drug and Cosmetic Act, or 
applicable twelve-year period referred to in 
section 351(k)(7) of this Act, and any seven- 
year period referred to in section 527 of the 
Federal Food, Drug, and Cosmetic Act, has 
ended for at least one form of the drug; and’’; 

(2) in subsection (c)(2)— 
(A) in the heading of paragraph (2), by 

striking ‘‘FOR DRUGS LACKING EXCLUSIVITY’’; 
(B) by striking ‘‘under section 505 of the 

Federal Food, Drug, and Cosmetic Act’’; and 
(C) by striking ‘‘505A of such Act’’ and in-

serting ‘‘505A of the Federal Food, Drug, and 
Cosmetic Act or section 351(m) of this Act’’; 
and 

(3) in subsection (e)(1), by striking ‘‘to 
carry out this section’’ and all that follows 
through the end of paragraph (1) and insert-

ing ‘‘$25,000,000 for each of fiscal years 2013 
through 2017.’’. 

(b) PEDIATRIC STUDIES OF DRUGS IN 
FFDCA.—Section 505A (21 U.S.C. 355a) is 
amended— 

(1) in subsection (d)(1)(A), by adding at the 
end the following: ‘‘If a request under this 
subparagraph does not request studies in 
neonates, such request shall include a state-
ment describing the rationale for not re-
questing studies in neonates.’’; 

(2) by amending subsection (h) to read as 
follows: 

‘‘(h) RELATIONSHIP TO PEDIATRIC RESEARCH 
REQUIREMENTS.—Exclusivity under this sec-
tion shall only be granted for the completion 
of a study or studies that are the subject of 
a written request and for which reports are 
submitted and accepted in accordance with 
subsection (d)(3). Written requests under this 
section may consist of a study or studies re-
quired under section 505B.’’; 

(3) in subsection (k)(2), by striking ‘‘sub-
section (f)(3)(F)’’ and inserting ‘‘subsection 
(f)(6)(F)’’; 

(4) in subsection (l)— 
(A) in paragraph (1)— 
(i) in the paragraph heading, by striking 

‘‘YEAR ONE’’ and inserting ‘‘FIRST 18-MONTH 
PERIOD’’; and 

(ii) by striking ‘‘one-year’’ and inserting 
‘‘18-month’’; 

(B) in paragraph (2)— 
(i) in the paragraph heading, by striking 

‘‘YEARS’’ and inserting ‘‘PERIODS’’; and 
(ii) by striking ‘‘one-year period’’ and in-

serting ‘‘18-month period’’; 
(C) by redesignating paragraph (3) as para-

graph (4); and 
(D) by inserting after paragraph (2) the fol-

lowing: 
‘‘(3) PRESERVATION OF AUTHORITY.—Nothing 

in this subsection shall prohibit the Office of 
Pediatric Therapeutics from providing for 
the review of adverse event reports by the 
Pediatric Advisory Committee prior to the 
18-month period referred to in paragraph (1), 
if such review is necessary to ensure safe use 
of a drug in a pediatric population.’’; 

(5) in subsection (n)— 
(A) in the subsection heading, by striking 

‘‘COMPLETED’’ and inserting ‘‘SUBMITTED’’; 
and 

(B) in paragraph (1)— 
(i) in the text preceding subparagraph (A), 

by striking ‘‘have not been completed’’ and 
inserting ‘‘have not been submitted by the 
date specified in the written request issued 
and agreed upon’’; and 

(ii) by revising subparagraphs (A) and (B) 
to read as follows: 

‘‘(A) For a drug for which there remains 
any listed patent or exclusivity protection 
eligible for extension under subsection (b)(1) 
or (c)(1) of this section, or any exclusivity 
protection eligible for extension under sub-
section (m)(2) or (m)(3) of section 351 of the 
Public Health Service Act, the Secretary 
shall make a determination regarding 
whether an assessment shall be required to 
be submitted under section 505B(b). 

‘‘(B) For a drug that has no remaining list-
ed patents or exclusivity protection eligible 
for extension under subsection (b)(1) or (c)(1) 
of this section, or any exclusivity protection 
eligible for extension under subsection (m)(2) 
or (m)(3) of section 351 of the Public Health 
Service Act, the Secretary shall refer the 
drug for inclusion on the list established 
under section 409I of the Public Health Serv-
ice Act for the conduct of studies.’’; 

(6) in subsection (o)(2), by amending sub-
paragraph (B) to read as follows: 

‘‘(B) a statement of any appropriate pedi-
atric contraindications, warnings, pre-
cautions, or other information that the Sec-
retary considers necessary to assure safe 
use.’’; and 
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(7) by striking subsection (q) (relating to a 

sunset). 
(c) RESEARCH INTO PEDIATRIC USES FOR 

DRUGS AND BIOLOGICAL PROJECTS IN 
FFDCA.—Section 505B (21 U.S.C. 355c) is 
amended— 

(1) in subsection (a)— 
(A) in paragraph (1), in the matter before 

subparagraph (A), by inserting ‘‘for a drug’’ 
after ‘‘(or supplement to an application)’’; 

(B) in paragraph (3)— 
(i) by redesignating subparagraph (B) as 

subparagraph (D); and 
(ii) by inserting after subparagraph (A) the 

following: 
‘‘(B) DEFERRAL EXTENSION.—On the initia-

tive of the Secretary or at the request of the 
applicant, the Secretary may grant an exten-
sion of a deferral under subparagraph (A) if— 

‘‘(i) the Secretary finds that the criteria 
specified in subclause (II) or (III) of subpara-
graph (A)(i) continue to be met; and 

‘‘(ii) the applicant submits the materials 
required under subparagraph (A)(ii). 

‘‘(C) CONSIDERATION DURING DEFERRAL PE-
RIOD.—If the Secretary has under this para-
graph deferred the date by which an assess-
ment must be submitted, then until the date 
specified in the deferral under subparagraph 
(A) (including any extension of such date 
under subparagraph (B))— 

‘‘(i) the assessment shall not be considered 
late or delayed; and 

‘‘(ii) the Secretary shall not classify the 
assessment as late or delayed in any report, 
database, or public posting.’’; and 

(iii) in subparagraph (D), as redesignated, 
by amending clause (ii) to read as follows: 

‘‘(ii) PUBLIC AVAILABILITY.—Not later than 
60 days after the submission to the Secretary 
of the information submitted through the 
annual review under clause (i), the Secretary 
shall make available to the public in an eas-
ily accessible manner, including through the 
Web site of the Food and Drug Administra-
tion— 

‘‘(I) such information; 
‘‘(II) the name of the applicant for the 

product subject to the assessment; 
‘‘(III) the date on which the product was 

approved; and 
‘‘(IV) the date of each deferral or deferral 

extension under this paragraph for the prod-
uct.’’; and 

(C) in paragraph (4)(C)— 
(i) in the first sentence, by inserting ‘‘par-

tial’’ before ‘‘waiver is granted’’; and 
(ii) in the second sentence, by striking ‘‘ei-

ther a full or partial waiver’’ and inserting 
‘‘a partial waiver’’; 

(2) in subsection (b)(1), by striking ‘‘After 
providing notice in the form of a letter (that, 
for a drug approved under section 505, ref-
erences a declined written request under sec-
tion 505A for a labeled indication which writ-
ten request is not referred under section 
505A(n)(1)(A) to the Foundation of the Na-
tional Institutes of Health for the pediatric 
studies), the Secretary’’ and inserting ‘‘The 
Secretary’’; 

(3) by amending subsection (d) to read as 
follows: 

‘‘(d) FAILURE TO MEET REQUIREMENTS.—If a 
person fails to submit a required assessment 
described in subsection (a)(2), fails to meet 
the applicable requirements in subsection 
(a)(3), or fails to submit a request for ap-
proval of a pediatric formulation described 
in subsection (a) or (b), in accordance with 
applicable provisions of subsections (a) and 
(b)— 

‘‘(1)(A) the Secretary shall issue a letter to 
such person informing such person of such 
failure; 

‘‘(B) not later than 30 calendar days after 
the issuance of a letter under subparagraph 
(A), the person who receives such letter shall 

submit to the Secretary a written response 
to such letter; and 

‘‘(C) not later than 45 calendar days after 
the issuance of a letter under subparagraph 
(A), the Secretary shall make such letter, 
and any response to such letter under sub-
paragraph (B), available to the public on the 
Web site of the Food and Drug Administra-
tion, with appropriate redactions made to 
protect trade secrets and confidential com-
mercial information, except that, if the Sec-
retary determines that the letter under sub-
paragraph (A) was issued in error, the re-
quirements of this subparagraph shall not 
apply with respect to such letter; and 

‘‘(2)(A) the drug or biological product that 
is the subject of the required assessment, ap-
plicable requirements in subsection (a)(3), or 
required request for approval of a pediatric 
formulation may be considered misbranded 
solely because of that failure and subject to 
relevant enforcement action (except that the 
drug or biological product shall not be sub-
ject to action under section 303); but 

‘‘(B) the failure to submit the required as-
sessment, meet the applicable requirements 
in subsection (a)(3), or submit the required 
request for approval of a pediatric formula-
tion shall not be the basis for a proceeding— 

‘‘(i) to withdraw approval for a drug under 
section 505(e); or 

‘‘(ii) to revoke the license for a biological 
product under section 351 of the Public 
Health Service Act.’’; 

(4) by amending subsection (e) to read as 
follows: 

‘‘(e) INITIAL PEDIATRIC PLAN.— 
‘‘(1) IN GENERAL.— 
‘‘(A) SUBMISSION.—An applicant who is re-

quired to submit an assessment under sub-
section (a)(1) shall submit an initial pedi-
atric plan. 

‘‘(B) TIMING.—An applicant shall submit 
the initial pediatric plan under paragraph 
(1)— 

‘‘(i) before the date on which the applicant 
submits the assessments under subsection 
(a)(2); and 

‘‘(ii) not later than— 
‘‘(I) 60 calendar days after the date of end- 

of-Phase 2 meeting (as such term is used in 
section 312.47 of title 21, Code of Federal Reg-
ulations, or successor regulations); or 

‘‘(II) such other time as may be agreed 
upon between the Secretary and the appli-
cant. 
Nothing in this section shall preclude the 
Secretary from accepting the submission of 
an initial pediatric plan earlier than the date 
otherwise applicable under this subpara-
graph. 

‘‘(C) CONTENTS.—The initial pediatric plan 
shall include— 

‘‘(i) an outline of the pediatric studies that 
the applicant plans to conduct; 

‘‘(ii) any request for a deferral, partial 
waiver, or waiver under this section, along 
with supporting information; and 

‘‘(iii) other information the Secretary de-
termines necessary, including any informa-
tion specified in regulations under paragraph 
(5). 

‘‘(2) MEETING.— 
‘‘(A) IN GENERAL.—Subject to subparagraph 

(B), not later than 90 calendar days after re-
ceiving an initial pediatric plan under para-
graph (1), the Secretary shall meet with the 
applicant to discuss the plan. 

‘‘(B) WRITTEN RESPONSE.—If the Secretary 
determines that a written response to the 
initial pediatric plan is sufficient to commu-
nicate comments on the initial pediatric 
plan, and that no meeting is necessary the 
Secretary shall, not later than 90 days after 
receiving an initial pediatric plan under 
paragraph (1)— 

‘‘(i) notify the applicant of such determina-
tion; and 

‘‘(ii) provide to the applicant the Sec-
retary’s written comments on the plan. 

‘‘(3) AGREED INITIAL PEDIATRIC PLAN.— 
‘‘(A) SUBMISSION.—The applicant shall sub-

mit to the Secretary a document reflecting 
the agreement between the Secretary and 
the applicant on the initial pediatric plan 
(referred to in this subsection as an ‘agreed 
initial pediatric plan’). 

‘‘(B) CONFIRMATION.—Not later than 30 days 
after receiving the agreed initial pediatric 
plan under subparagraph (A), the Secretary 
shall provide written confirmation to the ap-
plicant that such plan reflects the agreement 
of the Secretary. 

‘‘(C) DEFERRAL AND WAIVER.—If the agreed 
initial pediatric plan contains a request from 
the applicant for a deferral, partial waiver, 
or waiver under this section, the written 
confirmation under subparagraph (B) shall 
include a recommendation from the Sec-
retary as to whether such request meets the 
standards under paragraphs (3) or (4) of sub-
section (a). 

‘‘(D) AMENDMENTS TO THE PLAN.—At the 
initiative of the Secretary or the applicant, 
the agreed initial pediatric plan may be 
amended at any time. The requirements of 
paragraph (2) shall apply to any such pro-
posed amendment in the same manner and to 
the same extent as such requirements apply 
to an initial pediatric plan under paragraph 
(1). The requirements of subparagraphs (A) 
through (C) of this paragraph shall apply to 
any agreement resulting from such proposed 
amendment in the same manner and to the 
same extent as such requirements apply to 
an agreed initial pediatric plan. 

‘‘(4) INTERNAL COMMITTEE.—The Secretary 
shall consult the internal committee under 
section 505C on the review of the initial pedi-
atric plan, greed initial pediatric plan, and 
any amendments to such plans. 

‘‘(5) MANDATORY RULEMAKING.—Not later 
than one year after the date of enactment of 
the Food and Drug Administration Reform 
Act of 2012, the Secretary shall promulgate 
proposed regulations and guidance to imple-
ment the provisions of this subsection. 

‘‘(6) EFFECTIVE DATE.—The provisions of 
this subsection shall take effect 180 calendar 
days after the date of enactment of the Food 
and Drug Administration Reform Act of 2012, 
irrespective of whether the Secretary has 
promulgated final regulations to carry out 
this subsection by such date.’’; 

(5) in subsection (f)— 
(A) in the subsection heading, by inserting 

‘‘DEFERRAL EXTENSIONS,’’ after ‘‘DEFER-
RALS,’’; 

(B) in paragraph (4)— 
(i) in the paragraph heading, by inserting 

‘‘DEFERRAL EXTENSIONS,’’ after ‘‘DEFER-
RALS,’’; and 

(ii) in the second sentence, by inserting ‘‘, 
deferral extensions,’’ after ‘‘deferrals’’; and 

(C) in paragraph (6)(D)— 
(i) by inserting ‘‘and deferral extensions’’ 

before ‘‘requested and granted’’; and 
(ii) by inserting ‘‘and deferral extensions’’ 

after ‘‘the reasons for such deferrals’’; 
(6) in subsection (g)— 
(A) in paragraph (1)(A), by striking ‘‘after 

the date of the submission of the application 
or supplement’’ and inserting ‘‘after the date 
of the submission of an application or sup-
plement that receives a priority review or 
330 days after the date of the submission of 
an application or supplement that receives a 
standard review’’; and 

(B) in paragraph (2), by striking ‘‘the label 
of such product’’ and inserting ‘‘the labeling 
of such product’’; 

(7) in subsection (h)(1)— 
(A) by inserting ‘‘an application (or supple-

ment to an application) that contains’’ after 
‘‘date of submission of’’; and 

VerDate Mar 15 2010 02:23 May 31, 2012 Jkt 019060 PO 00000 Frm 00028 Fmt 4636 Sfmt 0634 E:\CR\FM\A30MY7.023 H30MYPT1sm
ar

tin
ez

 o
n 

D
S

K
6T

P
T

V
N

1P
R

O
D

 w
ith

 H
O

U
S

E



CONGRESSIONAL RECORD — HOUSE H3207 May 30, 2012 
(B) by inserting ‘‘if the application (or sup-

plement) receives a priority review, or not 
later than 330 days after the date of submis-
sion of an application (or supplement to an 
application) that contains a pediatric assess-
ment under this section, if the application 
(or supplement) receives a standard review,’’ 
after ‘‘under this section,’’; 

(8) in subsection (i)— 
(A) in paragraph (1)— 
(i) in the paragraph heading, by striking 

‘‘YEAR ONE’’ and inserting ‘‘FIRST 18-MONTH 
PERIOD’’; and 

(ii) by striking ‘‘one-year’’ and inserting 
‘‘18-month’’; 

(B) in paragraph (2)— 
(i) in the paragraph heading, by striking 

‘‘YEARS’’ and inserting ‘‘PERIODS’’; and 
(ii) by striking ‘‘one-year period’’ and in-

serting ‘‘18-month period’’; 
(C) by redesignating paragraph (3) as para-

graph (4); and 
(D) by inserting after paragraph (2) the fol-

lowing: 
‘‘(3) PRESERVATION OF AUTHORITY.—Nothing 

in this subsection shall prohibit the Office of 
Pediatric Therapeutics from providing for 
the review of adverse event reports by the 
Pediatric Advisory Committee prior to the 
18-month period referred to in paragraph (1), 
if such review is necessary to ensure safe use 
of a drug in a pediatric population.’’; 

(9) by striking subsection (m) (relating to 
integration with other pediatric studies); 
and 

(10) by redesignating subsection (n) as sub-
section (m). 

(d) PEDIATRIC STUDIES OF BIOLOGICAL PROD-
UCTS IN PHSA.—Section 351(m)(1) of the Pub-
lic Health Service Act (42 U.S.C. 262(m)(1)) is 
amended by striking ‘‘(f), (i), (j), (k), (l), (p), 
and (q)’’ and inserting ‘‘(f), (h), (i), (j), (k), 
(l), (n), and (p)’’. 

(e) APPLICATION; TRANSITION RULE.— 
(1) APPLICATION.—Notwithstanding any 

provision of section 505A and 505B of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 
355a, 355c) stating that a provision applies 
beginning on the date of the enactment of 
the Best Pharmaceuticals for Children Act of 
2007 or the date of the enactment of the Pedi-
atric Research Equity Act of 2007, any 
amendment made by this Act to such a pro-
vision applies beginning on the date of the 
enactment of this Act. 

(2) TRANSITIONAL RULE FOR ADVERSE EVENT 
REPORTING.—With respect to a drug for which 
a labeling change described under section 
505A(l)(1) or 505B(i)(1) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 355a(l)(1); 
355c(i)(1)) is approved or made, respectively, 
during the one-year period that ends on the 
day before the date of enactment of this Act, 
the Secretary shall apply section 505A(l) and 
section 505B(i), as applicable, to such drug, 
as such sections were in effect on such day. 

(f) CONFORMING AMENDMENT.—Section 
499(c)(1)(C) of the Public Health Service Act 
(42 U.S.C. 290b(c)(1)(C)) is amended by strik-
ing ‘‘for which the Secretary issues a certifi-
cation in the affirmative under section 
505A(n)(1)(A) of the Federal Food, Drug, and 
Cosmetic Act’’. 

(g) PUBLIC MEETING ON PEDIATRIC CAN-
CERS.—Not later than December 31, 2013, the 
Secretary of Health and Human Services 
shall hold a public meeting on the impact of 
sections 505A and 505B of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 355a, 355c) 
on the development of new therapies for chil-
dren with cancer. 
SEC. 502. FOOD AND DRUG ADMINISTRATION RE-

PORT. 
(a) IN GENERAL.—Not later than four years 

after the date of enactment of this Act and 
every five years thereafter, the Secretary of 
Health and Human Services shall prepare 
and submit to the Committee on Health, 

Education, Labor and Pensions of the Senate 
and the Committee on Energy and Commerce 
of the House of Representatives, and make 
publicly available, including through posting 
on the Web site of the Food and Drug Admin-
istration, a report on the implementation of 
section 505A and 505B. 

(b) CONTENTS.—The report described in 
paragraph (1) shall include— 

(1) an assessment of the effectiveness of 
sections 505A and 505B in improving informa-
tion about pediatric uses for approved drugs 
and biologics, including the number and type 
of labeling changes made since the date of 
enactment of this Act; 

(2) the number of waivers and partial waiv-
ers granted under section 505B since the date 
of enactment of this Act, and the reasons 
such waivers and partial waivers were grant-
ed; 

(3) the number of deferrals and deferral ex-
tensions granted under section 505B since the 
date of enactment of this Act, and the rea-
sons such deferrals and deferral extensions 
were granted; 

(4) the number of letters issued under sec-
tion 505B(d); 

(5) an assessment of the timeliness and ef-
fectiveness of pediatric study planning since 
the date of enactment of this Act, including 
the number of pediatric plans not submitted 
in accordance with the requirements of sec-
tion 505B(e) and any resulting rulemaking; 

(6) the number of written requests issued, 
accepted, and declined under section 505A 
since the date of enactment of this Act, and 
a listing of any important gaps in pediatric 
information as a result of such declined re-
quests; 

(7) a description and current status of re-
ferrals made under section 505A(n); 

(8) an assessment of the effectiveness of 
studying drugs for rare diseases under 505A; 

(9) an assessment of the effectiveness of 
studying drugs for children with cancer 
under 505A and 505B, and any recommenda-
tions for modifications to the programs 
under such sections that would lead to new 
and better therapies for children with can-
cer; 

(10) an assessment of the effectiveness of 
studying drugs in the neonate population 
under 505A and 505B; 

(11) an assessment of the effectiveness of 
studying biological products in pediatric 
populations under 505A and 505B; 

(12) an assessment of the Secretary’s ef-
forts to address the suggestions and options 
described in the report required under 
505A(p); and 

(13) any suggestions for modification to the 
programs that would improve pediatric drug 
research and increase pediatric labeling of 
drugs and biologics that the Secretary deter-
mines to be appropriate. 

(c) STAKEHOLDER COMMENT.—At least 180 
days prior to the submission of the report re-
quired in paragraph (1), the Secretary shall 
consult with representatives of patient 
groups, including pediatric patient groups, 
consumer groups, regulated industry, aca-
demia, and other interested parties to obtain 
any recommendations or information rel-
evant to the study and report including sug-
gestions for modifications that would im-
prove pediatric drug research and pediatric 
labeling of drugs and biologics. 
SEC. 503. INTERNAL COMMITTEE FOR REVIEW OF 

PEDIATRIC PLANS, ASSESSMENTS, 
DEFERRALS, DEFERRAL EXTEN-
SIONS, AND WAIVERS. 

Section 505C (21 U.S.C. 355d) is amended— 
(1) in the section heading, by inserting 

‘‘DEFERRAL EXTENSIONS,’’ after ‘‘DEFER-
RALS,’’; and 

(2) by inserting ‘‘neonatology’’ after ‘‘pedi-
atric ethics’’. 

SEC. 504. STAFF OF OFFICE OF PEDIATRIC 
THERAPEUTICS. 

Section 6(c) of the Best Pharmaceuticals 
for Children Act (21 U.S.C. 393a(c)) is amend-
ed— 

(1) in paragraph (1), by striking ‘‘and’’ at 
the end; 

(2) by redesignating paragraph (2) as para-
graph (4); 

(3) by inserting after paragraph (1) the fol-
lowing: 

‘‘(2) one or more additional individuals 
with expertise in neonatology; 

‘‘(3) one or more additional individuals 
with expertise in pediatric epidemiology; 
and’’. 
SEC. 505. CONTINUATION OF OPERATION OF PE-

DIATRIC ADVISORY COMMITTEE. 
Section 14(d) of the Best Pharmaceuticals 

for Children Act (42 U.S.C. 284m note) is 
amended by striking ‘‘during the five-year 
period beginning on the date of the enact-
ment of the Best Pharmaceuticals for Chil-
dren Act of 2007’’ and inserting ‘‘to carry out 
the advisory committee’s responsibilities 
under sections 505A, 505B, and 520(m) of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 355a, 355c, and 360j(m))’’. 
SEC. 506. PEDIATRIC SUBCOMMITTEE OF THE ON-

COLOGIC DRUGS ADVISORY COM-
MITTEE. 

Section 15(a) of the Best Pharmaceuticals 
for Children Act (Public Law 107–109), as 
amended by section 502(e) of the Food and 
Drug Administration Amendments Act of 
2007 (Public Law 110–85), is amended— 

(1) in paragraph (1)(D), by striking ‘‘section 
505B(f)’’ and inserting ‘‘section 505C’’; and 

(2) in paragraph (3), by striking ‘‘during 
the five-year period beginning on the date of 
the enactment of the Best Pharmaceuticals 
for Children Act of 2007’’ and inserting ‘‘to 
carry out the Subcommittee’s responsibil-
ities under this section’’. 
TITLE VI—FOOD AND DRUG ADMINISTRA-

TION ADMINISTRATIVE REFORMS 
SEC. 601. PUBLIC PARTICIPATION IN ISSUANCE 

OF FDA GUIDANCE DOCUMENTS. 
Section 701(h)(1) (21 U.S.C. 371(h)(1)) is 

amended by striking subparagraph (C) and 
inserting the following: 

‘‘(C) For any guidance document that sets 
forth initial interpretations of a statute or 
regulation, sets forth changes in interpreta-
tion or policy that are of more than a minor 
nature, includes complex scientific issues, or 
covers highly controversial issues— 

‘‘(i) the Secretary— 
‘‘(I) at least 30 days before issuance of a 

draft of such guidance document, shall pub-
lish notice in the Federal Register of the 
Secretary’s intent to prepare such guidance 
document; and 

‘‘(II) during preparation and before 
issuance of such guidance document, may 
meet with interested stakeholders, including 
industry, medical, and scientific experts and 
others, and solicit public comment; 

‘‘(ii) if the Secretary for good cause finds 
that, with respect to such guidance docu-
ment, compliance with clause (i) is impracti-
cable, unnecessary, or contrary to the public 
interest— 

‘‘(I) the Secretary shall publish such find-
ing and a brief statement of the reasons for 
such finding in the Federal Register; 

‘‘(II) clause (i) shall not apply with respect 
to such guidance document; and 

‘‘(III) during a 90-day period beginning not 
later than the date of issuance of such guid-
ance document, the Secretary may meet 
with interested stakeholders, including in-
dustry, medical, and scientific experts and 
others, and shall solicit public comment; 

‘‘(iii) beginning on the date of enactment 
of the Food and Drug Administration Reform 
Act of 2012, upon issuance of a draft guidance 
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document under clause (i) or (ii), the Sec-
retary shall— 

‘‘(I) designate the document as draft or 
final; and 

‘‘(II) not later than 18 months after the 
close of the comment period for such guid-
ance, issue a final version of such guidance 
document in accordance with clauses (i) and 
(ii); 

‘‘(iv) the Secretary may extend the dead-
line for issuing final guidance under clause 
(iii)(II) by not more than 180 days upon sub-
mission by the Secretary of a notification of 
such extension in the Federal Register; 

‘‘(v) if the Secretary issues a draft guid-
ance document and fails to finalize the draft 
by the deadline determined under clause 
(iii)(II), as extended under clause (iv), the 
Secretary shall, beginning on the date of 
such deadline, treat the draft as null and 
void; and 

‘‘(vi) not less than every 5 years after the 
issuance of a final guidance document in ac-
cordance with clause (iii), the Secretary 
shall— 

‘‘(I) conduct a retrospective analysis of 
such guidance document to ensure it is not 
outmoded, ineffective, insufficient, or exces-
sively burdensome; and 

‘‘(II) based on such analysis, modify, 
streamline, expand, or repeal the guidance 
document in accordance with what has been 
learned. 

‘‘(D) With respect to devices, a notice to 
industry guidance letter, a notice to indus-
try advisory letter, and any similar notice 
that sets forth initial interpretations of a 
statute or regulation or sets forth changes in 
interpretation or policy shall be treated as a 
guidance document for purposes of subpara-
graph (C). 

‘‘(E) The following shall not be treated as 
a guidance document for purposes of sub-
paragraph (C): 

‘‘(i) Any document that does not set forth 
an initial interpretation or a reinterpreta-
tion of a statute or regulation. 

‘‘(ii) Any document that sets forth or 
changes a policy relating to internal proce-
dures of the Food and Drug Administration. 

‘‘(iii) Agency reports, general information 
documents provided to consumers or health 
professionals, speeches, journal articles and 
editorials, media interviews, press materials, 
warning letters, memoranda of under-
standing, or communications directed to in-
dividual persons or firms.’’. 
SEC. 602. CONFLICTS OF INTEREST. 

(a) IN GENERAL.—Section 712 (21 U.S.C. 
379d–1) is amended— 

(1) by striking subsections (b) and (c) and 
inserting the following subsections: 

‘‘(b) RECRUITMENT FOR ADVISORY COMMIT-
TEES.— 

‘‘(1) IN GENERAL.—The Secretary shall— 
‘‘(A) develop and implement strategies on 

effective outreach to potential members of 
advisory committees at universities, col-
leges, other academic research centers, pro-
fessional and medical societies, and patient 
and consumer groups; 

‘‘(B) seek input from professional medical 
and scientific societies to determine the 
most effective informational and recruit-
ment activities; 

‘‘(C) at least every 180 days, request refer-
rals for potential members of advisory com-
mittees from a variety of stakeholders, in-
cluding— 

‘‘(i) product developers, patient groups, 
and disease advocacy organizations; and 

‘‘(ii) relevant— 
‘‘(I) professional societies; 
‘‘(II) medical societies; 
‘‘(III) academic organizations; and 
‘‘(IV) governmental organizations; and 
‘‘(D) in carrying out subparagraphs (A) and 

(B), take into account the levels of activity 

(including the numbers of annual meetings) 
and the numbers of vacancies of the advisory 
committees. 

‘‘(2) RECRUITMENT ACTIVITIES.—The recruit-
ment activities under paragraph (1) may in-
clude— 

‘‘(A) advertising the process for becoming 
an advisory committee member at medical 
and scientific society conferences; 

‘‘(B) making widely available, including by 
using existing electronic communications 
channels, the contact information for the 
Food and Drug Administration point of con-
tact regarding advisory committee nomina-
tions; and 

‘‘(C) developing a method through which 
an entity receiving funding from the Na-
tional Institutes of Health, the Agency for 
Healthcare Research and Quality, the Cen-
ters for Disease Control and Prevention, or 
the Veterans Health Administration can 
identify a person whom the Food and Drug 
Administration can contact regarding the 
nomination of individuals to serve on advi-
sory committees. 

‘‘(3) EXPERTISE.—In carrying out this sub-
section, the Secretary shall seek to ensure 
that the Secretary has access to the most 
current expert advice. 

‘‘(c) DISCLOSURE OF DETERMINATIONS AND 
CERTIFICATIONS.—Notwithstanding section 
107(a)(2) of the Ethics in Government Act of 
1978, the following shall apply: 

‘‘(1) 15 OR MORE DAYS IN ADVANCE.—As soon 
as practicable, but (except as provided in 
paragraph (2)) not later than 15 days prior to 
a meeting of an advisory committee to which 
a written determination as referred to in sec-
tion 208(b)(1) of title 18, United States Code, 
or a written certification as referred to in 
section 208(b)(3) of such title, applies, the 
Secretary shall disclose (other than informa-
tion exempted from disclosure under section 
552 or section 552a of title 5, United States 
Code (popularly known as the Freedom of In-
formation Act and the Privacy Act of 1974, 
respectively)) on the Internet Website of the 
Food and Drug Administration— 

‘‘(A) the type, nature, and magnitude of 
the financial interests of the advisory com-
mittee member to which such determination 
or certification applies; and 

‘‘(B) the reasons of the Secretary for such 
determination or certification, including, as 
appropriate, the public health interest in 
having the expertise of the member with re-
spect to the particular matter before the ad-
visory committee. 

‘‘(2) LESS THAN 30 DAYS IN ADVANCE.—In the 
case of a financial interest that becomes 
known to the Secretary less than 30 days 
prior to a meeting of an advisory committee 
to which a written determination as referred 
to in section 208(b)(1) of title 18, United 
States Code, or a written certification as re-
ferred to in section 208(b)(3) of such title ap-
plies, the Secretary shall disclose (other 
than information exempted from disclosure 
under section 552 or 552a of title 5, United 
States Code) on the Internet Website of the 
Food and Drug Administration, the informa-
tion described in subparagraphs (A) and (B) 
of paragraph (1) as soon as practicable after 
the Secretary makes such determination or 
certification, but in no case later than the 
date of such meeting.’’; 

(2) in subsection (d), by striking ‘‘sub-
section (c)(3)’’ and inserting ‘‘subsection 
(c)’’; 

(3) by amending subsection (e) to read as 
follows: 

‘‘(e) ANNUAL REPORT.— 
‘‘(1) IN GENERAL.—Not later than February 

1 of each year, the Secretary shall submit to 
the Committee on Appropriations and the 
Committee on Health, Education, Labor, and 
Pensions of the Senate, and the Committee 
on Appropriations and the Committee on En-

ergy and Commerce of the House of Rep-
resentatives, a report that describes— 

‘‘(A) with respect to the fiscal year that 
ended on September 30 of the previous year, 
the number of persons nominated for partici-
pation at meetings for each advisory com-
mittee, the number of persons so nominated, 
and willing to serve, the number of vacancies 
on each advisory committee, and the number 
of persons contacted for service as members 
on each advisory committee meeting for 
each advisory committee who did not par-
ticipate because of the potential for such 
participation to constitute a disqualifying fi-
nancial interest under section 208 of title 18, 
United States Code; 

‘‘(B) with respect to such year, the number 
of persons contacted for services as members 
for each advisory committee meeting for 
each advisory committee who did not par-
ticipate because of reasons other than the 
potential for such participation to constitute 
a disqualifying financial interest under sec-
tion 208 of title 18, United States Code; 

‘‘(C) with respect to such year, the number 
of members attending meetings for each ad-
visory committee; and 

‘‘(D) with respect to such year, the aggre-
gate number of disclosures required under 
subsection (d) and the percentage of individ-
uals to whom such disclosures did not apply 
who served on such committee. 

‘‘(2) PUBLIC AVAILABILITY.—Not later than 
30 days after submitting any report under 
paragraph (1) to the committees specified in 
such paragraph, the Secretary shall make 
each such report available to the public.’’; 
and 

(4) in subsection (f), by striking ‘‘shall re-
view guidance’’ and all that follows through 
the end of the subsection and inserting the 
following: ‘‘shall— 

‘‘(1) review guidance of the Food and Drug 
Administration with respect to advisory 
committees regarding disclosure of conflicts 
of interest and the application of section 208 
of title 18, United States Code; and 

‘‘(2) update such guidance as necessary to 
ensure that the Food and Drug Administra-
tion receives appropriate access to needed 
scientific expertise, with due consideration 
of the requirements of such section 208.’’. 

(b) APPLICABILITY.—The amendments made 
by subsection (a) apply beginning on October 
1, 2012. 
SEC. 603. ELECTRONIC SUBMISSION OF APPLICA-

TIONS. 
Subchapter D of chapter VII (21 U.S.C. 379k 

et seq.) is amended by inserting after section 
745 the following: 
‘‘SEC. 745A. ELECTRONIC FORMAT FOR SUBMIS-

SIONS. 
‘‘(a) DRUGS AND BIOLOGICS.— 
‘‘(1) IN GENERAL.—Beginning no earlier 

than 24 months after the issuance of a final 
guidance issued after public notice and op-
portunity for comment, submissions under 
subsection (b), (i), or (j) of section 505 of this 
Act or subsection (a) or (k) of section 351 of 
the Public Health Service Act shall be sub-
mitted in such electronic format as specified 
by the Secretary in such guidance. 

‘‘(2) GUIDANCE CONTENTS.—In the guidance 
under paragraph (1), the Secretary may— 

‘‘(A) provide a timetable for establishment 
by the Secretary of further standards for 
electronic submission as required by such 
paragraph; and 

‘‘(B) set forth criteria for waivers of and 
exemptions from the requirements of this 
subsection. 

‘‘(3) EXCEPTION.—This subsection shall not 
apply to submissions described in section 561. 

‘‘(b) DEVICES.— 
‘‘(1) IN GENERAL.—Beginning after the 

issuance of final guidance implementing this 
paragraph, pre-submissions and submissions 
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for devices under section 510(k), 513(f)(2)(A), 
515(c), 515(d), 515(f), 520(g), 520(m), or 564 of 
this Act or section 351 of the Public Health 
Service Act, and any supplements to such 
pre-submissions or submissions, shall include 
an electronic copy of such pre-submissions or 
submissions. 

‘‘(2) GUIDANCE CONTENTS.—In the guidance 
under paragraph (1), the Secretary may— 

‘‘(A) provide standards for the electronic 
copy required under such paragraph; and 

‘‘(B) set forth criteria for waivers of and 
exemptions from the requirements of this 
subsection.’’. 
SEC. 604. NOTIFICATION OF FDA INTENT TO REG-

ULATE LABORATORY-DEVELOPED 
TESTS. 

The Food and Drug Administration may 
not issue any draft or final guidance on the 
regulation of laboratory-developed tests 
under the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 301 et seq.) without, at least 60 
days prior to such issuance— 

(1) notifying the Committee on Energy and 
Commerce of the House of Representatives 
and the Committee on Health, Education, 
Labor, and Pensions of the Senate of the Ad-
ministration’s intent to take such action; 
and 

(2) including in such notification the an-
ticipated details of such action. 

TITLE VII—MEDICAL DEVICE 
REGULATORY IMPROVEMENTS 

Subtitle A—Premarket Predictability 
SEC. 701. INVESTIGATIONAL DEVICE EXEMP-

TIONS. 
Section 520(g) (21 U.S.C. 360j(g)) is amend-

ed— 
(1) in paragraph (2)(B)(ii), by inserting 

‘‘safety or effectiveness’’ before ‘‘data ob-
tained’’; and 

(2) in paragraph (4), by adding at the end 
the following: 

‘‘(C) Consistent with paragraph (1), the 
Secretary shall not disapprove an applica-
tion under this subsection because the Sec-
retary determines that— 

‘‘(i) the investigation may not support a 
substantial equivalence or de novo classifica-
tion determination or approval of the device; 

‘‘(ii) the investigation may not meet a re-
quirement, including a data requirement, re-
lating to the approval or clearance of a de-
vice; or 

‘‘(iii) an additional or different investiga-
tion may be necessary to support clearance 
or approval of the device.’’. 
SEC. 702. CLARIFICATION OF LEAST BURDEN-

SOME STANDARD. 
(a) PREMARKET APPROVAL.—Section 

513(a)(3)(D) (21 U.S.C. 360c(a)(3)(D)) is amend-
ed— 

(1) by redesignating clause (iii) as clause 
(v); and 

(2) by inserting after clause (ii) the fol-
lowing: 

‘‘(iii) For purposes of clause (ii), the term 
‘necessary’ means the minimum required in-
formation that would support a determina-
tion by the Secretary that an application 
provides reasonable assurance of the effec-
tiveness of the device. 

‘‘(iv) Nothing in this subparagraph shall 
alter the criteria for evaluating an applica-
tion for premarket approval of a device.’’. 

(b) PREMARKET NOTIFICATION UNDER SEC-
TION 510(k).—Section 513(i)(1)(D) (21 U.S.C. 
360c(i)(1)(D)) is amended— 

(1) by striking ‘‘(D) Whenever’’ and insert-
ing ‘‘(D)(i) Whenever’’; and 

(2) by adding at the end the following: 
‘‘(ii) For purposes of clause (i), the term 

‘necessary’ means the minimum required in-
formation that would support a determina-
tion of substantial equivalence between a 
new device and a predicate device. 

‘‘(iii) Nothing in this subparagraph shall 
alter the standard for determining substan-

tial equivalence between a new device and a 
predicate device.’’. 
SEC. 703. AGENCY DOCUMENTATION AND REVIEW 

OF SIGNIFICANT DECISIONS. 
Chapter V is amended by inserting after 

section 517 (21 U.S.C. 360g) the following: 
‘‘SEC. 517A. AGENCY DOCUMENTATION AND RE-

VIEW OF SIGNIFICANT DECISIONS 
REGARDING DEVICES. 

‘‘(a) DOCUMENTATION OF RATIONALE FOR 
SIGNIFICANT DECISIONS.— 

‘‘(1) IN GENERAL.—The Secretary shall com-
pletely document the scientific and regu-
latory rationale for any significant decision 
of the Center for Devices and Radiological 
Health regarding submission or review of a 
report under section 510(k), an application 
under section 515, or an application for an 
exemption under section 520(g), including 
documentation of significant controversies 
or differences of opinion and the resolution 
of such controversies or differences of opin-
ion. 

‘‘(2) PROVISION OF DOCUMENTATION.—Upon 
request, the Secretary shall furnish such 
complete documentation to the person who 
is seeking to submit, or who has submitted, 
such report or application. 

‘‘(b) REVIEW OF SIGNIFICANT DECISIONS.— 
‘‘(1) REQUEST FOR SUPERVISORY REVIEW OF 

SIGNIFICANT DECISION.—Any person may re-
quest a supervisory review of the significant 
decision described in subsection (a)(1). Such 
review may be conducted at the next super-
visory level or higher above the individual 
who made the significant decision. 

‘‘(2) SUBMISSION OF REQUEST.—A person re-
questing a supervisory review under para-
graph (1) shall submit such request to the 
Secretary not later than 30 days after such 
decision and shall indicate in the request 
whether such person seeks an in-person 
meeting or a teleconference review. 

‘‘(3) TIMEFRAME.— 
‘‘(A) IN GENERAL.—Except as provided in 

subparagraph (B), the Secretary shall sched-
ule an in-person or teleconference review, if 
so requested, not later than 30 days after 
such request is made. The Secretary shall 
issue a decision to the person requesting a 
review under this subsection not later than 
45 days after the request is made under para-
graph (1), or, in the case of a person who re-
quests an in-person meeting or teleconfer-
ence, 30 days after such meeting or tele-
conference. 

‘‘(B) EXCEPTION.—Subparagraph (A) shall 
not apply in cases that are referred to ex-
perts outside of the Food and Drug Adminis-
tration.’’. 
SEC. 704. TRANSPARENCY IN CLEARANCE PROC-

ESS. 
(a) PUBLICATION OF DETAILED DECISION 

SUMMARIES.—Section 520(h) (21 U.S.C. 360j(h)) 
is amended by adding at the end the fol-
lowing: 

‘‘(5) Subject to subsection (c) and section 
301(j), the Secretary shall regularly publish 
detailed decision summaries for each clear-
ance of a device under section 510(k) requir-
ing clinical data.’’. 

(b) APPLICATION.—The requirement of sec-
tion 520(h)(5) of the Federal Food, Drug, and 
Cosmetic Act, as added by subsection (a), ap-
plies only with respect to clearance of a de-
vice occurring after the date of the enact-
ment of this Act. 
SEC. 705. DEVICE MODIFICATIONS REQUIRING 

PREMARKET NOTIFICATION PRIOR 
TO MARKETING. 

Section 510(n) (21 U.S.C. 360(n)) is amended 
by— 

(1) striking ‘‘(n) The Secretary’’ and insert-
ing ‘‘(n)(1) The Secretary’’; and 

(2) by adding at the end the following: 
‘‘(2)(A) Not later than 18 months after the 

enactment of this paragraph, the Secretary 

shall submit to the Committee on Energy 
and Commerce of the House of Representa-
tives and the Committee on Health, Edu-
cation, Labor, and Pensions of the Senate a 
report regarding when a premarket notifica-
tion under subsection (k) should be sub-
mitted for a modification or change to a le-
gally marketed device. The report shall in-
clude the Secretary’s interpretation of the 
following terms: ‘could significantly affect 
the safety or effectiveness of the device’, ‘a 
significant change or modification in design, 
material, chemical composition, energy 
source, or manufacturing process,’, and 
‘major change or modification in the in-
tended use of the device’. The report also 
shall discuss possible processes for industry 
to use to determine whether a new submis-
sion under subsection (k) is required and 
shall analyze how to leverage existing qual-
ity system requirements to reduce pre-
market burden, facilitate continual device 
improvement. and provide reasonable assur-
ance of safety and effectiveness of modified 
devices. In developing such report, the Sec-
retary shall consider the input of interested 
stakeholders. 

‘‘(B) The Secretary shall withdraw the 
Food and Drug Administration draft guid-
ance entitled ‘Guidance for Industry and 
FDA Staff—510(k) Device Modifications: De-
ciding When to Submit a 510(k) for a Change 
to an Existing Device’, dated July 27, 2011, 
and shall not use this draft guidance as part 
of, or for the basis of, any premarket review 
or any compliance or enforcement decisions 
or actions. The Secretary shall not issue— 

‘‘(i) any draft guidance or proposed regula-
tion that addresses when to submit a pre-
market notification submission for changes 
and modifications made to a manufacturer’s 
previously cleared device before the receipt 
by the Committee on Energy and Commerce 
of the House of Representatives and the 
Committee on Health, Education, Labor, and 
Pensions of the Senate of the report required 
in subparagraph (A); and 

‘‘(ii) any final guidance or regulation on 
that topic for one year after date of receipt 
of such report by the Committee on Energy 
and Commerce of the House of Representa-
tives and the Committee on Health, Edu-
cation, Labor, and Pensions of the Senate. 

‘‘(C) The Food and Drug Administration 
guidance entitled ‘Deciding When to Submit 
a 510(k) for a Change to an Existing Device’, 
dated January 10, 1997, shall be in effect 
until the subsequent issuance of guidance or 
promulgation, if appropriate, of a regulation 
described in subparagraph (B), and the Sec-
retary shall interpret such guidance in a 
manner that is consistent with the manner 
in which the Secretary has interpreted such 
guidance since 1997.’’. 

Subtitle B—Patients Come First 
SEC. 711. ESTABLISHMENT OF SCHEDULE AND 

PROMULGATION OF REGULATION. 
(a) ESTABLISHMENT OF SCHEDULE.—Not 

later than 90 days after the date of enact-
ment of this Act, the Secretary of Health 
and Human Services shall establish the 
schedule referred to in section 515(i)(3) of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 360e(i)(3)). 

(b) REGULATION.—Not later than one year 
after the date that the schedule is estab-
lished under such section 515(i)(3) (as re-
quired by subsection (a)) the Secretary shall 
issue a final regulation under section 515(b) 
of such Act for each device that the Sec-
retary requires to remain in class III 
through a determination under section 
515(i)(2) of such Act. 
SEC. 712. PROGRAM TO IMPROVE THE DEVICE 

RECALL SYSTEM. 
Chapter V is amended by inserting after 

section 518 (21 U.S.C. 360h) the following: 
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‘‘SEC. 518A. PROGRAM TO IMPROVE THE DEVICE 

RECALL SYSTEM. 
‘‘(a) IN GENERAL.—The Secretary shall— 
‘‘(1) establish a program to routinely and 

systematically assess information relating 
to device recalls and use such information to 
proactively identify strategies for miti-
gating health risks presented by defective or 
unsafe devices; 

‘‘(2) clarify procedures for conducting de-
vice recall audit checks to improve the abil-
ity of investigators to perform those checks 
in a consistent manner; 

‘‘(3) develop detailed criteria for assessing 
whether a person performing a device recall 
has performed an effective correction or ac-
tion plan for the recall; and 

‘‘(4) document the basis for each termi-
nation by the Food and Drug Administration 
of a device recall. 

‘‘(b) ASSESSMENT CONTENT.—The program 
established under subsection (a)(1) shall, at a 
minimum, identify— 

‘‘(1) trends in the number and types of de-
vice recalls; 

‘‘(2) devices that are most frequently the 
subject of a recall; and 

‘‘(3) underlying causes of device recalls. 
‘‘(c) DEFINITION.—In this section, the term 

‘recall’ means— 
‘‘(1) the removal from the market of a de-

vice pursuant to an order of the Secretary 
under subsection (b) or (e) of section 518; or 

‘‘(2) the correction or removal from the 
market of a device at the initiative of the 
manufacturer or importer of the device that 
is required to be reported to the Secretary 
under section 519(g).’’. 

Subtitle C—Novel Device Regulatory Relief 
SEC. 721. MODIFICATION OF DE NOVO APPLICA-

TION PROCESS. 
(a) IN GENERAL.—Section 513(f)(2) (21 U.S.C. 

360c(f)(2)) is amended— 
(1) by inserting ‘‘(i)’’ after ‘‘(2)(A)’’; 
(2) in subparagraph (A)(i), as so designated 

by paragraph (1), by striking ‘‘under the cri-
teria set forth’’ and all that follows through 
the end of subparagraph (A) and inserting a 
period; 

(3) by adding at the end of subparagraph 
(A) the following: 

‘‘(ii) In lieu of submitting a report under 
section 510(k) and submitting a request for 
classification under clause (i) for a device, if 
a person determines there is no legally mar-
keted device upon which to base a deter-
mination of substantial equivalence (as de-
fined in subsection (i)), a person may submit 
a request under this clause for the Secretary 
to classify the device. 

‘‘(iii) Upon receipt of a request under 
clause (i) or (ii), the Secretary shall classify 
the device subject to the request under the 
criteria set forth in subparagraphs (A) 
through (C) of subsection (a)(1) within 120 
days. 

‘‘(iv) Notwithstanding clause (iii), the Sec-
retary may decline to undertake a classifica-
tion of a device pursuant to a request under 
clause (ii) if the Secretary— 

‘‘(I) identifies a legally marketed device 
that would permit a substantial equivalence 
determination under paragraph (1) for the 
device; or 

‘‘(II) determines that the device submitted 
is not of low-moderate risk or special con-
trols to mitigate the risks cannot be devel-
oped for the device. 

‘‘(v) The person submitting the request for 
classification under this subparagraph may 
recommend to the Secretary a classification 
for the device and shall, if recommending 
classification in class II, include in the re-
quest an initial draft proposal for applicable 
special controls, as described in subsection 
(a)(1)(B), that are necessary, in conjunction 
with general controls, to provide reasonable 

assurance of safety and effectiveness and a 
description of how the special controls pro-
vide such assurance. Any such request shall 
describe the device and provide detailed in-
formation and reasons for the recommended 
classification.’’; and 

(4) in subparagraph (B), by striking ‘‘Not 
later than 60 days after the date of the sub-
mission of the request under subparagraph 
(A), the Secretary’’ and inserting ‘‘The Sec-
retary’’. 

(b) CONFORMING AMENDMENTS.—Section 
513(f) of such Act (21 U.S.C. 360c(f)) is amend-
ed in paragraph (1)— 

(1) in subparagraph (A), by striking ‘‘, or’’ 
at the end and inserting a semicolon; 

(2) in subparagraph (B), by striking the pe-
riod and inserting ‘‘; or’’; and 

(3) by inserting after subparagraph (B) the 
following: 

‘‘(C) the device is classified pursuant to a 
request submitted under paragraph (2).’’. 

Subtitle D—Keeping America Competitive 
Through Harmonization 

SEC. 731. HARMONIZATION OF DEVICE PRE-
MARKET REVIEW, INSPECTION, AND 
LABELING SYMBOLS; REPORT. 

(a) IN GENERAL.—Paragraph (4) of section 
803(c) (21 U.S.C. 383(c)) is amended to read as 
follows: 

‘‘(4) With respect to devices, the Secretary 
may, when appropriate, enter into arrange-
ments with nations regarding methods and 
approaches to harmonizing regulatory re-
quirements for activities, including inspec-
tions and common international labeling 
symbols.’’. 

(b) REPORT.—Not later than 3 years after 
the date of enactment of this Act, the Sec-
retary of Health and Human Services shall 
submit to the Committee on Health, Edu-
cation, Labor, and Pensions of the Senate 
and the Committee on Energy and Commerce 
of the House of Representatives a report on 
the Food and Drug Administration’s harmo-
nization activities, itemizing methods and 
approaches that have been harmonized pur-
suant to section 803(c)(4) of the Federal 
Food, Drug, and Cosmetic Act, as amended 
by subsection (a). 
SEC. 732. PARTICIPATION IN INTERNATIONAL 

FORA. 
Paragraph (3) of section 803(c) (21 U.S.C. 

383(c)) is amended— 
(1) by striking ‘‘(3)’’ and inserting ‘‘(3)(A)’’; 

and 
(2) by adding at the end the following: 
‘‘(B) In carrying out subparagraph (A), the 

Secretary may participate in appropriate 
fora, including the International Medical De-
vice Regulators Forum, and may— 

‘‘(i) provide guidance to such fora on strat-
egies, policies, directions, membership, and 
other activities of a forum as appropriate; 

‘‘(ii) to the extent appropriate, solicit, re-
view, and consider comments from industry, 
academia, health care professionals, and pa-
tient groups regarding the activities of such 
fora; and 

‘‘(iii) to the extent appropriate, inform the 
public of the Secretary’s activities within 
such fora, and share with the public any doc-
umentation relating to a forum’s strategies, 
policies, and other activities of such fora.’’. 

Subtitle E—FDA Renewing Efficiency From 
Outside Reviewer Management 

SEC. 741. REAUTHORIZATION OF THIRD PARTY 
REVIEW. 

(a) PERIODIC REACCREDITATION.—Section 
523(b)(2) (21 U.S.C. 360m(b)(2)) is amended by 
adding at the end of the following: 

‘‘(E) PERIODIC REACCREDITATION.— 
‘‘(i) PERIOD.—Subject to suspension or 

withdrawal under subparagraph (B), any ac-
creditation under this section shall be valid 
for a period of 3 years after its issuance. 

‘‘(ii) RESPONSE TO REACCREDITATION RE-
QUEST.—Upon the submission of a request by 

an accredited person for reaccreditation 
under this section, the Secretary shall ap-
prove or deny such request not later than 60 
days after receipt of the request. 

‘‘(iii) CRITERIA.—Not later than 120 days 
after the date of the enactment of this sub-
paragraph, the Secretary shall establish and 
publish in the Federal Register criteria to 
reaccredit or deny reaccreditation to persons 
under this section. The reaccreditation of 
persons under this section shall specify the 
particular activities under subsection (a), 
and the devices, for which such persons are 
reaccredited.’’. 

(b) DURATION OF AUTHORITY.—Section 
523(c) (21 U.S.C. 360m(c)) is amended by strik-
ing ‘‘October 1, 2012’’ and inserting ‘‘October 
1, 2017’’. 
SEC. 742. REAUTHORIZATION OF THIRD PARTY 

INSPECTION. 
Section 704(g)(11) (21 U.S.C. 374(g)(11)) is 

amended by striking ‘‘October 1, 2012’’ and 
inserting ‘‘October 1, 2017’’. 

Subtitle F—Humanitarian Device Reform 
SEC. 751. EXPANDED ACCESS TO HUMANITARIAN 

USE DEVICES. 
(a) IN GENERAL.—Section 520(m) (21 U.S.C. 

360j(m)) is amended— 
(1) in paragraph (6)— 
(A) in subparagraph (A)— 
(i) in the matter preceding clause (i), by 

striking ‘‘subparagraph (D)’’ and inserting 
‘‘subparagraph (C)’’; 

(ii) by striking clause (i) and inserting the 
following: 

‘‘(i) The device with respect to which the 
exemption is granted— 

‘‘(I) is intended for the treatment or diag-
nosis of a disease or condition that occurs in 
pediatric patients or in a pediatric sub-
population, and such device is labeled for use 
in pediatric patients or in a pediatric sub-
population in which the disease or condition 
occurs; or 

‘‘(II) is intended for the treatment or diag-
nosis of a disease or condition that does not 
occur in pediatric patients or that occurs in 
pediatric patients in such numbers that the 
development of the device for such patients 
is impossible, highly impracticable, or un-
safe.’’; 

(iii) by striking clause (ii) and inserting 
the following: 

‘‘(ii) During any calendar year, the number 
of such devices distributed during that year 
under each exemption granted under this 
subsection does not exceed the number of 
such devices needed to treat, diagnose, or 
cure a population of 4,000 individuals in the 
United States (referred to in this paragraph 
as the ‘annual distribution number’).’’; and 

(iv) in clause (iv), by striking ‘‘2012’’ and 
inserting ‘‘2017’’; 

(B) by striking subparagraph (C); 
(C) by redesignating subparagraphs (D) and 

(E) as subparagraphs (C) and (D), respec-
tively; and 

(D) in subparagraph (C), as so redesignated, 
by striking ‘‘and modified under subpara-
graph (C), if applicable,’’; 

(2) in paragraph (7), by striking ‘‘regarding 
a device’’ and inserting ‘‘regarding a device 
described in paragraph (6)(A)(i)(I)’’; and 

(3) in paragraph (8), by striking ‘‘of all de-
vices described in paragraph (6)’’ and insert-
ing ‘‘of all devices described in paragraph 
(6)(A)(i)(I)’’. 

(b) APPLICABILITY TO EXISTING DEVICES.—A 
sponsor of a device for which an exemption 
was approved under paragraph (2) of section 
520(m) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 360j(m)) before the date 
of enactment of this Act may seek a deter-
mination under subclause (I) or (II) of para-
graph (6)(A)(i) of such section 520(m) (as 
amended by subsection (a)). If the Secretary 
determines that such subclause (I) or (II) ap-
plies with respect to a device, then clauses 
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(ii), (iii), and (iv) of subparagraph (A) and 
subparagraphs (B), (C), and (D) of paragraph 
(6) of such section 520(m) shall apply to such 
device. 

(c) REPORT.—Not later than January 1, 
2017, the Comptroller General of the United 
States shall submit to Congress a report that 
evaluates and describes— 

(1) the effectiveness of the amendments 
made by subsection (a) in stimulating inno-
vation with respect to medical devices, in-
cluding any favorable or adverse impact on 
pediatric device development; 

(2) the impact of such amendments on pedi-
atric device approvals for devices that re-
ceived a humanitarian use designation under 
section 520(m) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 360j(m)) prior to the 
date of enactment of this Act; 

(3) the status of public and private insur-
ance coverage of devices granted an exemp-
tion under paragraph (2) of such section 
520(m) and costs to patients of such devices; 

(4) the impact that paragraph (4) of such 
section 520(m) has had on access to and in-
surance coverage of devices granted an ex-
emption under paragraph (2) of such section 
520(m); and 

(5) the effect of the amendments made by 
subsection (a) on patients described in such 
section 520(m). 
Subtitle G—Records and Reports on Devices 

SEC. 761. UNIQUE DEVICE IDENTIFICATION SYS-
TEM REGULATIONS. 

Not later than 120 days after the date of 
enactment of this Act, the Secretary of 
Health and Human Services shall promulgate 
the regulations required by section 519(f) of 
the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 360i(f)). 
SEC. 762. EFFECTIVE DEVICE SENTINEL PRO-

GRAM. 
(a) INCLUSION OF DEVICES IN POSTMARKET 

RISK IDENTIFICATION AND ANALYSIS SYSTEM.— 
Section 519 (21 U.S.C. 360i) is amended by 
adding at the end the following: 

‘‘(h) INCLUSION OF DEVICES IN POSTMARKET 
RISK IDENTIFICATION AND ANALYSIS SYSTEM.— 

‘‘(1) IN GENERAL.—The Secretary shall 
amend the procedures established and main-
tained under clauses (i), (ii), (iii), and (v) of 
section 505(k)(3)(C) in order to expand the 
postmarket risk identification and analysis 
system established under such section to in-
clude and apply to devices. 

‘‘(2) DATA.—In expanding the system as de-
scribed in paragraph (1), the Secretary shall 
use relevant data with respect to devices 
cleared under section 510(k) or approved 
under section 515, which may include claims 
data, patient survey data, and standardized 
analytic files that allow for the pooling and 
analysis of data from disparate data environ-
ments. 

‘‘(3) STAKEHOLDER INPUT.—To help ensure 
effective implementation of the system as 
described in paragraph (1) with respect to de-
vices, the Secretary shall engage outside 
stakeholders in development of the system, 
and gather information from outside stake-
holders regarding the content of an effective 
sentinel program, through a public hearing, 
advisory committee meeting, maintenance 
of a public docket, or other similar public 
measures. 

‘‘(4) VOLUNTARY SURVEYS.—Chapter 35 of 
title 44, United States Code, shall not apply 
to the collection of voluntary information 
from health care providers, such as vol-
untary surveys or questionnaires, initiated 
by the Secretary for purposes of postmarket 
risk identification, mitigation, and analysis 
for devices.’’. 

(b) AMENDMENTS TO POSTMARKET RISK 
IDENTIFICATION AND ANALYSIS SYSTEM.—Sec-
tion 505(k)(3)(C)(i) (21 U.S.C. 355(k)(3)(C)(i)) is 
amended— 

(1) by striking subclause (II); 
(2) by redesignating subclauses (III) 

through (VI) as subclauses (II) through (V), 
respectively; and 

(3) in item (bb) of subclause (II), as so re-
designated, by striking ‘‘pharmaceutical 
purchase data and health insurance claims 
data’’ and inserting ‘‘medical device utiliza-
tion data, health insurance claims data, and 
procedure and device registries’’. 

Subtitle H—Miscellaneous 
SEC. 771. CUSTOM DEVICES. 

Section 520(b) (21 U.S.C. 360j) is amended to 
read as follows: 

‘‘(b) CUSTOM DEVICES.— 
‘‘(1) IN GENERAL.—The requirements of sec-

tions 514 and 515 shall not apply to a device 
that— 

‘‘(A) is created or modified in order to com-
ply with the order of an individual physician 
or dentist (or any other specially qualified 
person designated under regulations promul-
gated by the Secretary after an opportunity 
for an oral hearing); 

‘‘(B) in order to comply with an order de-
scribed in subparagraph (A), necessarily de-
viates from an otherwise applicable perform-
ance standard under section 514 or require-
ment under section 515; 

‘‘(C) is not generally available in the 
United States in finished form through label-
ing or advertising by the manufacturer, im-
porter, or distributor for commercial dis-
tribution; 

‘‘(D) is designed to treat a unique pathol-
ogy or physiological condition that no other 
device is domestically available to treat; 

‘‘(E)(i) is intended to meet the special 
needs of such physician or dentist (or other 
specially qualified person so designated) in 
the course of the professional practice of 
such physician or dentist (or other specially 
qualified person so designated); or 

‘‘(ii) is intended for use by an individual 
patient named in such order of such physi-
cian or dentist (or other specially qualified 
person so designated); 

‘‘(F) is assembled from components or 
manufactured and finished on a case-by-case 
basis to accommodate the unique needs of in-
dividuals described in clause (i) or (ii) of sub-
paragraph (E); and 

‘‘(G) may have common, standardized de-
sign characteristics, chemical and material 
compositions, and manufacturing processes 
as commercially distributed devices. 

‘‘(2) LIMITATIONS.—Paragraph (1) shall 
apply to a device only if— 

‘‘(A) such device is for the purpose of treat-
ing a sufficiently rare condition, such that 
conducting clinical investigations on such 
device would be impractical; 

‘‘(B) production of such device under para-
graph (1) is limited to no more than 5 units 
per year of a particular device type, provided 
that such replication otherwise complies 
with this section; and 

‘‘(C) the manufacturer of such device noti-
fies the Secretary on an annual basis, in a 
manner prescribed by the Secretary, of the 
manufacture of such device. 

‘‘(3) GUIDANCE.—Not later than 2 years 
after the date of enactment of this section, 
the Secretary shall issue final guidance on 
replication of multiple devices described in 
paragraph (2)(B).’’. 
SEC. 772. PEDIATRIC DEVICE REAUTHORIZATION. 

(a) FINAL RULE RELATING TO TRACKING OF 
PEDIATRIC USES OF DEVICES.—The Secretary 
of Health and Human Services shall issue— 

(1) a proposed rule implementing section 
515A(a)(2) of the Federal Food, Drug and Cos-
metic Act (21 U.S.C. 360e–1(a)(2)) not later 
than December 31, 2012; and 

(2) a final rule implementing such section 
not later than December 31, 2013. 

(b) DEMONSTRATION GRANTS TO IMPROVE 
PEDIATRIC DEVICE AVAILABILITY.—Section 

305(e) of the Pediatric Medical Device Safety 
and Improvement Act of 2007 (Title III of 
Public Law 110–85) is amended by striking 
‘‘2008 through 2012’’ and inserting ‘‘2013 
through 2017’’. 
SEC. 773. REPORT ON REGULATION OF HEALTH 

INFORMATION TECHNOLOGY. 
(a) REPORT.—Not later than 18 months 

after the date of the enactment of this Act, 
the Secretary of Health and Human Services, 
in consultation with the Commissioner of 
Food and Drugs, the National Coordinator 
for Health Information Technology, and the 
Chairman of the Federal Communications 
Commission, shall submit to the Committee 
on Energy and Commerce of the House of 
Representatives and the appropriate com-
mittees of the Senate a report that con-
tains— 

(1) a strategy for coordinating the regula-
tion of health information technology in 
order to avoid regulatory duplication; and 

(2) recommendations on an appropriate 
regulatory framework for health information 
technology, including a risk-based frame-
work. 

(b) DEFINITION.—In this section, the terms 
‘‘health information technology’’ has the 
meaning given such term in section 3000(5) of 
the Public Health Service Act and includes 
technologies such as electronic health 
records, personal health records, mobile 
medical applications, computerized health 
care provider order entry systems, and clin-
ical decision support. 

TITLE VIII—DRUG REGULATORY 
IMPROVEMENTS 

Subtitle A—Drug Supply Chain 
SEC. 801. REGISTRATION OF PRODUCERS OF 

DRUGS. 
(a) TIMING.—Section 510 (21 U.S.C. 360) is 

amended— 
(1) in subsection (b)(1), by striking ‘‘On or 

before’’ and inserting ‘‘During the period be-
ginning on October 1 and ending on’’; and 

(2) in subsection (i)(1)(B)(i), by striking 
‘‘on or before’’ and inserting ‘‘during the pe-
riod beginning on October 1 and ending on’’. 

(b) ESTABLISHMENTS NOT DULY REG-
ISTERED; MISBRANDING.—Section 502(o) (21 
U.S.C. 352(o)) is amended by striking ‘‘in any 
State’’. 
SEC. 802. INSPECTION OF DRUGS. 

Subsection (h) of section 510 (21 U.S.C. 360) 
is amended— 

(1) by striking ‘‘(h)’’ and inserting ‘‘(h)(1)’’; 
(2) by inserting ‘‘with respect to the manu-

facture, preparation, propagation, 
compounding, or processing of a device’’ 
after ‘‘registered with the Secretary pursu-
ant to this section’’; 

(3) by striking ‘‘of a drug or drugs or’’; and 
(4) by adding at the end the following: 
‘‘(2) INSPECTIONS WITH RESPECT TO DRUG 

ESTABLISHMENTS.—With respect to the man-
ufacture, preparation, propagation, 
compounding, or processing of a drug: 

‘‘(A) IN GENERAL.—Every establishment 
that is required to be registered with the 
Secretary under this section shall be subject 
to inspection pursuant to section 704. 

‘‘(B) RISK-BASED SCHEDULE.—In the case of 
an establishment that is engaged in the man-
ufacture, preparation, propagation, 
compounding, or processing of a drug or 
drugs (referred to in this subsection as a 
‘drug establishment’), the inspections re-
quired under subparagraph (A) shall be con-
ducted by officers or employees duly des-
ignated by the Secretary, on a risk-based 
schedule established by the Secretary. 

‘‘(C) RISK FACTORS.—In establishing the 
risk-based schedule under subparagraph (B), 
the Secretary shall allocate resources to in-
spect establishments according to the known 
safety risks of such establishments, based on 
the following factors: 
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‘‘(i) The compliance history of the estab-

lishment. 
‘‘(ii) The inspection frequency and history 

of the establishment, including whether it 
has been inspected pursuant to section 704 
within the last four years. 

‘‘(iii) The record, history, and nature of re-
calls linked to the establishment. 

‘‘(iv) The inherent risk of the drug manu-
factured, prepared, propagated, compounded, 
or processed at the establishment. 

‘‘(v) Any other criteria deemed necessary 
and appropriate by the Secretary for pur-
poses of allocating inspection resources. 

‘‘(D) EFFECT OF STATUS.—In determining 
the risk associated with an establishment for 
purposes of establishing a risk-based sched-
ule under subparagraph (B), the Secretary 
shall not consider whether the drugs manu-
factured, prepared, propagated, compounded, 
or processed by such establishment are drugs 
described in section 503(b)(1). 

‘‘(E) ANNUAL REPORT ON INSPECTIONS OF ES-
TABLISHMENTS.—Not later than February 1 of 
each year, the Secretary shall submit to 
Congress a report that contains the fol-
lowing: 

‘‘(i) The number of domestic and foreign 
establishments registered pursuant to this 
section in the previous calendar year. 

‘‘(ii) The number of such registered domes-
tic and foreign establishments that the Sec-
retary inspected in the previous calendar 
year. 

‘‘(iii) The number of such registered estab-
lishments that list one or more drugs ap-
proved pursuant to an application filed under 
section 505(j). 

‘‘(iv) The number of such registered estab-
lishments that list one or more drugs ap-
proved pursuant to an application filed under 
section 505(b). 

‘‘(v) The number of registered establish-
ments that list both drug products approved 
pursuant to an application filed under sec-
tion 505(j) and drug products approved pursu-
ant to an application filed under section 
505(b). 

‘‘(vi) A description of how the Secretary 
implemented the risk-based schedule under 
subparagraph (B) utilizing the factors under 
subparagraph (C). 

‘‘(F) PUBLIC AVAILABILITY OF ANNUAL RE-
PORTS.—The Secretary shall make the report 
required under subparagraph (E) available to 
the public on the Internet Web site of the 
Food and Drug Administration.’’. 
SEC. 803. DRUG SUPPLY QUALITY AND SAFETY. 

Paragraph (a) of section 501 (21 U.S.C. 351) 
is amended by adding at the end the fol-
lowing: ‘‘For purposes of subparagraph (2)(B), 
the term ‘current good manufacturing prac-
tice’ includes the implementation of over-
sight and controls over the manufacture of 
drugs to ensure quality, including managing 
the risk of and establishing the safety of raw 
materials, materials used in the manufac-
turing of drugs, and finished drug products.’’. 
SEC. 804. PROHIBITION AGAINST DELAYING, DE-

NYING, LIMITING, OR REFUSING IN-
SPECTION. 

(a) IN GENERAL.—Section 501 (21 U.S.C. 351) 
is amended by adding at the end the fol-
lowing: 

‘‘(j) If it is a drug and it has been manufac-
tured, processed, packed, or held in any fac-
tory, warehouse, or establishment and the 
owner, operator, or agent of such factory, 
warehouse, or establishment delays, denies, 
or limits an inspection, or refuses to permit 
entry or inspection.’’. 

(b) GUIDANCE.—Not later than 1 year after 
the date of enactment of this section, the 
Secretary of Health and Human Services 
shall issue guidance that defines the cir-
cumstances that would constitute delaying, 
denying, or limiting inspection, or refusing 

to permit entry or inspection, for purposes of 
section 501(j) of the Federal Food, Drug, and 
Cosmetic Act (as added by subsection (a)). 
SEC. 805. DESTRUCTION OF ADULTERATED, MIS-

BRANDED, OR COUNTERFEIT DRUGS 
OFFERED FOR IMPORT. 

(a) IN GENERAL.—The sixth sentence of sec-
tion 801(a) (21 U.S.C. 381(a)) is amended by in-
serting before the period at the end the fol-
lowing: ‘‘, except that the Secretary of 
Health and Human Services, in consultation 
with the Secretary of Homeland Security, 
may cause the destruction, without the op-
portunity for export, of any drug refused ad-
mission that has reasonable probability of 
causing serious adverse health consequences 
or death, as determined by the Secretary of 
Health and Human Services, or that is val-
ued at an amount that is $2,000 or less (or 
such higher amount as the Secretary of 
Homeland Security may set by regulation 
pursuant to section 498 of the Tariff Act of 
1930 (19 U.S.C. 1498))’’. 

(b) NOTICE.—Section 801(a) (21 U.S.C. 
381(a)), as amended by subsection (a), is fur-
ther amended by inserting after the sixth 
sentence the following: ‘‘The Secretary of 
Health and Human Services shall issue regu-
lations providing for notice and an oppor-
tunity for a hearing on the destruction of a 
drug under the previous sentence. For a drug 
with a value less than and or equal to $2,000 
(or, as described in the sixth sentence of this 
subsection, such higher amount as the Sec-
retary of Homeland Security may set by reg-
ulation pursuant to section 498 of the Tariff 
Act of 1930 (19 U.S.C. 1498)) the regulations 
under the previous sentence shall provide for 
prompt notice and an opportunity for a hear-
ing for the owner or consignee before or after 
the destruction has occurred. For a drug 
with a value greater than $2,000 (or, as de-
scribed in the sixth sentence of this sub-
section, such higher amount as the Sec-
retary of Homeland Security may set by reg-
ulation pursuant to section 498 of the Tariff 
Act of 1930 (19 U.S.C. 1498)) that has reason-
able probability of causing serious adverse 
health consequences or death as determined 
by the Secretary of Health and Human Serv-
ices, the regulations under the seventh sen-
tence of this subsection shall provide for no-
tice and an opportunity for a hearing to the 
owner or consignee before the destruction 
occurs.’’. 

(c) RESTITUTION.—In the regulations de-
scribed in the seventh sentence of section 
801(a) of the Federal Food, Drug, and Cos-
metic Act (as added by subsection (b)), the 
Secretary of Health and Human Services 
shall establish an administrative process 
whereby an owner or consignee of a drug de-
stroyed without an opportunity for a hearing 
on destruction may obtain restitution for 
the value of the drug destroyed under the 
sixth sentence of such section upon dem-
onstration that such drug was wrongfully de-
stroyed. 

(d) CONFORMING AMENDMENT.—The first 
sentence of section 801(a) (21 U.S.C. 381(a)) is 
amended by inserting ‘‘, except as otherwise 
described in the sixth and seventh sentences 
of this subsection,’’ after ‘‘giving notice 
thereof’’. 
SEC. 806. ADMINISTRATIVE DETENTION. 

(a) IN GENERAL.—Section 304(g) (21 U.S.C. 
335a(g)) is amended— 

(1) in paragraph (1), by inserting ‘‘, drug,’’ 
after ‘‘device’’, each place it appears; 

(2) in paragraph (2)(A), by inserting ‘‘, 
drug,’’ after ‘‘(B), a device’’; and 

(3) in paragraph (2)(B), by inserting ‘‘or 
drug’’ after ‘‘device’’ each place it appears. 

(b) REGULATION.—Not later than 2 years 
after the date of the enactment of this Act, 
the Secretary of Health and Human Services 
shall promulgate regulations to implement 

administrative detention authority with re-
spect to drugs, as authorized by the amend-
ments made by subsection (a). Before pro-
mulgating such regulations, the Secretary 
shall consult with stakeholders, including 
manufacturers of drugs. 

(c) EFFECTIVE DATE.—The amendments 
made by subsection (a) shall not take effect 
until the Secretary has issued a final regula-
tion under subsection (b). 
SEC. 807. ENHANCED CRIMINAL PENALTY FOR 

COUNTERFEIT DRUGS. 
(a) IN GENERAL.—Section 303(a) (21 U.S.C. 

333(a)) is amended by adding at the end the 
following: 

‘‘(3) Notwithstanding paragraph (2), any 
person who engages in any conduct described 
in section 301(i)(2) knowing or having reason 
to know that the conduct concerns the ren-
dering of a drug as a counterfeit drug, or who 
engages in conduct described in section 
301(i)(3) knowing or having reason to know 
that the conduct will cause a drug to be a 
counterfeit drug or knowing or having rea-
son to know that a drug held, sold, or dis-
pensed is a counterfeit drug, shall be fined in 
accordance with title 18, United States Code, 
or imprisoned not more than 20 years, or 
both, except that if the use of the counterfeit 
drug by a consumer is the proximate cause of 
the death of the consumer, the term of im-
prisonment shall be any term of years or for 
life.’’. 

(b) CONFORMING AMENDMENT.—Section 
201(g)(2) (21 U.S.C. 321(g)(2)) is amended by 
adding at the end the following sentence: 
‘‘The term ‘counterfeit drug’ shall not in-
clude a drug or placebo intended for use in a 
clinical trial that is intentionally labeled or 
marked to maintain proper blinding of the 
study.’’. 
SEC. 808. UNIQUE FACILITY IDENTIFICATION 

NUMBER. 
(a) DOMESTIC ESTABLISHMENTS.—Section 

510 (21 U.S.C. 360) is amended— 
(1) in subsection (b)(1), by striking ‘‘and all 

such establishments’’ and inserting ‘‘all such 
establishments, and the unique facility iden-
tifier of each such establishment’’; and 

(2) in subsection (c), by striking ‘‘and such 
establishment’’ and inserting ‘‘such estab-
lishment, and the unique facility identifier 
of such establishment’’. 

(b) FOREIGN ESTABLISHMENTS.—Subpara-
graph (A) of section 510(i)(1) (21 U.S.C. 
360(i)(1)) is amended by inserting ‘‘the unique 
facility identifier of the establishment,’’ 
after ‘‘the name and place of business of the 
establishment,’’. 

(c) GUIDANCE.—Section 510 (21 U.S.C. 360) is 
amended by adding at the end the following: 

‘‘(q) GUIDANCE ON SUBMISSION OF UNIQUE 
FACILITY IDENTIFIERS.— 

‘‘(1) IN GENERAL.—Not later than 2 years 
after the date of the enactment of this sub-
section, the Secretary shall, by guidance, 
specify— 

‘‘(A) the unique facility identifier system 
to be used to meet the requirements of— 

‘‘(i) subsections (b)(1), (c), and (i)(1)(A) of 
this section; and 

‘‘(ii) section 801(s) (relating to registration 
of commercial importers); and 

‘‘(B) the form, manner, and timing of sub-
missions of unique facility identifiers under 
the provisions specified in subparagraph (A). 

‘‘(2) CONSIDERATION.—In developing the 
guidance under paragraph (1), the Secretary 
shall take into account the utilization of ex-
isting unique identification schemes and 
compatibility with customs automated sys-
tems.’’. 

(d) IMPORTATION.—Section 801(a) (21 U.S.C. 
381(a)) is amended by inserting ‘‘or (5) for an 
article that is a drug, the appropriate unique 
facility identifiers under subsection (s) (re-
lating to commercial importers) and section 
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510(i) (relating to foreign establishments), as 
specified by the Secretary, are not pro-
vided,’’ before ‘‘then such article shall be re-
fused admission’’. 
SEC. 809. DOCUMENTATION FOR ADMISSIBILITY 

OF IMPORTS. 
Section 801 (21 U.S.C. 381) is amended by 

adding at the end the following: 
‘‘(r) DOCUMENTATION.— 
‘‘(1) SUBMISSION.—The Secretary may re-

quire, in consultation with the Secretary of 
Homeland Security acting through U.S. Cus-
toms and Border Protection as determined 
appropriate by the Secretary, the submission 
of documentation or other information for a 
drug that is imported or offered for import 
into the United States. 

‘‘(2) REFUSAL OF ADMISSION.—A drug im-
ported or offered for import into the United 
States shall be refused admission unless all 
documentation and information the Sec-
retary requires under this Act, the Public 
Health Service Act, or both, as appropriate, 
for such article is submitted. 

‘‘(3) REGULATIONS.— 
‘‘(A) DOCUMENTS AND INFORMATION.—The 

Secretary shall issue a regulation to specify 
the documentation or other information that 
is described in paragraph (1). Such informa-
tion may include— 

‘‘(i) information demonstrating the regu-
latory status of the drug, such as the new 
drug application, abbreviated new drug ap-
plication, or investigational new drug or 
Drug Master File number; 

‘‘(ii) facility information, such as proof of 
registration and the unique facility identi-
fier; and 

‘‘(iii) indication of compliance with cur-
rent good manufacturing practice, such as 
satisfactory testing results, certifications 
relating to satisfactory inspections, and 
compliance with the country of export regu-
lations. 

‘‘(B) EXEMPTION.—The Secretary may, by 
regulation, exempt drugs imported for re-
search purposes only and other types of drug 
imports from some or all of the requirements 
of this subsection. 

‘‘(4) EFFECTIVE DATE.—The final rule under 
paragraph (3)(A) shall take effect not less 
than 180 days after the Secretary promul-
gates such final rule.’’. 
SEC. 810. REGISTRATION OF COMMERCIAL IM-

PORTERS. 
(a) PROHIBITIONS.—Section 301 (21 U.S.C. 

331) is amended by adding at the end the fol-
lowing: 

‘‘(aaa) The failure to register in accord-
ance with section 801(s).’’. 

(b) REGISTRATION.—Section 801 (21 U.S.C. 
381), as amended by section 809, is further 
amended by adding at the end the following: 

‘‘(s) REGISTRATION OF COMMERCIAL IMPORT-
ERS.— 

‘‘(1) REGISTRATION.—The Secretary shall 
require a commercial importer of drugs— 

‘‘(A) to be registered with the Secretary in 
a form and manner specified by the Sec-
retary; and 

‘‘(B) consistent with the guidance under 
section 510(q), to submit, at the time of reg-
istration, a unique identifier for the prin-
cipal place of business for which the im-
porter is required to register under this sub-
section. 

‘‘(2) REGULATIONS.— 
‘‘(A) IN GENERAL.—The Secretary, in con-

sultation with the Secretary of Homeland 
Security acting through U.S. Customs and 
Border Protection, shall promulgate regula-
tions to establish good importer practices 
that specify the measures an importer shall 
take to ensure imported drugs are in compli-
ance with the requirements of this Act and 
the Public Health Service Act. 

‘‘(B) EXPEDITED CLEARANCE FOR CERTAIN IM-
PORTERS.—In promulgating good importer 

practice regulations under subparagraph (A), 
the Secretary may, as appropriate, take into 
account differences among importers and 
types of imports, and, based on the level of 
risk posed by the imported drug, provide for 
expedited clearance for those importers that 
volunteer to participate in partnership pro-
grams for highly compliant companies. 

‘‘(3) DISCONTINUANCE OF REGISTRATION.— 
The Secretary shall discontinue the registra-
tion of any commercial importer of drugs 
that fails to comply with the regulations 
promulgated under this subsection. 

‘‘(4) EXEMPTIONS.—The Secretary, by no-
tice in the Federal Register, may establish 
exemptions from the requirements of this 
subsection.’’. 

(c) MISBRANDING.—Section 502(o) (21 U.S.C. 
352) is amended by inserting ‘‘if it is a drug 
and was imported or offered for import by a 
commercial importer of drugs not duly reg-
istered under section 801(s),’’ after ‘‘not duly 
registered under section 510,’’. 

(d) REGULATIONS.— 
(1) IN GENERAL.—Not later than 36 months 

after the date of the enactment of this Act, 
the Secretary of Health and Human Services, 
in consultation with the Secretary of Home-
land Security acting through U.S. Customs 
and Border Protection, shall promulgate the 
regulations required to carry out section 
801(s) of the Federal Food, Drug, and Cos-
metic Act, as added by subsection (b). 

(2) EFFECTIVE DATE.—In establishing the ef-
fective date of the regulations under para-
graph (1), the Secretary of Health and 
Human Services shall, in consultation with 
the Secretary of Homeland Security acting 
through U.S. Customs and Border Protec-
tion, as determined appropriate by the Sec-
retary of Health and Human Services, pro-
vide a reasonable period of time for an im-
porter of a drug to comply with good im-
porter practices, taking into account dif-
ferences among importers and types of im-
ports, including based on the level of risk 
posed by the imported product. 
SEC. 811. NOTIFICATION. 

(a) PROHIBITED ACTS.—Section 301 (21 
U.S.C. 331), as amended by section 810, is fur-
ther amended by adding at the end the fol-
lowing: 

‘‘(bbb) The failure to notify the Secretary 
in violation of section 568.’’. 

(b) NOTIFICATION.—Subchapter E of chapter 
V (21 U.S.C. 360bbb et seq.) is amended by 
adding at the end the following: 
‘‘SEC. 568. NOTIFICATION. 

‘‘(a) NOTIFICATION TO SECRETARY.—With re-
spect to a drug, the Secretary may require 
notification to the Secretary by a regulated 
person if the regulated person knows— 

‘‘(1) that the use of such drug in the United 
States may result in serious injury or death; 

‘‘(2) of a significant loss or known theft of 
such drug intended for use in the United 
States; or 

‘‘(3) that— 
‘‘(A) such drug has been or is being coun-

terfeited; and 
‘‘(B)(i) the counterfeit product is in com-

merce in the United States or could be rea-
sonably expected to be introduced into com-
merce; or 

‘‘(ii) such drug has been or is being im-
ported into the United States or may reason-
ably be expected to be offered for import into 
the United States. 

‘‘(b) MANNER OF NOTIFICATION.—Notifica-
tion under this section shall be made in such 
manner and by such means as the Secretary 
may specify by regulation or guidance. 

‘‘(c) SAVINGS CLAUSE.—Nothing in this sec-
tion shall be construed as limiting any other 
authority of the Secretary to require notifi-
cations related to a drug under any other 
provision of this Act or the Public Health 
Service Act. 

‘‘(d) DEFINITION.—In this section, the term 
‘regulated person’ means— 

‘‘(1) a person who is required to register 
under section 510 or 801(s); 

‘‘(2) a wholesale distributor of a drug prod-
uct; or 

‘‘(3) any other person that distributes 
drugs except a person that distributes drugs 
exclusively for retail sale.’’. 
SEC. 812. EXCHANGE OF INFORMATION. 

Section 708 (21 U.S.C. 379) is amended— 
(1) by striking ‘‘The Secretary may pro-

vide’’ and inserting the following: 
‘‘(a) CONTRACTORS.—The Secretary may 

provide’’; and 
(2) by adding at the end the following: 
‘‘(b) ABILITY TO RECEIVE AND PROTECT CON-

FIDENTIAL INFORMATION.—Except pursuant to 
an order of a court of the United States, the 
Secretary shall not be required to disclose 
under section 552 of title 5, United States 
Code, or any other provision of law, any in-
formation relating to drugs obtained from a 
Federal, State, or local government agency, 
or from a foreign government agency, if the 
agency has requested that the information 
be kept confidential. For purposes of section 
552 of title 5, United States Code, this sub-
section shall be considered a statute de-
scribed in section 552(b)(3)(B). 

‘‘(c) AUTHORITY TO ENTER INTO MEMORANDA 
OF UNDERSTANDING FOR PURPOSES OF INFOR-
MATION EXCHANGE.—The Secretary may 
enter into written agreements regarding the 
exchange of information referenced in sec-
tion 301(j) subject to the following criteria: 

‘‘(1) CERTIFICATION.—The Secretary may 
only enter into written agreements under 
this subsection with foreign governments 
that the Secretary has certified as having 
the authority and demonstrated ability to 
protect trade secret information from disclo-
sure. Responsibility for this certification 
shall not be delegated to any officer or em-
ployee other than the Commissioner of Food 
and Drugs. 

‘‘(2) WRITTEN AGREEMENT.—The written 
agreement under this subsection shall in-
clude a commitment by the foreign govern-
ment to protect information exchanged 
under this subsection from disclosure unless 
and until the sponsor gives written permis-
sion for disclosure or the Secretary makes a 
declaration of a public health emergency 
pursuant to section 319 of the Public Health 
Service Act that is relevant to the informa-
tion. 

‘‘(3) INFORMATION EXCHANGE.—The Sec-
retary may provide to a foreign government 
that has been certified under paragraph (1), 
and that has executed a written agreement 
under paragraph (2), information referenced 
in section 301(j) in the following cir-
cumstances: 

‘‘(A) Information concerning the inspec-
tion of a facility may be provided if— 

‘‘(i) the Secretary reasonably believes, or 
the written agreement described in para-
graph (2) establishes, that the government 
has authority to otherwise obtain such infor-
mation; and 

‘‘(ii) the written agreement executed under 
paragraph (2) limits the recipient’s use of the 
information to the recipient’s civil regu-
latory purposes. 

‘‘(B) Information not described in subpara-
graph (A) may be provided as part of an in-
vestigation, or to alert the foreign govern-
ment to the potential need for an investiga-
tion, if the Secretary has reasonable grounds 
to believe that a drug has a reasonable prob-
ability of causing serious adverse health con-
sequences or death. 

‘‘(d) NO LIMITATION ON AUTHORITY.—This 
section shall not affect the authority of the 
Secretary to provide or disclose information 
under any other provision of law.’’. 
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SEC. 813. EXTRATERRITORIAL JURISDICTION. 

Chapter III (21 U.S.C. 331 et seq.) is amend-
ed by adding at the end the following: 
‘‘SEC. 311. EXTRATERRITORIAL JURISDICTION. 

‘‘There is extraterritorial jurisdiction over 
any violation of this Act relating to any ar-
ticle regulated under this Act if such article 
was intended for import into the United 
States or if any act in furtherance of the vio-
lation was committed in the United States.’’. 
SEC. 814. PROTECTION AGAINST INTENTIONAL 

ADULTERATION. 
Section 303(b) (21 U.S.C. 333(b)) is amended 

by adding at the end the following: 
‘‘(7) Notwithstanding subsection (a)(2), any 

person that knowingly and intentionally en-
gages in an activity that results in a drug 
becoming adulterated under subsection 
(a)(1), (b), (c), or (d) of section 501 and having 
a reasonable probability of causing serious 
adverse health consequences or death shall 
be imprisoned for not more than 20 years or 
fined not more than $1,000,000, or both.’’. 
SEC. 815. RECORDS FOR INSPECTION. 

Section 704(a) (21 U.S.C. 374(a)) is amended 
by adding at the end the following: 

‘‘(4)(A) Any records or other information 
that the Secretary may inspect under this 
section from a person that owns or operates 
an establishment that is engaged in the man-
ufacture, preparation, propagation, 
compounding, or processing of a drug shall, 
upon the request of the Secretary, be pro-
vided to the Secretary by such person, in ad-
vance of or in lieu of an inspection, within a 
reasonable timeframe, within reasonable 
limits, and in a reasonable manner, and in 
either electronic or physical form, at the ex-
pense of such person. The Secretary’s re-
quest shall include a sufficient description of 
the records requested. 

‘‘(B) Upon receipt of the records requested 
under subparagraph (A), the Secretary shall 
provide to the person confirmation of re-
ceipt. 

‘‘(C) Nothing in this paragraph supplants 
the authority of the Secretary to conduct in-
spections otherwise permitted under this Act 
in order to ensure compliance with this 
Act.’’. 

Subtitle B—Medical Gas Safety 
SEC. 821. REGULATION OF MEDICAL GASES. 

Chapter V (21 U.S.C. 351 et seq.) is amended 
by adding at the end the following: 

‘‘Subchapter G—Medical Gases 
‘‘SEC. 575. DEFINITIONS. 

‘‘In this subchapter: 
‘‘(1) The term ‘designated medical gas’ 

means any of the following: 
‘‘(A) Oxygen that meets the standards set 

forth in an official compendium. 
‘‘(B) Nitrogen that meets the standards set 

forth in an official compendium. 
‘‘(C) Nitrous oxide that meets the stand-

ards set forth in an official compendium. 
‘‘(D) Carbon dioxide that meets the stand-

ards set forth in an official compendium. 
‘‘(E) Helium that meets the standards set 

forth in an official compendium. 
‘‘(F) Carbon monoxide that meets the 

standards set forth in an official compen-
dium. 

‘‘(G) Medical air that meets the standards 
set forth in an official compendium. 

‘‘(H) Any other medical gas deemed appro-
priate by the Secretary, after taking into ac-
count any investigational new drug applica-
tion or investigational new animal drug ap-
plication for the same medical gas submitted 
in accordance with regulations applicable to 
such applications in title 21 of the Code of 
Federal Regulations, unless any period of ex-
clusivity under section 505(c)(3)(E)(ii) or sec-
tion 505(j)(5)(F)(ii), or the extension of any 
such period under section 505A, applicable to 
such medical gas has not expired. 

‘‘(2) The term ‘medical gas’ means a drug 
that— 

‘‘(A) is manufactured or stored in a lique-
fied, nonliquefied, or cryogenic state; and 

‘‘(B) is administered as a gas. 
‘‘SEC. 576. REGULATION OF MEDICAL GASES. 

‘‘(a) CERTIFICATION OF DESIGNATED MEDICAL 
GASES.— 

‘‘(1) SUBMISSION.—Beginning 180 days after 
the date of enactment of this section, any 
person may file with the Secretary a request 
for certification of a medical gas as a des-
ignated medical gas. Any such request shall 
contain the following information: 

‘‘(A) A description of the medical gas. 
‘‘(B) The name and address of the sponsor. 
‘‘(C) The name and address of the facility 

or facilities where the medical gas is or will 
be manufactured. 

‘‘(D) Any other information deemed appro-
priate by the Secretary to determine wheth-
er the medical gas is a designated medical 
gas. 

‘‘(2) GRANT OF CERTIFICATION.—The certifi-
cation requested under paragraph (1) is 
deemed to be granted unless, within 60 days 
of the filing of such request, the Secretary 
finds that— 

‘‘(A) the medical gas subject to the certifi-
cation is not a designated medical gas; 

‘‘(B) the request does not contain the infor-
mation required under paragraph (1) or oth-
erwise lacks sufficient information to permit 
the Secretary to determine that the medical 
gas is a designated medical gas; or 

‘‘(C) denying the request is necessary to 
protect the public health. 

‘‘(3) EFFECT OF CERTIFICATION.— 
‘‘(A) IN GENERAL.— 
‘‘(i) APPROVED USES.—A designated medical 

gas for which a certification is granted under 
paragraph (2) is deemed, alone or in com-
bination, as medically appropriate, with an-
other designated medical gas or gases for 
which a certification or certifications have 
been granted, to have in effect an approved 
application under section 505 or 512, subject 
to all applicable post-approval requirements, 
for the following indications for use: 

‘‘(I) In the case of oxygen, the treatment or 
prevention of hypoxemia or hypoxia. 

‘‘(II) In the case of nitrogen, use in hypoxic 
challenge testing. 

‘‘(III) In the case of nitrous oxide, analge-
sia. 

‘‘(IV) In the case of carbon dioxide, use in 
extracorporeal membrane oxygenation ther-
apy or respiratory stimulation. 

‘‘(V) In the case of helium, the treatment 
of upper airway obstruction or increased air-
way resistance. 

‘‘(VI) In the case of medical air, to reduce 
the risk of hyperoxia. 

‘‘(VII) In the case of carbon monoxide, use 
in lung diffusion testing. 

‘‘(VIII) Any other indication for use for a 
designated medical gas or combination of 
designated medical gases deemed appropriate 
by the Secretary, unless any period of exclu-
sivity under clause (iii) or (iv) of section 
505(c)(3)(E), clause (iii) or (iv) of section 
505(j)(5)(F), or section 527, or the extension of 
any such period under section 505A, applica-
ble to such indication for use for such gas or 
combination of gases has not expired. 

‘‘(ii) LABELING.—The requirements of sec-
tions 503(b)(4) and 502(f) are deemed to have 
been met for a designated medical gas if the 
labeling on final use container for such med-
ical gas bears— 

‘‘(I) the information required by section 
503(b)(4); 

‘‘(II) a warning statement concerning the 
use of the medical gas as determined by the 
Secretary by regulation; and 

‘‘(III) appropriate directions and warnings 
concerning storage and handling. 

‘‘(B) INAPPLICABILITY OF EXCLUSIVITY PRO-
VISIONS.— 

‘‘(i) NO EXCLUSIVITY FOR A CERTIFIED MED-
ICAL GAS.—No designated medical gas 
deemed under subparagraph (A)(i) to have in 
effect an approved application is eligible for 
any period of exclusivity under section 
505(c), 505(j), or 527, or the extension of any 
such period under section 505A, on the basis 
of such deemed approval. 

‘‘(ii) EFFECT ON CERTIFICATION.—No period 
of exclusivity under section 505(c), 505(j), or 
section 527, or the extension of any such pe-
riod under section 505A, with respect to an 
application for a drug product shall prohibit, 
limit, or otherwise affect the submission, 
grant, or effect of a certification under this 
section, except as provided in subsection 
(a)(3)(A)(i)(VIII) and section 575(1)(H). 

‘‘(4) WITHDRAWAL, SUSPENSION, OR REVOCA-
TION OF APPROVAL.— 

‘‘(A) WITHDRAWAL, SUSPENSION OF AP-
PROVAL.—Nothing in this subchapter limits 
the Secretary’s authority to withdraw or 
suspend approval of a drug product, includ-
ing a designated medical gas deemed under 
this section to have in effect an approved ap-
plication under section 505 or section 512 of 
this Act. 

‘‘(B) REVOCATION OF CERTIFICATION.—The 
Secretary may revoke the grant of a certifi-
cation under paragraph (2) if the Secretary 
determines that the request for certification 
contains any material omission or falsifica-
tion. 

‘‘(b) PRESCRIPTION REQUIREMENT.— 
‘‘(1) IN GENERAL.—A designated medical gas 

shall be subject to the requirements of sec-
tion 503(b)(1) unless the Secretary exercises 
the authority provided in section 503(b)(3) to 
remove such medical gas from the require-
ments of section 503(b)(1), the gas is approved 
for use without a prescription pursuant to an 
application under section 505 or 512, or the 
use in question is authorized pursuant to an-
other provision of this Act relating to use of 
medical products in emergencies. 

‘‘(2) OXYGEN.— 
‘‘(A) NO PRESCRIPTION REQUIRED FOR CER-

TAIN USES.—Notwithstanding paragraph (1), 
oxygen may be provided without a prescrip-
tion for the following uses: 

‘‘(i) For use in the event of depressuriza-
tion or other environmental oxygen defi-
ciency. 

‘‘(ii) For oxygen deficiency or for use in 
emergency resuscitation, when administered 
by properly trained personnel. 

‘‘(B) LABELING.—For oxygen provided pur-
suant to subparagraph (A), the requirements 
of section 503(b)(4) shall be deemed to have 
been met if its labeling bears a warning that 
the oxygen can be used for emergency use 
only and for all other medical applications a 
prescription is required. 
‘‘SEC. 577. INAPPLICABILITY OF DRUG FEES TO 

DESIGNATED MEDICAL GASES. 
‘‘A designated medical gas, alone or in 

combination with another designated gas or 
gases (as medically appropriate) deemed 
under section 576 to have in effect an ap-
proved application shall not be assessed fees 
under section 736(a) on the basis of such 
deemed approval.’’. 
SEC. 822. CHANGES TO REGULATIONS. 

(a) REPORT.—Not later than 18 months 
after the date of the enactment of this Act, 
the Secretary, after obtaining input from 
medical gas manufacturers and any other in-
terested members of the public, shall— 

(1) determine whether any changes to the 
Federal drug regulations are necessary for 
medical gases; and 

(2) submit to the Committee on Health, 
Education, Labor and Pensions of the Senate 
and the Committee on Energy and Commerce 
of the House of Representatives a report re-
garding any such changes. 
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(b) REGULATIONS.—If the Secretary deter-

mines under subsection (a) that changes to 
the Federal drug regulations are necessary 
for medical gases, the Secretary shall issue 
final regulations revising the Federal drug 
regulations with respect to medical gases 
not later than 48 months after the date of 
the enactment of this Act. 

(c) DEFINITIONS.—In this section: 
(1) The term ‘‘Federal drug regulations’’ 

means regulations in title 21 of the Code of 
Federal Regulations pertaining to drugs. 

(2) The term ‘‘medical gas’’ has the mean-
ing given to such term in section 575 of the 
Federal Food, Drug, and Cosmetic Act, as 
added by section 821 of this Act. 

(3) The term ‘‘Secretary’’ means the Sec-
retary of Health and Human Services, acting 
through the Commissioner of Food and 
Drugs. 
SEC. 823. RULES OF CONSTRUCTION. 

Nothing in this subtitle and the amend-
ments made by this subtitle applies with re-
spect to— 

(1) a drug that is approved prior to May 1, 
2012, pursuant to an application submitted 
under section 505 or 512 of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 355, 360b); 

(2) any gas listed in subparagraphs (A) 
through (G) of section 575(1) of the Federal 
Food, Drug, and Cosmetic Act, as added by 
section 821 of this Act, or any combination of 
any such gases, for an indication that— 

(A) is not included in, or is different from, 
those specified in subclauses (I) through 
(VII) of section 576(a)(3)(A)(i) of such Act; 
and 

(B) is approved on or after May 1, 2012, pur-
suant to an application submitted under Sec-
tion 505 or 512; or 

(3) any designated medical gas added pur-
suant to subparagraph (H) of section 575(1) of 
such Act for an indication that— 

(A) is not included in, or is different from, 
those originally added pursuant to subpara-
graph (H) of section 575(1) and section 
576(a)(3)(A)(i)(VIII); and 

(B) is approved on or after May 1, 2012, pur-
suant to an application submitted under sec-
tion 505 or 512 of such Act. 
Subtitle C—Generating Antibiotic Incentives 

Now 
SEC. 831. EXTENSION OF EXCLUSIVITY PERIOD 

FOR DRUGS. 
(a) IN GENERAL.—The Federal Food, Drug, 

and Cosmetic Act is amended by inserting 
after section 505D (21 U.S.C. 355e) the fol-
lowing: 
‘‘SEC. 505E. EXTENSION OF EXCLUSIVITY PERIOD 

FOR NEW QUALIFIED INFECTIOUS 
DISEASE PRODUCTS. 

‘‘(a) EXTENSION.—If the Secretary approves 
an application pursuant to section 505 for a 
drug that has been determined to be a quali-
fied infectious disease product under sub-
section (d), then the four- and five-year peri-
ods described in subsections (c)(3)(E)(ii) and 
(j)(5)(F)(ii) of section 505, the three-year peri-
ods described in clauses (iii) and (iv) of sub-
section (c)(3)(E) and clauses (iii) and (iv) of 
subsection (j)(5)(F) of section 505, or the 
seven year period described in section 527, as 
applicable, shall be extended by five years. 

‘‘(b) RELATION TO PEDIATRIC EXCLUSIVITY.— 
Any extension under subsection (a) of a pe-
riod shall be in addition to any extension of 
the period under section 505A with respect to 
the drug. 

‘‘(c) LIMITATIONS.—Subsection (a) does not 
apply to the approval of— 

‘‘(1) a supplement to an application under 
section 505(b) for any qualified infectious dis-
ease product for which an extension de-
scribed in subsection (a) is in effect or has 
expired; 

‘‘(2) a subsequent application filed by the 
same sponsor or manufacturer of a qualified 

infectious disease product described in para-
graph (1) (or a licensor, predecessor in inter-
est, or other related entity) for— 

‘‘(A) a change (not including a modifica-
tion to the active moiety of the qualified in-
fectious disease product) that results in a 
new indication, route of administration, dos-
ing schedule, dosage form, delivery system, 
delivery device, or strength; or 

‘‘(B) a modification to the active moiety of 
the qualified infectious disease product that 
does not result in a change in safety or effec-
tiveness; or 

‘‘(3) a product that does not meet the defi-
nition of a qualified infectious disease prod-
uct under subsection (f) based upon its ap-
proved uses. 

‘‘(d) DETERMINATION.—The manufacturer or 
sponsor of a drug may request that the Sec-
retary designate a drug as a qualified infec-
tious disease product at any time in the drug 
development process prior to the submission 
of an application under section 505(b) for the 
drug, but not later than 45 days before the 
submission of such application. The Sec-
retary shall, not later than 30 days after the 
submission of such request, determine 
whether the drug is a qualified infectious 
disease product. 

‘‘(e) REGULATIONS.—The Secretary shall 
promulgate regulations for carrying out this 
section. The Secretary shall promulgate the 
initial regulations for carrying out this sec-
tion not later than 12 months after the date 
of the enactment of this section. 

‘‘(f) DEFINITIONS.—In this section: 
‘‘(1) QUALIFIED INFECTIOUS DISEASE PROD-

UCT.—The term ‘qualified infectious disease 
product’ means an antibacterial or 
antifungal drug for human use that treats or 
prevents an infection caused by a qualifying 
pathogen. 

‘‘(2) QUALIFYING PATHOGEN.—The term 
‘qualifying pathogen’ means— 

‘‘(A) resistant gram-positive pathogens, in-
cluding methicillin-resistant Staphylococcus 
aureus (MRSA), vancomycin-resistant 
Staphylococcus aureus (VRSA), and 
vancomycin-resistant enterococcus (VRE); 

‘‘(B) multidrug resistant gram-negative 
bacteria, including Acinetobacter, 
Klebsiella, Pseudomonas, and E. coli species; 

‘‘(C) multi-drug resistant tuberculosis; or 
‘‘(D) any other infectious pathogen identi-

fied for purposes of this section by the Sec-
retary.’’. 

(b) APPLICATION.—Section 505E of the Fed-
eral Food, Drug, and Cosmetic Act, as added 
by subsection (a), applies only with respect 
to a drug that is first approved under section 
505(c) of such Act (21 U.S.C. 355(c)) on or 
after the date of the enactment of this Act. 
SEC. 832. STUDY ON INCENTIVES FOR QUALIFIED 

INFECTIOUS DISEASE BIOLOGICAL 
PRODUCTS. 

(a) IN GENERAL.—The Comptroller General 
of the United States shall— 

(1) conduct a study on the need for incen-
tives to encourage research on and develop-
ment and marketing of qualified infectious 
disease biological products; and 

(2) not later than 1 year after the date of 
the enactment of this Act, submit a report 
to the Congress on the results of such study, 
including any recommendations of the 
Comptroller General on appropriate incen-
tives for addressing such need. 

(b) DEFINITIONS.—In this section: 
(1) The term ‘‘biological product’’ has the 

meaning given to such term in section 351 of 
the Public Health Service Act (42 U.S.C. 262). 

(2) The term ‘‘qualified infectious disease 
biological product’’ means a biological prod-
uct for human use that treats or prevents an 
infection caused by a qualifying pathogen. 

(3) The term ‘‘qualifying pathogen’’ has the 
meaning given to such term in section 505E 
of the Federal Food, Drug, and Cosmetic Act, 
as added by section 831 of this Act. 

SEC. 833. CLINICAL TRIALS. 
(a) REVIEW AND REVISION OF GUIDELINES.— 
(1) IN GENERAL.—Not later than 1 year after 

the date of the enactment of this Act, and 
not later than 4 years thereafter, the Sec-
retary shall— 

(A) review the guidance of the Food and 
Drug Administration for the conduct of clin-
ical trials with respect to antibacterial and 
antifungal drugs; and 

(B) as appropriate, revise such guidance to 
reflect developments in scientific and med-
ical information and technology and to en-
sure clarity regarding the procedures and re-
quirements for approval of an antibiotic and 
antifungal drug under chapter V of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 
351 et seq.). 

(2) ISSUES FOR REVIEW.—At a minimum, the 
review under paragraph (1) shall address the 
appropriate animal models of infection, in 
vitro techniques, valid microbiological sur-
rogate markers, the use of noninferiority 
versus superiority trials, and appropriate 
delta values for noninferiority trials. 

(3) RULE OF CONSTRUCTION.—Except to the 
extent to which the Secretary of Health and 
Human Services makes revisions under para-
graph (1)(B), nothing in this section shall be 
construed to repeal or otherwise affect the 
guidance of the Food and Drug Administra-
tion. 

(b) RECOMMENDATIONS FOR INVESTIGA-
TIONS.— 

(1) REQUEST.—The sponsor of a drug in-
tended to be used to treat or prevent a quali-
fying pathogen may request that the Sec-
retary provide written recommendations for 
nonclinical and clinical investigations which 
may be conducted with the drug before it 
may be approved for such use under section 
505 of the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 355). 

(2) RECOMMENDATIONS.—If the Secretary 
has reason to believe that a drug for which a 
request is made under this subsection is a 
qualified infectious disease product, the Sec-
retary shall provide the person making the 
request written recommendations for the 
nonclinical and clinical investigations which 
the Secretary believes, on the basis of infor-
mation available to the Secretary at the 
time of the request, would be necessary for 
approval under section 505 of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 355) 
of such drug for the use described in para-
graph (1). 

(c) DEFINITIONS.—In this section: 
(1) The term ‘‘drug’’ has the meaning given 

to such term in section 201 of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 321). 

(2) The term ‘‘qualified infectious disease 
product’’ has the meaning given to such 
term in section 505E of the Federal Food, 
Drug, and Cosmetic Act, as added by section 
831 of this Act. 

(3) The term ‘‘qualifying pathogen’’ has the 
meaning given to such term in section 505E 
of the Federal Food, Drug, and Cosmetic Act, 
as added by section 831 of this Act. 

(4) The term ‘‘Secretary’’ means the Sec-
retary of Health and Human Services, acting 
through the Commissioner of Food and 
Drugs. 
SEC. 834. REASSESSMENT OF QUALIFIED INFEC-

TIOUS DISEASE PRODUCT INCEN-
TIVES IN 5 YEARS. 

Not later than five years after the date of 
enactment of this Act, the Secretary of 
Health and Human Services shall, in con-
sultation with the Food and Drug Adminis-
tration, Centers for Disease Control and Pre-
vention and other appropriate agencies, sub-
mit to the Committee on Energy and Com-
merce of the House of Representatives and 
the Committee on Health, Education, Labor, 
and Pensions of the Senate a report that 
contains the following: 
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(1)(A) The number of initial designations of 

drugs as qualified infectious disease products 
under section 505E of the Federal Food, 
Drug, and Cosmetic Act; 

(B) the number of qualified infectious dis-
ease products approved under this program; 
and 

(C) whether such products address the need 
for antibacterial and antifungal drugs to 
treat serious and life-threatening infections. 

(2) Recommendations— 
(A) based on the information in paragraph 

(1) and any other relevant data, on any 
changes that should be made to the list of 
pathogens that are defined as qualifying 
pathogens under section 505E(f)(2) of the Fed-
eral Food, Drug, and Cosmetic Act, as added 
by section 831; and 

(B) on whether any additional program 
(such as the development of public-private 
collaborations to advance antibacterial drug 
innovation) or changes to the incentives 
under this subtitle may be needed to pro-
mote the development of antibacterial drugs. 

(3) An examination of— 
(A) the adoption of programs to measure 

the use of antibacterial drugs in health care 
settings; and 

(B) the implementation and effectiveness 
of antimicrobial stewardship protocols 
across all health care settings. 

(4) Any recommendations for ways to en-
courage further development and establish-
ment of stewardship programs. 
SEC. 835. GUIDANCE ON PATHOGEN-FOCUSED 

ANTIBACTERIAL DRUG DEVELOP-
MENT. 

(a) DRAFT GUIDANCE.—Not later than June 
30, 2013, in order to facilitate the develop-
ment of antibacterial drugs for serious or 
life-threatening bacterial infections, particu-
larly in areas of unmet need, the Secretary 
of Health and Human Services shall publish 
draft guidance that— 

(1) specifies how preclinical and clinical 
data can be utilized to inform an efficient 
and streamlined pathogen-focused anti-
bacterial drug development program that 
meets the approval standards of the Food 
and Drug Administration; and 

(2) provides advice on approaches for the 
development of antibacterial drugs that tar-
get a more limited spectrum of pathogens. 

(b) FINAL GUIDANCE.—Not later than De-
cember 31, 2014, after notice and opportunity 
for public comment on the draft guidance 
under subsection (a), the Secretary of Health 
and Human Services shall publish final guid-
ance consistent with this section. 

Subtitle D—Accelerated Approval 
SEC. 841. EXPEDITED APPROVAL OF DRUGS FOR 

SERIOUS OR LIFE-THREATENING 
DISEASES OR CONDITIONS. 

(a) FINDINGS; SENSE OF CONGRESS.— 
(1) FINDINGS.—The Congress finds as fol-

lows: 
(A) The Food and Drug Administration (re-

ferred to in this subsection as the ‘‘FDA’’) 
serves a critical role in helping to assure 
that new medicines are safe and effective. 
Regulatory innovation is 1 element of the 
Nation’s strategy to address serious and life- 
threatening diseases or conditions by pro-
moting investment in and development of in-
novative treatments for unmet medical 
needs. 

(B) During the 2 decades following the es-
tablishment of the accelerated approval 
mechanism, advances in medical sciences, 
including genomics, molecular biology, and 
bioinformatics, have provided an unprece-
dented understanding of the underlying bio-
logical mechanism and pathogenesis of dis-
ease. A new generation of modern, targeted 
medicines is under development to treat se-
rious and life-threatening diseases, some ap-
plying drug development strategies based on 

biomarkers or pharmacogenomics, predictive 
toxicology, clinical trial enrichment tech-
niques, and novel clinical trial designs, such 
as adaptive clinical trials. 

(C) As a result of these remarkable sci-
entific and medical advances, the FDA 
should be encouraged to implement more 
broadly effective processes for the expedited 
development and review of innovative new 
medicines intended to address unmet med-
ical needs for serious or life-threatening dis-
eases or conditions, including those for rare 
diseases or conditions, using a broad range of 
surrogate or clinical endpoints and modern 
scientific tools earlier in the drug develop-
ment cycle when appropriate. This may re-
sult in fewer, smaller, or shorter clinical 
trials for the intended patient population or 
targeted subpopulation without compro-
mising or altering the high standards of the 
FDA for the approval of drugs. 

(D) Patients benefit from expedited access 
to safe and effective innovative therapies to 
treat unmet medical needs for serious or life- 
threatening diseases or conditions. 

(E) For these reasons, the statutory au-
thority in effect on the day before the date 
of enactment of this Act governing expedited 
approval of drugs for serious or life-threat-
ening diseases or conditions should be 
amended in order to enhance the authority 
of the FDA to consider appropriate scientific 
data, methods, and tools, and to expedite de-
velopment and access to novel treatments 
for patients with a broad range of serious or 
life-threatening diseases or conditions. 

(2) SENSE OF CONGRESS.—It is the sense of 
the Congress that the FDA should apply the 
accelerated approval and fast track provi-
sions set forth in section 506 of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 356), 
as amended by this section, to help expedite 
the development and availability to patients 
of treatments for serious or life-threatening 
diseases or conditions while maintaining 
safety and effectiveness standards for such 
treatments. 

(b) EXPEDITED APPROVAL.—Section 506 (21 
U.S.C. 356) is amended to read as follows: 
‘‘SEC. 506. EXPEDITED APPROVAL OF DRUGS FOR 

SERIOUS OR LIFE-THREATENING 
DISEASES OR CONDITIONS. 

‘‘(a) DESIGNATION OF DRUG AS A FAST 
TRACK PRODUCT.— 

‘‘(1) IN GENERAL.—The Secretary shall, at 
the request of the sponsor of a new drug, fa-
cilitate the development and expedite the re-
view of such drug if it is intended, whether 
alone or in combination with one or more 
other drugs, for the treatment of a serious or 
life-threatening disease or condition, and it 
demonstrates the potential to address unmet 
medical needs for such a disease or condi-
tion. In this section, such a drug is referred 
to as a ‘fast track product’. 

‘‘(2) REQUEST FOR DESIGNATION.—The spon-
sor of a new drug may request the Secretary 
to designate the drug as a fast track product. 
A request for the designation may be made 
concurrently with, or at any time after, sub-
mission of an application for the investiga-
tion of the drug under section 505(i) of this 
Act or section 351(a)(3) of the Public Health 
Service Act. 

‘‘(3) DESIGNATION.—Within 60 calendar days 
after the receipt of a request under para-
graph (2), the Secretary shall determine 
whether the drug that is the subject of the 
request meets the criteria described in para-
graph (1). If the Secretary finds that the 
drug meets the criteria, the Secretary shall 
designate the drug as a fast track product 
and shall take such actions as are appro-
priate to expedite the development and re-
view of the application for approval of such 
product. 

‘‘(b) ACCELERATED APPROVAL OF A DRUG 
FOR A SERIOUS OR LIFE-THREATENING DISEASE 

OR CONDITION, INCLUDING A FAST TRACK 
PRODUCT.— 

‘‘(1) IN GENERAL.—The Secretary may ap-
prove an application for approval of a prod-
uct for a serious or life-threatening disease 
or condition, including a fast track product, 
under section 505(c) of this Act or section 
351(a) of the Public Health Service Act upon 
making a determination that the product 
has an effect on— 

‘‘(A) a surrogate endpoint that is reason-
ably likely to predict clinical benefit; or 

‘‘(B) a clinical endpoint that can be meas-
ured earlier than irreversible morbidity or 
mortality, that is reasonably likely to pre-
dict an effect on irreversible morbidity or 
mortality or other clinical benefit, 

taking into account the severity or rarity of 
the disease or condition and the availability 
of alternative treatments. The evidence to 
support that an endpoint is reasonably likely 
to predict clinical benefit may include epide-
miological, pathophysiologic, pharmaco-
logic, therapeutic or other evidence devel-
oped using, for example, biomarkers, or 
other scientific methods or tools. 

‘‘(2) LIMITATION.—Approval of a product 
under this subsection may, as determined by 
the Secretary, be subject to the following re-
quirements— 

‘‘(A) that the sponsor conduct appropriate 
post-approval studies to verify and describe 
the predicted effect of the product on irre-
versible morbidity or mortality or other 
clinical benefit; and 

‘‘(B) that the sponsor submit copies of all 
promotional materials related to the prod-
uct, at least 30 days prior to dissemination of 
the materials— 

‘‘(i) during the preapproval review period; 
and 

‘‘(ii) following approval, for a period that 
the Secretary determines to be appropriate. 

‘‘(3) EXPEDITED WITHDRAWAL OF AP-
PROVAL.—The Secretary may withdraw ap-
proval of a product approved pursuant to 
this subsection using expedited procedures 
(as prescribed by the Secretary in regula-
tions, which shall include an opportunity for 
an informal hearing) if— 

‘‘(A) the sponsor fails to conduct any re-
quired post-approval study of the product 
with due diligence; 

‘‘(B) a study required to verify and describe 
the predicted effect on irreversible morbidity 
or mortality or other clinical benefit of the 
product fails to verify and describe such ef-
fect or benefit; 

‘‘(C) other evidence demonstrates that the 
product is not safe or effective under the 
conditions of use; or 

‘‘(D) the sponsor disseminates false or mis-
leading promotional materials with respect 
to the product. 

‘‘(c) REVIEW OF INCOMPLETE APPLICATIONS 
FOR APPROVAL OF A FAST TRACK PRODUCT.— 

‘‘(1) IN GENERAL.—If the Secretary deter-
mines, after preliminary evaluation of clin-
ical data submitted by the sponsor, that a 
fast track product may be effective, the Sec-
retary shall evaluate for filing, and may 
commence review of portions of, an applica-
tion for the approval of the product before 
the sponsor submits a complete application. 
The Secretary shall commence such review 
only if the applicant— 

‘‘(A) provides a schedule for submission of 
information necessary to make the applica-
tion complete; and 

‘‘(B) pays any fee that may be required 
under section 736. 

‘‘(2) EXCEPTION.—Any time period for re-
view of human drug applications that has 
been agreed to by the Secretary and that has 
been set forth in goals identified in letters of 
the Secretary (relating to the use of fees col-
lected under section 736 to expedite the drug 
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development process and the review of 
human drug applications) shall not apply to 
an application submitted under paragraph (1) 
until the date on which the application is 
complete. 

‘‘(d) AWARENESS EFFORTS.—The Secretary 
shall— 

‘‘(1) develop and disseminate to physicians, 
patient organizations, pharmaceutical and 
biotechnology companies, and other appro-
priate persons a description of the provisions 
of this section applicable to accelerated ap-
proval and fast track products; and 

‘‘(2) establish a program to encourage the 
development of surrogate and clinical 
endpoints, including biomarkers, and other 
scientific methods and tools that can assist 
the Secretary in determining whether the 
evidence submitted in an application is rea-
sonably likely to predict clinical benefit for 
serious or life-threatening conditions for 
which there exist significant unmet medical 
needs.’’. 
SEC. 842. GUIDANCE; AMENDED REGULATIONS. 

(a) INITIAL GUIDANCE.—Not later than one 
year after the date of enactment of this Act, 
the Secretary of Health and Human Services 
(in this subtitle referred to as the ‘‘Sec-
retary’’) shall issue draft guidance to imple-
ment the amendment made by section 841. 

(b) FINAL GUIDANCE.—Not later than one 
year after the issuance of draft guidance 
under subsection (a), after an opportunity 
for public comment, the Secretary shall— 

(1) issue final guidance to implement the 
amendment made by section 841; and 

(2) amend the regulations governing accel-
erated approval in parts 314 and 601 of title 
21, Code of Federal Regulations, as necessary 
to conform such regulations with the amend-
ments made by section 841. 

(c) CONSIDERATIONS.—In developing the 
guidance under subsections (a) and (b)(1) and 
the amendments under subsection (b)(2), the 
Secretary shall consider— 

(1) issues arising under the accelerated ap-
proval and fast track processes under section 
506 of the Federal Food, Drug, and Cosmetic 
Act (as amended by section 841) for drugs 
designated for a rare disease or condition 
under section 526 of the Federal, Food, Drug, 
and Cosmetic Act; and 

(2) how to incorporate novel approaches to 
the review of surrogate endpoints based on 
pathophysiologic and pharmacologic evi-
dence in such guidance, especially in in-
stances where the low prevalence of a disease 
renders the existence or collection of other 
types of data unlikely or impractical. 

(d) NO DELAY IN REVIEW OR APPROVAL.— 
The issuance (or non-issuance) of guidance or 
conforming regulations implementing the 
amendments made by section 841 shall not 
preclude the review of, or action on, a re-
quest for designation or an application for 
approval submitted pursuant to section 506 
of the Federal Food, Drug, and Cosmetic Act, 
as amended by section 841. 
SEC. 843. INDEPENDENT REVIEW. 

(a) IN GENERAL.—The Secretary may, in 
conjunction with other planned reviews of 
the new drug review process, contract with 
an independent entity with expertise in as-
sessing the quality and efficiency of bio-
pharmaceutical development and regulatory 
review programs, to evaluate the Food and 
Drug Administration’s application of the 
processes described in section 506 of the Fed-
eral Food, Drug, and Cosmetic Act, as 
amended by section 841, and the impact of 
such processes on the development and time-
ly availability of innovative treatments for 
patients suffering from serious or life-threat-
ening conditions. 

(b) CONSULTATION.—Any evaluation under 
subsection (a) shall include consultation 
with regulated industries, patient advocacy 

and disease research foundations, and rel-
evant academic medical centers. 

Subtitle E—Critical Path Reauthorization 
SEC. 851. REAUTHORIZATION OF THE CRITICAL 

PATH PUBLIC-PRIVATE PARTNER-
SHIPS. 

Subsection (f) of section 566 (21 U.S.C. 
360bbb–5) is amended to read as follows: 

‘‘(f) AUTHORIZATION OF APPROPRIATIONS.— 
To carry out this section, there is authorized 
to be appropriated $6,000,000 for each of fiscal 
years 2013 through 2017.’’. 

Subtitle F—Miscellaneous 
SEC. 861. REAUTHORIZATION OF PROVISION RE-

LATING TO EXCLUSIVITY OF CER-
TAIN DRUGS CONTAINING SINGLE 
ENANTIOMERS. 

Section 505(u)(4) (21 U.S.C. 355(u)(4)) is 
amended by striking ‘‘2012’’ and inserting 
‘‘2017’’. 
SEC. 862. EXTENSION OF PERIOD FOR FIRST AP-

PLICANT TO OBTAIN TENTATIVE AP-
PROVAL WITHOUT FORFEITING 180- 
DAY EXCLUSIVITY PERIOD. 

(a) EXTENSION.— 
(1) IN GENERAL.—If a first applicant files an 

application during the 30-month period end-
ing on the date of enactment of this Act and 
such application initially contains a certifi-
cation described in paragraph (2)(A)(vii)(IV) 
of section 505(j) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 355(j)), or if a 
first applicant files an application and the 
application is amended during such period to 
first contain such a certification, the phrase 
‘‘30 months’’ in paragraph (5)(D)(i)(IV) of 
such section shall, with respect to such ap-
plication, be read as meaning— 

(A) during the period beginning on the date 
of enactment of this Act, and ending on Sep-
tember 30, 2013, ‘‘45 months’’; 

(B) during the period beginning on October 
1, 2013, and ending on September 30, 2014, ‘‘42 
months’’; 

(C) during the period beginning on October 
1, 2014, and ending on September 30, 2015, ‘‘39 
months’’; and 

(D) during the period beginning on October 
1, 2015, and ending on September 30, 2016, ‘‘36 
months’’. 

(2) CONFORMING AMENDMENT.—In the case of 
an application to which an extended period 
under paragraph (1) applies, the reference to 
the 30-month period under section 
505(q)(1)(G) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 355(q)(1)(G)) shall be 
read to be the applicable period under para-
graph (1). 

(b) PERIOD FOR OBTAINING TENTATIVE AP-
PROVAL OF CERTAIN APPLICATIONS.—If an ap-
plication is filed on or before the date of en-
actment of this Act and such application is 
amended during the period beginning on the 
day after the date of enactment of this Act 
and ending on September 30, 2017, to first 
contain a certification described in para-
graph (2)(A)(vii)(IV) of section 505(j) of the 
Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 355(j)), the date of the filing of such 
amendment (rather than the date of the fil-
ing of such application) shall be treated as 
the beginning of the 30-month period de-
scribed in paragraph (5)(D)(i)(IV) of such sec-
tion 505(j). 

(c) DEFINITIONS.—For the purposes of this 
section, the terms ‘‘application’’ and ‘‘first 
applicant’’ mean application and first appli-
cant, as such terms are used in section 
505(j)(5)(D)(i)(IV) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 
355(j)(5)(D)(i)(IV)). 
SEC. 863. FINAL AGENCY ACTION RELATING TO 

PETITIONS AND CIVIL ACTIONS. 
Section 505(q) (21 U.S.C. 355(q)) is amend-

ed— 
(1) in paragraph (1)— 
(A) in subparagraph (A), by striking ‘‘sub-

section (b)(2) or (j)’’ inserting ‘‘subsection 

(b)(2) or (j) of the Act or 351(k) of the Public 
Health Service Act’’; and 

(B) in subparagraph (F), by striking ‘‘180 
days’’ and inserting ‘‘150 days’’; 

(2) in paragraph (2)(A)— 
(A) in the subparagraph heading, by strik-

ing ‘‘180’’ and inserting ‘‘150’’; and 
(B) in clause (i), by striking ‘‘180-day’’ and 

inserting ‘‘150-day’’; and 
(3) in paragraph (5), by striking ‘‘sub-

section (b)(2) or (j)’’ inserting ‘‘subsection 
(b)(2) or (j) of the Act or 351(k) of the Public 
Health Service Act’’. 
SEC. 864. DEADLINE FOR DETERMINATION ON 

CERTAIN PETITIONS. 
(a) IN GENERAL.—Section 505 (21 U.S.C. 355) 

is amended by adding at the end the fol-
lowing: 

‘‘(w) DEADLINE FOR DETERMINATION ON CER-
TAIN PETITIONS.—The Secretary shall issue a 
final, substantive determination on a peti-
tion submitted pursuant to subsection (b) of 
section 314.161 of title 21, Code of Federal 
Regulations (or any successor regulations), 
no later than 270 days after the date the peti-
tion is submitted.’’. 

(b) APPLICATION.—The amendment made by 
subsection (a) shall apply to any petition 
that is submitted pursuant to subsection (b) 
of section 314.161 of title 21, Code of Federal 
Regulations (or any successor regulations), 
on or after the date of enactment of this Act. 
SEC. 865. RARE PEDIATRIC DISEASE PRIORITY 

REVIEW VOUCHER INCENTIVE PRO-
GRAM. 

Subchapter B of Chapter V (21 U.S.C. 360aa 
et seq.) is amended by adding at the end the 
following: 
‘‘SEC. 529. PRIORITY REVIEW TO ENCOURAGE 

TREATMENTS FOR RARE PEDIATRIC 
DISEASES. 

‘‘(a) DEFINITIONS.—In this section: 
‘‘(1) PRIORITY REVIEW.—The term ‘priority 

review’, with respect to a human drug appli-
cation as defined in section 735(1), means re-
view and action by the Secretary on such ap-
plication not later than 6 months after re-
ceipt by the Secretary of such application, as 
described in the Manual of Policies and Pro-
cedures of the Food and Drug Administra-
tion and goals identified in the letters de-
scribed in section 101(b) of the Prescription 
Drug User Fee Amendments of 2012. 

‘‘(2) PRIORITY REVIEW VOUCHER.—The term 
‘priority review voucher’ means a voucher 
issued by the Secretary to the sponsor of a 
rare pediatric disease product application 
that entitles the holder of such voucher to 
priority review of a single human drug appli-
cation submitted under section 505(b)(1) or 
section 351(a) of the Public Health Service 
Act after the date of approval of the rare pe-
diatric disease product application. 

‘‘(3) RARE PEDIATRIC DISEASE.—The term 
‘rare pediatric disease’ means a disease that 
meets each of the following criteria: 

‘‘(A) The disease primarily affects individ-
uals aged from birth to 18 years, including 
age groups often called neonates, infants, 
children, and adolescents. 

‘‘(B) The disease is a rare disease or condi-
tion, within the meaning of section 526. 

‘‘(4) RARE PEDIATRIC DISEASE PRODUCT AP-
PLICATION.—The term ‘rare pediatric disease 
product application’ means a human drug ap-
plication, as defined in section 735(1), that— 

‘‘(A) is for a drug or biological product— 
‘‘(i) that is for the prevention or treatment 

of a rare pediatric disease; and 
‘‘(ii) that contains no active ingredient (in-

cluding any ester or salt of the active ingre-
dient) that has been previously approved in 
any other application under section 505(b)(1), 
505(b)(2), or 505(j) of this Act or section 351(a) 
or 351(k) of the Public Health Service Act; 

‘‘(B) is submitted under section 505(b)(1) of 
this Act or section 351(a) of the Public 
Health Service Act; 
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‘‘(C) the Secretary deems eligible for pri-

ority review; 
‘‘(D) that relies on clinical data derived 

from studies examining a pediatric popu-
lation and dosages of the drug intended for 
that population; 

‘‘(E) that does not seek approval for an 
adult indication in the original rare pedi-
atric disease product application; and 

‘‘(F) is approved after the date of the en-
actment of the Prescription Drug User Fee 
Amendments of 2012. 

‘‘(b) PRIORITY REVIEW VOUCHER.— 
‘‘(1) IN GENERAL.—The Secretary shall 

award a priority review voucher to the spon-
sor of a rare pediatric disease product appli-
cation upon approval by the Secretary of 
such rare pediatric disease product applica-
tion. 

‘‘(2) TRANSFERABILITY.— 
‘‘(A) IN GENERAL.—The sponsor of a rare pe-

diatric disease product application that re-
ceives a priority review voucher under this 
section may transfer (including by sale) the 
entitlement to such voucher. There is no 
limit on the number of times a priority re-
view voucher may be transferred before such 
voucher is used. 

‘‘(B) NOTIFICATION OF TRANSFER.—Each per-
son to whom a voucher is transferred shall 
notify the Secretary of such change in own-
ership of the voucher not later than 30 days 
after such transfer. 

‘‘(3) LIMITATION.—A sponsor of a rare pedi-
atric disease product application may not re-
ceive a priority review voucher under this 
section if the rare pediatric disease product 
application was submitted to the Secretary 
prior to the date that is 90 days after the 
date of enactment of the Prescription Drug 
User Fee Amendments of 2012. 

‘‘(4) NOTIFICATION.— 
‘‘(A) IN GENERAL.—The sponsor of a human 

drug application shall notify the Secretary 
not later than 90 days prior to submission of 
the human drug application that is the sub-
ject of a priority review voucher of an intent 
to submit the human drug application, in-
cluding the date on which the sponsor in-
tends to submit the application. Such notifi-
cation shall be a legally binding commit-
ment to pay for the user fee to be assessed in 
accordance with this section. 

‘‘(B) TRANSFER AFTER NOTICE.—The sponsor 
of a human drug application that provides 
notification of the intent of such sponsor to 
use the voucher for the human drug applica-
tion under subparagraph (A) may transfer 
the voucher after such notification is pro-
vided, if such sponsor has not yet submitted 
the human drug application described in the 
notification. 

‘‘(5) TERMINATION OF AUTHORITY.—The Sec-
retary may not award any priority review 
vouchers under paragraph (1) after the last 
day of the 1-year period that begins on the 
date that the Secretary awards the third 
rare pediatric disease priority voucher under 
this section. 

‘‘(c) PRIORITY REVIEW USER FEE.— 
‘‘(1) IN GENERAL.—The Secretary shall es-

tablish a user fee program under which a 
sponsor of a human drug application that is 
the subject of a priority review voucher shall 
pay to the Secretary a fee determined under 
paragraph (2). Such fee shall be in addition 
to any fee required to be submitted by the 
sponsor under chapter VII. 

‘‘(2) FEE AMOUNT.—The amount of the pri-
ority review user fee shall be determined 
each fiscal year by the Secretary, based on 
the difference between— 

‘‘(A) the average cost incurred by the Food 
and Drug Administration in the review of a 
human drug application subject to priority 
review in the previous fiscal year; and 

‘‘(B) the average cost incurred by the Food 
and Drug Administration in the review of a 

human drug application that is not subject 
to priority review in the previous fiscal year. 

‘‘(3) ANNUAL FEE SETTING.—The Secretary 
shall establish, before the beginning of each 
fiscal year beginning after September 30, 
2012, the amount of the priority review user 
fee for that fiscal year. 

‘‘(4) PAYMENT.— 
‘‘(A) IN GENERAL.—The priority review user 

fee required by this subsection shall be due 
upon the notification by a sponsor of the in-
tent of such sponsor to use the voucher, as 
specified in subsection (b)(4)(A). All other 
user fees associated with the human drug ap-
plication shall be due as required by the Sec-
retary or under applicable law. 

‘‘(B) COMPLETE APPLICATION.—An applica-
tion described under subparagraph (A) for 
which the sponsor requests the use of a pri-
ority review voucher shall be considered in-
complete if the fee required by this sub-
section and all other applicable user fees are 
not paid in accordance with the Secretary’s 
procedures for paying such fees. 

‘‘(C) NO WAIVERS, EXEMPTIONS, REDUCTIONS, 
OR REFUNDS.—The Secretary may not grant a 
waiver, exemption, reduction, or refund of 
any fees due and payable under this section. 

‘‘(5) OFFSETTING COLLECTIONS.—Fees col-
lected pursuant to this subsection for any 
fiscal year— 

‘‘(A) shall be deposited and credited as off-
setting collections to the account providing 
appropriations to the Food and Drug Admin-
istration; and 

‘‘(B) shall not be collected for any fiscal 
year except to the extent provided in ad-
vance in appropriation Acts. 

‘‘(d) DESIGNATION PROCESS.— 
‘‘(1) IN GENERAL.—Upon the request of the 

manufacturer or the sponsor of a new drug, 
the Secretary may designate— 

‘‘(A) the new drug as a drug for a rare pedi-
atric disease; and 

‘‘(B) the application for the new drug as a 
rare pediatric disease product application. 

‘‘(2) REQUEST FOR DESIGNATION.—The re-
quest for a designation under paragraph (1), 
shall be made at the same time a request for 
designation of orphan disease status under 
section 526 or fast-track designation under 
section 506 is made. Requesting designation 
under this subsection is not a prerequisite to 
receiving a priority review voucher under 
this section. 

‘‘(3) DETERMINATION BY SECRETARY.—Not 
later than 60 days after a request is sub-
mitted under paragraph (1), the Secretary 
shall determine whether— 

‘‘(A) the disease or condition that is the 
subject of such request is a rare pediatric 
disease; and 

‘‘(B) the application for the new drug is a 
rare pediatric disease product application. 

‘‘(e) MARKETING OF RARE PEDIATRIC DIS-
EASE PRODUCTS.— 

‘‘(1) IN GENERAL.—The Secretary shall 
deem a rare pediatric disease product appli-
cation incomplete if such application does 
not contain a description of the plan of the 
sponsor of such application to market the 
product in the United States. 

‘‘(2) REVOCATION.—The Secretary may re-
voke any priority review voucher awarded 
under subsection (b) if the rare pediatric dis-
ease product for which such voucher was 
awarded is not marketed in the United 
States within the 365 day period beginning 
on the date of the approval of such drug 
under section 505 of this Act or section 351 of 
the Public Health Service Act. 

‘‘(3) POSTAPPROVAL PRODUCTION REPORT.— 
The sponsor of an approved rare pediatric 
disease product shall submit a report to the 
Secretary not later than 5 years after the ap-
proval of the applicable rare pediatric dis-
ease product application. Such report shall 
provide the following information, with re-

spect to each of the first 4 years after ap-
proval of such product: 

‘‘(A) The estimated population in the 
United States suffering from the rare pedi-
atric disease. 

‘‘(B) The estimated demand in the United 
States for such rare pediatric disease prod-
uct. 

‘‘(C) The actual amount of such rare pedi-
atric disease product distributed in the 
United States. 

‘‘(f) NOTICE AND REPORT.— 
‘‘(1) NOTICE OF ISSUANCE OF VOUCHER AND 

APPROVAL OF PRODUCTS UNDER VOUCHER.—The 
Secretary shall publish a notice in the Fed-
eral Register and on the Web site of the Food 
and Drug Administration not later than 30 
days after the occurrence of each of the fol-
lowing: 

‘‘(A) The Secretary issues a priority review 
voucher under this section. 

‘‘(B) The Secretary approves a drug pursu-
ant to an application submitted under sec-
tion 505(b) of this Act or section 351(a) of the 
Public Health Service Act for which the 
sponsor of the application used a priority re-
view voucher under this section. 

‘‘(2) REPORT.—If, after the last day of the 1- 
year period that begins on the date that the 
Secretary awards the third rare pediatric 
disease priority voucher under this section, a 
sponsor of an application submitted under 
section 505(b) of this Act or section 351(a) of 
the Public Health Service Act for a drug uses 
a priority review voucher under this section 
for such application, the Secretary shall sub-
mit to the Committee on Energy and Com-
merce of the House of Representatives and 
the Committee on Health, Education, Labor, 
and Pensions of the Senate a document— 

‘‘(A) notifying such Committees of the use 
of such voucher; and 

‘‘(B) identifying the drug for which such 
priority review voucher is used. 

‘‘(g) ELIGIBILITY FOR OTHER PROGRAMS.— 
Nothing in this section precludes a sponsor 
who seeks a priority review voucher under 
this section from participating in any other 
incentive program, including under this Act. 

‘‘(h) RELATION TO OTHER PROVISIONS.—The 
provisions of this section shall supplement, 
not supplant, any other provisions of this 
Act or the Public Health Service Act that 
encourage the development of drugs for trop-
ical diseases and rare pediatric diseases. 

‘‘(i) GAO STUDY AND REPORT.— 
‘‘(1) STUDY.— 
‘‘(A) IN GENERAL.—Beginning on the date 

that the Secretary awards the third rare pe-
diatric disease priority voucher under this 
section, the Comptroller General of the 
United States shall conduct a study of the 
effectiveness of awarding rare pediatric dis-
ease priority vouchers under this section in 
the development of on human drug products 
that treat or prevent such diseases. 

‘‘(B) CONTENTS OF STUDY.—In conducting 
the study under subparagraph (A), the Comp-
troller General shall examine the following: 

‘‘(i) The indications for which each rare 
disease product for which a priority review 
voucher was awarded was approved under 
section 505 or section 351 of the Public 
Health Service Act. 

‘‘(ii) Whether, and to what extent, an 
unmet need related to the treatment or pre-
vention of a rare pediatric disease was met 
through the approval of such a rare disease 
product. 

‘‘(iii) The value of the priority review 
voucher if transferred. 

‘‘(iv) Identification of each drug for which 
a priority review voucher was used. 

‘‘(v) The length of the period of time be-
tween the date on which a priority review 
voucher was awarded and the date on which 
it was used. 
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‘‘(2) REPORT.—Not later than 1 year after 

the date under paragraph (1)(A), the Comp-
troller General shall submit to the Com-
mittee on Energy and Commerce of the 
House of Representatives and the Committee 
on Health, Education, Labor, and Pensions of 
the Senate, a report containing the results of 
the study under paragraph (1).’’. 
SEC. 866. COMBATING PRESCRIPTION DRUG 

ABUSE. 
(a) IN GENERAL.—To combat the significant 

rise in prescription drug abuse and the con-
sequences of such abuse, the Secretary of 
Health and Human Services (referred to in 
this section as the ‘‘Secretary’’), acting 
through the Commissioner of Food and 
Drugs (referred to in this section as the 
‘‘Commissioner’’) and in coordination with 
other Federal agencies, as appropriate, shall 
review current Federal initiatives and iden-
tify gaps and opportunities with respect to 
ensuring the safe use of prescription drugs 
with the potential for abuse. 

(b) REPORT.—Not later than 1 year after 
the date of enactment of this Act, the Sec-
retary shall issue a report to Congress on the 
findings of the review under subsection (a). 
Such report shall include recommendations 
on— 

(1) how best to leverage and build upon ex-
isting Federal and federally funded data 
sources, such as prescription drug moni-
toring program data and the sentinel initia-
tive of the Food and Drug Administration 
under section 505(k)(3) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 351(k)(3)), 
as it relates to collection of information rel-
evant to adverse events, patient safety, and 
patient outcomes, to create a centralized 
data clearinghouse and early warning tool; 

(2) how best to develop and disseminate 
widely best practices models and suggested 
standard requirements to States for achiev-
ing greater interoperability and effective-
ness of prescription drug monitoring pro-
grams, especially with respect to producing 
standardized data on adverse events, patient 
safety, and patient outcomes; and 

(3) how best to develop provider and pa-
tient education tools and a strategy to wide-
ly disseminate such tools and assess the effi-
cacy of such tools. 

(c) GUIDANCE ON TAMPER-DETERRENT PROD-
UCTS.—Not later than 6 months after the 
date of enactment of this Act, the Secretary, 
acting through the Commissioner, shall pro-
mulgate guidance on the development of 
tamper-deterrent drug products. 
SEC. 867. ASSESSMENT AND MODIFICATION OF 

REMS. 
(a) ASSESSMENT AND MODIFICATION OF AP-

PROVED STRATEGY.—Section 505–1(g) (21 
U.S.C. 355–1(g)) is amended— 

(1) in paragraph (1), by striking ‘‘, and pro-
pose a modification to,’’; 

(2) in paragraph (2)— 
(A) in the matter before subparagraph 

(A)— 
(i) by striking ‘‘, subject to paragraph (5),’’; 

and 
(ii) by striking ‘‘, and may propose a modi-

fication to,’’; 
(B) in subparagraph (C), by striking ‘‘new 

safety or effectiveness information indicates 
that’’ and all that follows and inserting the 
following: ‘‘an assessment is needed to evalu-
ate whether the approved strategy should be 
modified to— 

‘‘(i) ensure the benefits of the drug out-
weigh the risks of the drug; or 

‘‘(ii) minimize the burden on the health 
care delivery system of complying with the 
strategy.’’; and 

(C) by striking subparagraph (D); 
(3) in paragraph (3), by striking ‘‘for a drug 

shall include—’’ and all that follows and in-
serting the following ‘‘for a drug shall in-

clude, with respect to each goal included in 
the strategy, an assessment of the extent to 
which the approved strategy, including each 
element of the strategy, is meeting the goal 
or whether 1 or more such goals or such ele-
ments should be modified.’’; and 

(4) by amending paragraph (4) to read as 
follows: 

‘‘(4) MODIFICATION.— 
‘‘(A) ON INITIATIVE OF RESPONSIBLE PER-

SON.—After the approval of a risk evaluation 
and mitigation strategy by the Secretary, 
the responsible person may, at any time, 
submit to the Secretary a proposal to modify 
the approved strategy. Such proposal may 
propose the addition, modification, or re-
moval of any goal or element of the approved 
strategy and shall include an adequate ra-
tionale to support such proposed addition, 
modification, or removal of any goal or ele-
ment of the strategy. 

‘‘(B) ON INITIATIVE OF SECRETARY.—After 
the approval of a risk evaluation and mitiga-
tion strategy by the Secretary, the Sec-
retary may, at any time, require a respon-
sible person to submit a proposed modifica-
tion to the strategy within 120 days or with-
in such reasonable time as the Secretary 
specifies, if the Secretary, in consultation 
with the offices described in subsection 
(c)(2), determines that 1 or more goals or ele-
ments should be added, modified, or removed 
from the approved strategy to— 

‘‘(i) ensure the benefits of the drug out-
weigh the risks of the drug; or 

‘‘(ii) minimize the burden on the health 
care delivery system of complying with the 
strategy.’’. 

(b) REVIEW OF PROPOSED STRATEGIES; RE-
VIEW OF ASSESSMENTS AND MODIFICATIONS OF 
APPROVED STRATEGIES.—Section 505–1(h) (21 
U.S.C. 355–1(h)) is amended— 

(1) in the subsection heading by inserting 
‘‘AND MODIFICATIONS’’ after ‘‘REVIEW OF AS-
SESSMENTS’’; 

(2) in paragraph (1)— 
(A) by inserting ‘‘and proposed modifica-

tion to’’ after ‘‘under subsection (a) and each 
assessment of’’; and 

(B) by inserting ‘‘, and, if necessary, 
promptly initiate discussions with the re-
sponsible person about such proposed strat-
egy, assessment, or modification’’ after 
‘‘subsection (g)’’; 

(3) by striking paragraph (2); 
(4) by redesignating paragraphs (3) through 

(9) as paragraphs (2) through (8), respec-
tively; 

(5) in paragraph (2), as redesignated by 
paragraph (4)— 

(A) by amending subparagraph (A) to read 
as follows: 

‘‘(A) IN GENERAL.— 
‘‘(i) TIMEFRAME.—Unless the dispute reso-

lution process described under paragraph (3) 
or (4) applies, and, except as provided in 
clause (ii) or clause (iii) below, the Sec-
retary, in consultation with the offices de-
scribed in subsection (c)(2), shall review and 
act on the proposed risk evaluation and miti-
gation strategy for a drug or any proposed 
modification to any required strategy within 
180 days of receipt of the proposed strategy 
or modification. 

‘‘(ii) MINOR MODIFICATIONS.—The Secretary 
shall review and act on a proposed minor 
modification, as defined by the Secretary in 
guidance, within 60 days of receipt of such 
modification. 

‘‘(iii) REMS MODIFICATION DUE TO SAFETY 
LABEL CHANGES.—Not later than 60 days after 
the Secretary receives a proposed modifica-
tion to an approved risk evaluation and miti-
gation strategy to conform the strategy to 
approved safety label changes, including 
safety labeling changes initiated by the 
sponsor in accordance with FDA regulatory 
requirements, or to a safety label change 

that the Secretary has directed the holder of 
the application to make pursuant to section 
505(o)(4), the Secretary shall review and act 
on such proposed modification to the ap-
proved strategy. 

‘‘(iv) GUIDANCE.—The Secretary shall es-
tablish, through guidance, that responsible 
persons may implement certain modifica-
tions to an approved risk evaluation and 
mitigation strategy following notification to 
the Secretary.’’; and 

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

‘‘(C) PUBLIC AVAILABILITY.—Upon acting on 
a proposed risk evaluation and mitigation 
strategy or proposed modification to a risk 
evaluation and mitigation strategy under 
subparagraph (A), the Secretary shall make 
publicly available an action letter describing 
the actions taken by the Secretary under 
such subparagraph (A).’’. 

(6) in paragraph (4), as redesignated by 
paragraph (4)— 

(A) in subparagraph (A)(i)— 
(i) by striking ‘‘Not earlier than 15 days, 

and not later than 35 days, after discussions 
under paragraph (2) have begun, the’’ and in-
serting ‘‘The’’; and 

(ii) by inserting ‘‘, after the sponsor is re-
quired to make a submission under sub-
section (a)(2) or (g),’’ before ‘‘request in writ-
ing’’; and 

(B) in subparagraph (I)— 
(i) by striking clauses (i) and (ii); and 
(ii) by striking ‘‘if the Secretary—’’ and in-

serting ‘‘if the Secretary has complied with 
the timing requirements of scheduling re-
view by the Drug Safety Oversight Board, 
providing a written recommendation, and 
issuing an action letter under subparagraphs 
(B), (F), and (G), respectively.’’; 

(7) in paragraph (5), as redesignated by 
paragraph (4)— 

(A) in subparagraph (A), by striking ‘‘any 
of subparagraphs (B) through (D)’’ and in-
serting ‘‘subparagraph (B) or (C)’’; and 

(B) in subparagraph (C), by striking ‘‘para-
graph (4) or (5)’’ and inserting ‘‘paragraph (3) 
or (4)’’; and 

(8) in paragraph (8), as redesignated by 
paragraph (4), by striking ‘‘paragraphs (7) 
and (8)’’ and inserting ‘‘paragraphs (6) and 
(7).’’. 

(c) GUIDANCE.—Not later than 1 year after 
the date of enactment of this Act, the Sec-
retary of Health and Human Services shall 
issue guidance that, for purposes of section 
505–1(h)(2)(A) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 355–1(h)(2)(A)), de-
scribes the types of modifications to ap-
proved risk evaluation and mitigation strat-
egies that shall be considered to be minor 
modifications of such strategies. 
SEC. 868. CONSULTATION WITH EXTERNAL EX-

PERTS ON RARE DISEASES, TAR-
GETED THERAPIES, AND GENETIC 
TARGETING OF TREATMENTS. 

Subchapter E of chapter V (21 U.S.C. 360bbb 
et seq.), as amended by section 811(b), is fur-
ther amended by adding at the end the fol-
lowing: 
‘‘SEC. 569. CONSULTATION WITH EXTERNAL EX-

PERTS ON RARE DISEASES, TAR-
GETED THERAPIES, AND GENETIC 
TARGETING OF TREATMENTS. 

‘‘(a) IN GENERAL.—For the purpose of pro-
moting the efficiency of and informing the 
review by the Food and Drug Administration 
of new drugs and biological products for rare 
diseases and drugs and biological products 
that are genetically targeted, the following 
shall apply: 

‘‘(1) CONSULTATION WITH STAKEHOLDERS.— 
Consistent with sections X.C and IX.E.4 of 
the PDUFA Reauthorization Performance 
Goals and Procedures Fiscal Years 2013 
through 2017, as referenced in the letters de-
scribed in section 101(b) of the Prescription 
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Drug User Fee Amendments of 2012, the Sec-
retary shall ensure that opportunities exist, 
at a time the Secretary determines appro-
priate, for consultations with stakeholders 
on the topics described in subsection (b). 

‘‘(2) CONSULTATION WITH EXTERNAL EX-
PERTS.— 

‘‘(A) IN GENERAL.—The Secretary shall de-
velop and maintain a list of external experts 
who, because of their special expertise, are 
qualified to provide advice on rare disease 
issues, including topics described in sub-
section (c). The Secretary may, when appro-
priate to address a specific regulatory ques-
tion, consult such external experts on issues 
related to the review of new drugs and bio-
logical products for rare diseases and drugs 
and biological products that are genetically 
targeted, including the topics described in 
subsection (b), when such consultation is 
necessary because the Secretary lacks the 
specific scientific, medical, or technical ex-
pertise necessary for the performance of the 
Secretary’s regulatory responsibilities and 
the necessary expertise can be provided by 
the external experts. 

‘‘(B) EXTERNAL EXPERTS.—For purposes of 
subparagraph (A), external experts are indi-
viduals who possess scientific or medical 
training that the Secretary lacks with re-
spect to one or more rare diseases. 

‘‘(b) TOPICS FOR CONSULTATION.—Topics for 
consultation pursuant to this section may 
include— 

‘‘(1) rare diseases; 
‘‘(2) the severity of rare diseases; 
‘‘(3) the unmet medical need associated 

with rare diseases; 
‘‘(4) the willingness and ability of individ-

uals with a rare disease to participate in 
clinical trials; 

‘‘(5) an assessment of the benefits and risks 
of therapies to treat rare diseases; 

‘‘(6) the general design of clinical trials for 
rare disease populations and subpopulations; 
and 

‘‘(7) the demographics and the clinical de-
scription of patient populations. 

‘‘(c) CLASSIFICATION AS SPECIAL GOVERN-
MENT EMPLOYEES.—The external experts who 
are consulted under this section may be con-
sidered special government employees, as de-
fined under section 202 of title 18, United 
States Code. 

‘‘(d) PROTECTION OF CONFIDENTIAL INFORMA-
TION AND TRADE SECRETS.— 

‘‘(1) RULE OF CONSTRUCTION.—Nothing in 
this section shall be construed to alter the 
protections offered by laws, regulations, and 
policies governing disclosure of confidential 
commercial or trade secret information, and 
any other information exempt from disclo-
sure pursuant to section 552(b) of title 5, 
United States Code, as such provisions would 
be applied to consultation with individuals 
and organizations prior to the date of enact-
ment of this section. 

‘‘(2) CONSENT REQUIRED FOR DISCLOSURE.— 
The Secretary shall not disclose confidential 
commercial or trade secret information to 
an expert consulted under this section with-
out the written consent of the sponsor unless 
the expert is a special government employee 
(as defined under section 202 of title 18, 
United States Code) or the disclosure is oth-
erwise authorized by law. 

‘‘(e) OTHER CONSULTATION.—Nothing in this 
section shall be construed to limit the abil-
ity of the Secretary to consult with individ-
uals and organizations as authorized prior to 
the date of enactment of this section. 

‘‘(f) NO RIGHT OR OBLIGATION.— 
‘‘(1) NO RIGHT TO CONSULTATION.—Nothing 

in this section shall be construed to create a 
legal right for a consultation on any matter 
or require the Secretary to meet with any 
particular expert or stakeholder. 

‘‘(2) NO ALTERING OF GOALS.—Nothing in 
this section shall be construed to alter 
agreed upon goals and procedures identified 
in the letters described in section 101(b) of 
the Prescription Drug User Fee Amendments 
of 2012. 

‘‘(3) NO CHANGE TO NUMBER OF REVIEW CY-
CLES.—Nothing in this section is intended to 
increase the number of review cycles as in 
effect before the date of enactment of this 
section. 

‘‘(g) NO DELAY IN PRODUCT REVIEW.—Prior 
to a consultation with an external expert, as 
described in this section, relating to an in-
vestigational new drug application under 
section 505(i), a new drug application under 
section 505(b), or a biologics license applica-
tion under section 351 of the Public Health 
Service Act, the Director of the Center for 
Drug Evaluation and Research or the Direc-
tor of the Center for Biologics Evaluation 
and Research (or appropriate Division Direc-
tor), as appropriate, shall determine that— 

‘‘(1) such consultation will— 
‘‘(A) facilitate the Secretary’s ability to 

complete the Secretary’s review; 
‘‘(B) address outstanding deficiencies in 

the application; and 
‘‘(C) increase the likelihood of an approval 

decision in the current review cycle; or 
‘‘(2) the sponsor authorized such consulta-

tion.’’. 
SEC. 869. BREAKTHROUGH THERAPIES. 

(a) IN GENERAL.—Section 506 (21 U.S.C. 356), 
as amended by section 841, is further amend-
ed— 

(1) by redesignating subsection (d) as sub-
section (e); 

(2) by redesignating subsections (a) 
through (c) as subsections (b) through (d), re-
spectively; 

(3) by inserting before subsection (b), as so 
redesignated, the following: 

‘‘(a) DESIGNATION OF A DRUG AS A BREAK-
THROUGH THERAPY.— 

‘‘(1) IN GENERAL.—The Secretary shall, at 
the request of the sponsor of a drug, expedite 
the development and review of such drug if 
the drug is intended, alone or in combination 
with 1 or more other drugs, to treat a serious 
or life-threatening disease or condition and 
preliminary clinical evidence indicates that 
the drug may demonstrate substantial im-
provement over existing therapies on 1 or 
more clinically significant endpoints, such 
as substantial treatment effects observed 
early in clinical development. In this sec-
tion, such a drug is referred to as a ‘break-
through therapy’. 

‘‘(2) REQUEST FOR DESIGNATION.—The spon-
sor of a drug may request the Secretary to 
designate the drug as a breakthrough ther-
apy. A request for the designation may be 
made concurrently with, or at any time 
after, the submission of an application for 
the investigation of the drug under section 
505(i) or section 351(a)(3) of the Public Health 
Service Act. 

‘‘(3) DESIGNATION.— 
‘‘(A) IN GENERAL.—Not later than 60 cal-

endar days after the receipt of a request 
under paragraph (2), the Secretary shall de-
termine whether the drug that is the subject 
of the request meets the criteria described in 
paragraph (1). If the Secretary finds that the 
drug meets the criteria, the Secretary shall 
designate the drug as a breakthrough ther-
apy and shall take such actions as are appro-
priate to expedite the development and re-
view of the application for approval of such 
drug. 

‘‘(B) ACTIONS.—The actions to expedite the 
development and review of an application 
under subparagraph (A) may include, as ap-
propriate— 

‘‘(i) holding meetings with the sponsor and 
the review team throughout the development 
of the drug; 

‘‘(ii) providing timely advice to, and inter-
active communication with, the sponsor re-
garding the development of the drug to en-
sure that the development program to gather 
the non-clinical and clinical data necessary 
for approval is as efficient as practicable; 

‘‘(iii) involving senior managers and expe-
rienced review staff, as appropriate, in a col-
laborative, cross-disciplinary review; 

‘‘(iv) assigning a cross-disciplinary project 
lead for the Food and Drug Administration 
review team to facilitate an efficient review 
of the development program and to serve as 
a scientific liaison between the review team 
and the sponsor; and 

‘‘(v) taking steps to ensure that the design 
of the clinical trials is as efficient as prac-
ticable, when scientifically appropriate, such 
as by minimizing the number of patients ex-
posed to a potentially less efficacious treat-
ment.’’; 

(4) in subsection (e)(1), as so redesignated, 
by striking ‘‘applicable to accelerated ap-
proval’’ and inserting ‘‘applicable to break-
through therapies, accelerated approval,’’; 
and 

(5) by adding at the end the following: 
‘‘(f) REPORT.—Beginning in fiscal year 2013, 

the Secretary shall annually prepare and 
submit to the Committee on Health, Edu-
cation, Labor, and Pensions of the Senate 
and the Committee on Energy and Commerce 
of the House of Representatives, and make 
publicly available, with respect to this sec-
tion for the previous fiscal year— 

‘‘(1) the number of drugs for which a spon-
sor requested designation as a breakthrough 
therapy; 

‘‘(2) the number of products designated as 
a breakthrough therapy; and 

‘‘(3) for each product designated as a 
breakthrough therapy, a summary of the ac-
tions taken under subsection (a)(3).’’. 

(b) GUIDANCE; AMENDED REGULATIONS.— 
(1) IN GENERAL.— 
(A) GUIDANCE.—Not later than 18 months 

after the date of enactment of this Act, the 
Secretary of Health and Human Services (re-
ferred to in this section as the ‘‘Secretary’’) 
shall issue draft guidance on implementing 
the requirements with respect to break-
through therapies, as set forth in section 
506(a) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 356(a)), as amended by 
this section. The Secretary shall issue final 
guidance not later than 1 year after the close 
of the comment period for the draft guid-
ance. 

(B) AMENDED REGULATIONS.— 
(i) IN GENERAL.—If the Secretary deter-

mines that it is necessary to amend the reg-
ulations under title 21, Code of Federal Regu-
lations in order to implement the amend-
ments made by this section to section 506(a) 
of the Federal Food, Drug, and Cosmetic Act, 
the Secretary shall amend such regulations 
not later than 2 years after the date of enact-
ment of this Act. 

(ii) PROCEDURE.—In amending regulations 
under clause (i), the Secretary shall— 

(I) issue a notice of proposed rulemaking 
that includes the proposed regulation; 

(II) provide a period of not less than 60 
days for comments on the proposed regula-
tion; and 

(III) publish the final regulation not less 
than 30 days before the effective date of the 
regulation. 

(iii) RESTRICTIONS.—Notwithstanding any 
other provision of law, the Secretary shall 
promulgate regulations implementing the 
amendments made by section only as de-
scribed in clause (ii). 

(2) REQUIREMENTS.—Guidance issued under 
this section shall— 

(A) specify the process and criteria by 
which the Secretary makes a designation 
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under section 506(a)(3) of the Federal Food, 
Drug, and Cosmetic Act; and 

(B) specify the actions the Secretary shall 
take to expedite the development and review 
of a breakthrough therapy pursuant to such 
designation under such section 506(a)(3), in-
cluding updating good review management 
practices to reflect breakthrough therapies. 

(c) INDEPENDENT REVIEW.—Not later than 3 
years after the date of enactment of this 
Act, the Comptroller General of the United 
States, in consultation with appropriate ex-
perts, shall assess the manner by which the 
Food and Drug Administration has applied 
the processes described in section 506(a) of 
the Federal Food, Drug, and Cosmetic Act, 
as amended by this section, and the impact 
of such processes on the development and 
timely availability of innovative treatments 
for patients affected by serious or life- 
threatening conditions. Such assessment 
shall be made publicly available upon com-
pletion. 

(d) CONFORMING AMENDMENTS.—Section 
506B(e) (21 U.S.C. 356b) is amended by strik-
ing ‘‘section 506(b)(2)(A)’’ each place such 
term appears and inserting ‘‘section 
506(c)(2)(A)’’. 
SEC. 870. GRANTS AND CONTRACTS FOR THE DE-

VELOPMENT OF ORPHAN DRUGS. 
(a) QUALIFIED TESTING DEFINITION.—Sec-

tion 5(b)(1)(A)(ii) of the Orphan Drug Act (21 
U.S.C. 360ee(b)(1)(A)(ii)) is amended by strik-
ing ‘‘after the date such drug is designated 
under section 526 of such Act and’’. 

(b) AUTHORIZATION OF APPROPRIATIONS.— 
Section 5(c) of the Orphan Drug Act (21 
U.S.C. 360ee(c)) is amended to read as fol-
lows: 

‘‘(c) AUTHORIZATION OF APPROPRIATIONS.— 
For grants and contracts under subsection 
(a), there is authorized to be appropriated 
$30,000,000 for each of fiscal years 2013 
through 2017.’’. 

TITLE IX—DRUG SHORTAGES 
SEC. 901. DISCONTINUANCE AND INTERRUP-

TIONS OF MANUFACTURING OF CER-
TAIN DRUGS. 

(a) IN GENERAL.—Section 506C (21 U.S.C. 
356c) is amended to read as follows: 
‘‘SEC. 506C. DISCONTINUANCE AND INTERRUP-

TIONS OF MANUFACTURING OF CER-
TAIN DRUGS. 

‘‘(a) IN GENERAL.—A manufacturer of a 
drug subject to section 503(b)(1)— 

‘‘(1) that is— 
‘‘(A) life-supporting; 
‘‘(B) life-sustaining; or 
‘‘(C) intended for use in the prevention or 

treatment of a debilitating disease or condi-
tion; and 

‘‘(2) that is not a radio pharmaceutical 
drug product, a product derived from human 
plasma protein and their recombinant 
analogs, or any other product as designated 
by the Secretary, 
shall notify the Secretary of a discontinu-
ance of the manufacture of the drug, or an 
interruption of the manufacture of the drug 
that is likely to lead to a meaningful disrup-
tion in the manufacturer’s supply of the 
drug, and the reason for such discontinuance 
or interruption, in accordance with sub-
section (b). 

‘‘(b) TIMING.—A notice required by sub-
section (a) shall be submitted to the Sec-
retary— 

‘‘(1) at least 6 months prior to the date of 
the discontinuance or interruption; or 

‘‘(2) if compliance with paragraph (1) is not 
possible, as soon as practicable. 

‘‘(c) DISTRIBUTION.—To the maximum ex-
tent practicable, the Secretary shall dis-
tribute information on the discontinuation 
or interruption of the manufacture of the 
drugs described in subsection (a) to appro-
priate organizations, including physician, 

health provider, and patient organizations, 
as described in section 506D. 

‘‘(d) CONFIDENTIALITY.—Nothing in this 
section shall be construed as authorizing the 
Secretary to disclose any information that is 
a trade secret or confidential information 
subject to section 552(b)(4) of title 5, United 
States Code, or section 1905 of title 18, 
United States Code. 

‘‘(e) COORDINATION WITH ATTORNEY GEN-
ERAL.—Not later than 30 days after the re-
ceipt of a notification described in sub-
section (a), the Secretary shall— 

‘‘(1) determine whether the notification 
pertains to a controlled substance subject to 
a production quota under section 306 of the 
Controlled Substances Act; and 

‘‘(2) if necessary, as determined by the Sec-
retary— 

‘‘(A) notify the Attorney General that the 
Secretary has received such a notification; 

‘‘(B) request that the Attorney General in-
crease the aggregate and individual produc-
tion quotas under section 306 of the Con-
trolled Substances Act applicable to such 
controlled substance and any ingredient 
therein to a level the Secretary deems nec-
essary to address a shortage of a controlled 
substance based on the best available market 
data; and 

‘‘(C) if the Attorney General determines 
that the level requested is not necessary to 
address a shortage of a controlled substance, 
the Attorney General shall provide to the 
Secretary a written response detailing the 
basis for the Attorney General’s determina-
tion. 

The Secretary shall make the written re-
sponse provided under subparagraph (C) 
available to the public on the Web site of the 
Food and Drug Administration. 

‘‘(f) FAILURE TO MEET REQUIREMENTS.—If a 
person fails to submit information required 
under subsection (a) in accordance with sub-
section (b)— 

‘‘(1) the Secretary shall issue a letter to 
such person informing such person of such 
failure; 

‘‘(2) not later than 30 calendar days after 
the issuance of a letter under paragraph (1), 
the person who receives such letter shall 
submit to the Secretary a written response 
to such letter setting forth the basis for non-
compliance and providing information re-
quired under subsection (a); and 

‘‘(3) not later than 45 calendar days after 
the issuance of a letter under paragraph (1), 
the Secretary shall make such letter and any 
response to such letter under paragraph (2) 
available to the public on the Web site of the 
Food and Drug Administration, with appro-
priate redactions made to protect informa-
tion described in subsection (d), except that, 
if the Secretary determines that the letter 
under paragraph (1) was issued in error or, 
after review of such response, the person had 
a reasonable basis for not notifying as re-
quired under subsection (a), the require-
ments of this paragraph shall not apply.’’. 

(b) REGULATIONS.— 
(1) IN GENERAL.—Not later than 18 months 

after the date of the enactment of this Act, 
the Secretary of Health and Human Services, 
after issuing a notice of proposed rule and 
holding a public hearing, shall promulgate 
final regulations that implement the amend-
ment made by subsection (a). 

(2) CONTENTS.—Such regulations shall, for 
purposes of section 506C of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 356c)— 

(A) define the terms ‘‘life-supporting’’, 
‘‘life-sustaining’’, and ‘‘intended for use in 
the prevention or treatment of a debilitating 
disease or condition’’; and 

(B) define the term ‘‘interruption of the 
manufacture of the drug that is likely to 
lead to a meaningful disruption in the manu-

facturer’s supply of the drug’’ to mean a 
change in production that is highly likely to 
lead to more than a negligible reduction in 
the supply of the drug and affects the ability 
of the manufacturer to meet demand for 
such drug, but not to include a change in 
production due to matters such as routine 
maintenance or insignificant changes in 
manufacturing so long as the manufacturer 
expects to resume operations in a short pe-
riod of time. 
SEC. 902. DRUG SHORTAGE LIST. 

Title V (21 U.S.C. 351 et seq.) is amended by 
inserting after section 506C the following 
new section: 
‘‘SEC. 506D. DRUG SHORTAGE LIST. 

‘‘(a) ESTABLISHMENT.—The Secretary shall 
maintain an up-to-date list of drugs that are 
determined by the Secretary to be in short-
age in the United States. 

‘‘(b) CONTENTS.—For each drug on such 
list, the Secretary shall include the fol-
lowing information: 

‘‘(1) The name of the drug in shortage. 
‘‘(2) The name of each manufacturer of 

such drug. 
‘‘(3) The reason for the shortage, as deter-

mined by the Secretary, selecting from the 
following categories: 

‘‘(A) Requirements related to complying 
with good manufacturing practices. 

‘‘(B) Regulatory delay. 
‘‘(C) Shortage of an active ingredient. 
‘‘(D) Shortage of an inactive ingredient 

component. 
‘‘(E) Discontinuation of the manufacture of 

the drug. 
‘‘(F) Delay in shipping of the drug. 
‘‘(G) Demand increase for the drug. 
‘‘(4) The estimated duration of the short-

age as determined by the Secretary. 
‘‘(c) PUBLIC AVAILABILITY.— 
‘‘(1) IN GENERAL.—Subject to paragraphs (2) 

and (3), the Secretary shall make the infor-
mation in such list publicly available. 

‘‘(2) TRADE SECRETS AND CONFIDENTIAL IN-
FORMATION.—Nothing in this section alters 
or amends section 1905 of title 18, United 
States Code, or section 552(b)(4) of title 5 of 
such Code. 

‘‘(3) PUBLIC HEALTH EXCEPTION.—The Sec-
retary may choose not to make information 
collected under this section publicly avail-
able under paragraph (1) if the Secretary de-
termines that disclosure of such information 
would adversely affect the public health 
(such as by increasing the possibility of 
hoarding or other disruption of the avail-
ability of drug products to patients).’’. 
SEC. 903. QUOTAS APPLICABLE TO DRUGS IN 

SHORTAGE. 
Section 306 of the Controlled Substances 

Act (21 U.S.C. 826) is amended by adding at 
the end the following: 

‘‘(h)(1) Not later than 30 days after the re-
ceipt of a request described in paragraph (2), 
the Attorney General shall— 

‘‘(A) complete review of such request; and 
‘‘(B)(i) as necessary to address a shortage 

of a controlled substance, increase the aggre-
gate and individual production quotas under 
this section applicable to such controlled 
substance and any ingredient therein to the 
level requested; or 

‘‘(ii) if the Attorney General determines 
that the level requested is not necessary to 
address a shortage of a controlled substance, 
the Attorney General shall provide a written 
response detailing the basis for the Attorney 
General’s determination. 
The Secretary shall make the written re-
sponse provided under subparagraph (B)(ii) 
available to the public on the Web site of the 
Food and Drug Administration. 

‘‘(2) A request is described in this para-
graph if— 

‘‘(A) the request pertains to a controlled 
substance on the list of drugs in shortage 
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maintained under section 506D of the Federal 
Food, Drug, and Cosmetic Act; 

‘‘(B) the request is submitted by the manu-
facturer of the controlled substance; and 

‘‘(C) the controlled substance is in schedule 
II.’’. 
SEC. 904. EXPEDITED REVIEW OF MAJOR MANU-

FACTURING CHANGES FOR POTEN-
TIAL AND VERIFIED SHORTAGES OF 
DRUGS THAT ARE LIFE-SUP-
PORTING, LIFE-SUSTAINING, OR IN-
TENDED FOR USE IN THE PREVEN-
TION OF A DEBILITATING DISEASE 
OR CONDITION. 

Subsection (c) of section 506A (21 U.S.C. 
356a) is amended by adding at the end the 
following new paragraph: 

‘‘(3) CHANGES ADDRESSING A DRUG SHORT-
AGE.— 

‘‘(A) CERTIFICATION.— 
‘‘(i) DESCRIPTION.—A certification is de-

scribed in this subparagraph if the manufac-
turer, having notified the Secretary of an 
interruption or discontinuance of a drug in 
accordance with Section 506C, certifies (in 
such certification) that the major manufac-
turing change for which approval is being 
sought may prevent or alleviate a dis-
continuance or interruption of such drug. 

‘‘(ii) BAD FAITH EXCEPTION.—Subparagraphs 
(B) and (C) do not apply in the case of a cer-
tification which the Secretary determines to 
be made in bad faith. 

‘‘(B) EXPEDITED REVIEW.—If a certification 
described in subparagraph (A) is submitted 
in connection with a supplemental applica-
tion for a major manufacturing change, the 
Secretary shall— 

‘‘(i) expedite any technical review or in-
spection necessary for consideration of the 
supplemental application; 

‘‘(ii) provide any technical assistance nec-
essary to facilitate approval of the supple-
mental application; and 

‘‘(iii) not later than 60 days after receipt of 
the certification, complete review of the sup-
plemental application.’’. 
SEC. 905. STUDY ON DRUG SHORTAGES. 

(a) STUDY.—The Comptroller General of 
the United States shall conduct a study to 
examine the cause of drug shortages and for-
mulate recommendations on how to prevent 
or alleviate such shortages. 

(b) CONSIDERATION.—In conducting the 
study under this section, the Comptroller 
General shall consider the following ques-
tions: 

(1) What are the dominant characteristics 
of drugs that have gone into actual shortage 
over the preceding three years? 

(2) Are there systemic high-risk factors 
(such as drug pricing structure, including 
Federal reimbursements, or the number of 
manufacturers producing a drug product) 
that have led to the concentration of drug 
shortages in certain drug products that have 
made such products vulnerable to drug 
shortages? 

(3) Is there a reason why drug shortages 
have occurred primarily in the sterile 
injectable market and in certain therapeutic 
areas? 

(4) How have regulations, guidance docu-
ments, regulatory practices, and other ac-
tions of Federal departments and agencies 
(including the effectiveness of interagency 
and intraagency coordination, communica-
tion, strategic planning, and decision-mak-
ing) affected drug shortages? 

(5) How does hoarding affect drug short-
ages? 

(6) How would incentives alleviate or pre-
vent drug shortages? 

(7) How are healthcare providers, including 
hospitals and physicians responding to drug 
shortages, to what extent are such providers 
able to adjust care effectively to compensate 
for such shortages, and what impediments 

exist that hinder provider ability to adjust 
to such shortages? 

(c) CONSULTATION WITH STAKEHOLDERS.—In 
conducting the study under this section, the 
Comptroller General shall consult with rel-
evant stakeholders, including physicians, 
pharmacists, hospitals, patients, drug manu-
facturers, and other health providers. 

(d) REPORT.—Note later than 18 months 
after the date of the enactment of this Act, 
the Comptroller General shall submit a re-
port to the Committee on Energy and Com-
merce of the House of Representatives and 
the Committee on Health, Education, Labor, 
and Pensions of the Senate on the results of 
the study under this section. 
SEC. 906. ANNUAL REPORT ON DRUG SHORT-

AGES. 
Not later than 18 months after the date of 

the enactment of this Act, and annually 
thereafter, the Secretary of Health and 
Human Services shall submit to the Com-
mittee on Energy and Commerce of the 
House of Representatives and the Committee 
on Health, Education, Labor, and Pensions of 
the Senate a report on drug shortages that— 

(1) describes the communication between 
the field investigators of the Food and Drug 
Administration and the staff of the Center 
for Drug Evaluation and Research’s Office of 
Compliance and Drug Shortage Program, in-
cluding the Food and Drug Administration’s 
procedures for enabling and ensuring such 
communication; 

(2) describes the Food and Drug Adminis-
tration’s efforts to expedite the review of 
new manufacturing sites, new suppliers, and 
specification changes to prevent or alleviate 
a drug shortage; 

(3) describes the coordination between the 
Food and Drug Administration and the Drug 
Enforcement Administration on efforts to 
prevent or alleviate drug shortages; 

(4) identifies the number of, and describes 
the instances in which the Food and Drug 
Administration exercised regulatory flexi-
bility and discretion to prevent or alleviate 
a drug shortage; 

(5) identifies the number of instances in 
which the Food and Drug Administration 
asked firms to increase production to pre-
vent or alleviate a shortage; 

(6) identifies the number of notifications 
submitted to the Secretary under section 
506C of the Federal Food, Drug, and Cosmetic 
Act, as amended by section 901 of this Act, 
including the percentage of such notifica-
tions for a drug that is a sterile injectable; 

(7) describes the Food and Drug Adminis-
tration’s implementation of section 506D of 
the Federal Food, Drug, and Cosmetic Act 
(relating to a drug shortage list), as added by 
section 902 of this Act, and identifies— 

(A) the name of each drug on the list under 
such section 506D at any point during the pe-
riod covered by the report; 

(B) the name of each manufacturer of each 
such drug; 

(C) the reason for the shortage of each such 
drug; and 

(D) the anticipated or, if known, actual du-
ration of the shortage of each such drug; 

(8) identifies whether, and how, the Food 
and Drug Administration expedited the re-
view of regulatory submissions to prevent or 
alleviate shortages, including how the Ad-
ministration utilized the authority in sec-
tion 506A(c)(3) of the Federal Food, Drug, 
and Cosmetic Act, as added by section 904 of 
this Act; 

(9) identifies the number of certifications 
submitted under such section 506A(c)(3) and, 
for each such certification, whether the Food 
and Drug Administration completed expe-
dited review within 60 days as required by 
subparagraph (B) of such section 506A(c)(3); 

(10) describes the Secretary’s public en-
gagement on drug shortages with stake-

holders, including physicians, pharmacists, 
patients, hospitals, drug manufacturers, and 
other health providers; and 

(11) contains the Secretary’s plan for ad-
dressing drug shortages in the upcoming 
year, including with respect to the issues de-
scribed in paragraphs (1) through (10). 
SEC. 907. ATTORNEY GENERAL REPORT ON DRUG 

SHORTAGES. 
Not later than 6 months after the date of 

the enactment of this Act, and annually 
thereafter, the Attorney General shall sub-
mit to the Committee on Energy and Com-
merce of the House of Representatives and 
the Committee on the Judiciary of the Sen-
ate a report on drug shortages that— 

(1) identifies the number of requests re-
ceived under section 306(h) of the Controlled 
Substances Act (as added by section 903 of 
this Act), the average review time for such 
requests, the number of requests granted and 
denied under such section, and, for each of 
the requests denied under such section, the 
basis for such denial; 

(2) describes the coordination between the 
Drug Enforcement Administration and Food 
and Drug Administration on efforts to pre-
vent or alleviate drug shortages; and 

(3) identifies drugs containing a controlled 
substance subject to section 306 of the Con-
trolled Substances Act when such a drug is 
determined by the Secretary of Health and 
Human Services to be in shortage. 
SEC. 908. HOSPITAL REPACKAGING OF DRUGS IN 

SHORTAGE. 
Chapter V (21 U.S.C. 351 et seq.), as amend-

ed by section 902 of this Act, is further 
amended by inserting after section 506D the 
following: 
‘‘SEC. 506E. HOSPITAL REPACKAGING OF DRUGS 

IN SHORTAGE. 
‘‘(a) DEFINITIONS.—In this section: 
‘‘(1) DRUG.—The term ‘drug’ excludes any 

controlled substance (as such term is defined 
in section 102 of the Controlled Substances 
Act). 

‘‘(2) HEALTH SYSTEM.—The term ‘health 
system’ means a collection of hospitals that 
are owned and operated by the same entity 
and that share access to databases with drug 
order information for their patients. 

‘‘(3) REPACKAGE.—For the purposes of this 
section only, the term ‘repackage’, with re-
spect to a drug, means to divide the volume 
of a drug into smaller amounts in order to— 

‘‘(A) extend the supply of a drug in re-
sponse to the placement of the drug on a 
drug shortage list described in subsection 
(b); and 

‘‘(B) facilitate access to the drug by hos-
pitals within the same health system. 

‘‘(b) EXCLUSION FROM REGISTRATION.—Not-
withstanding any other provision of this Act, 
a hospital shall not be considered an estab-
lishment for which registration is required 
under section 510 solely because it repack-
ages a drug and transfers it to another hos-
pital within the same health system in ac-
cordance with the conditions in subsection 
(c)— 

‘‘(1) during any period in which the drug is 
listed on the Drug Shortage List of the Food 
and Drug Administration; or 

‘‘(2) during the 60-day period following any 
period described in paragraph (1). 

‘‘(c) CONDITIONS.—Subsection (b) shall only 
apply to a hospital, with respect to the re-
packaging of a drug for transfers to another 
hospital within the same health system, if 
the following conditions are met: 

‘‘(1) DRUG FOR INTRASYSTEM USE ONLY.—In 
no case may a drug that has been repackaged 
in accordance with this section be sold or 
otherwise distributed by the health system 
or a hospital within the system to an entity 
or individual that is not a hospital within 
such health system. 
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‘‘(2) COMPLIANCE WITH STATE RULES.—Re-

packaging of a drug under this section shall 
be done in compliance with applicable State 
requirements in which the health system is 
located. 

‘‘(d) TERMINATION.—This section shall not 
apply on or after the date on which the Sec-
retary issues final guidance that clarifies the 
policy of the Food and Drug Administration 
regarding hospital pharmacies repackaging 
and safely transferring repackaged drugs to 
other hospitals within the same health sys-
tem during a drug shortage.’’. 

The SPEAKER pro tempore. Pursu-
ant to the rule, the gentleman from 
Michigan (Mr. UPTON) and the gen-
tleman from New Jersey (Mr. PALLONE) 
each will control 20 minutes. 

The Chair recognizes the gentleman 
from Michigan. 

GENERAL LEAVE 
Mr. UPTON. Mr. Speaker, I ask unan-

imous consent that all Members may 
have 5 legislative days in which to re-
vise and extend their remarks and in-
sert extraneous materials into the 
RECORD. 

The SPEAKER pro tempore. Is there 
objection to the request of the gen-
tleman from Michigan? 

There was no objection. 
Mr. UPTON. Mr. Speaker, I yield my-

self 2 minutes. 
Mr. Speaker, I want to thank, first of 

all, Chairman PITTS, Dr. BURGESS, Mr. 
BARTON, Mr. WAXMAN, Mr. PALLONE, 
Mr. DINGELL, and other committee 
members on both sides of the aisle for 
their bipartisanship through this proc-
ess. H.R. 5651 is a reflection of their 
hard work, dedication, and willingness 
to work together. And because of that 
outstanding work, we have a bill today 
that will help American patients and 
innovators, and it will support millions 
of jobs, believe it or not, millions of 
jobs in an important sector of our 
economy. 

As I’ve said since the beginning of 
this Congress, we need to enact this 
user fee by the end of June, and I be-
lieve that we’re on track to accomplish 
that goal. 

And as we put this user-fee package 
together, I wanted to ensure that it 
fostered American innovation by im-
proving the predictability, consistency, 
transparency, and efficiency of FDA 
regulation. Fostering innovation is es-
sential in getting new treatments to 
patients and creating American jobs. 

This bill will foster American inno-
vation because it includes significant 
accountability and reform measures 
designed to hold the FDA responsible 
for its performance. The measures in-
clude independent assessments of 
FDA’s drug-and-device review process. 
It also requires quarterly reporting 
from the device center so that we don’t 
have to wait a year to find out their 
progress. 

I commit today that our committee 
will continue its vigorous oversight of 
the FDA. For example, we’re going to 
use the independent assessments to de-
termine where the review process can 
be improved, and we will ensure FDA 
fixes the problems. Also, we’ll use the 

quarterly data on device reviews and 
bring the FDA before our committee to 
explain how it’s doing. 

This bill will give us the information 
that we need to understand how the 
FDA is performing. It is up to us to en-
sure that we use that information to 
hold the FDA accountable for their 
performance. 

Together, the committee members 
have produced a bill that will help 
American patients, while supporting 
innovation and job creators. I thank 
the committee for their participation. 

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

myself such time as I may consume. 
Today marks a very exceptional day 

in this body, one that deserves great 
praise. The bill before us, H.R. 5651, the 
FDA Reform Act of 2012, is the product 
of bipartisanship, collaboration, and 
compromise that I’m very proud of. 
The bill is a result of more than a year 
of negotiations between industry, FDA, 
and Congress. 

In the Energy and Commerce Com-
mittee, we held a number of hearings 
on the critical issues within the bill, 
and earlier this month it passed unani-
mously in both subcommittee and full 
committee. The bill is slightly modi-
fied from the bill reported by com-
mittee, as it now includes a bipartisan 
provision which results in the bill re-
ducing the deficit by $370 million over 
the next 10 years. 

The FDA Reform Act will ensure 
that Americans have access to safe and 
effective new medicines and medical 
devices by reauthorizing the user-fee 
programs for prescription drugs and 
medical devices. It will reduce drug 
costs for consumers by speeding the ap-
proval of lower-cost generic drugs with 
the establishment of new user-fee pro-
grams for generic drugs and for lower- 
cost versions of biotech drugs. 

The bill will also reform and revi-
talize many FDA programs to improve 
its regulatory scheme to facilitate a 
more efficient and predictable review 
process. 

Mr. Speaker, the bill also makes per-
manent two complementary programs, 
the Best Pharmaceuticals for Children 
Act and the Pediatric Research Equity 
Act, which both help to foster the de-
velopment and safe use of prescription 
drugs for children. 

In addition, a significant improve-
ment was made to the FDA’s ability to 
police an ever-growing global drug sup-
ply chain to improve patient safety, 
and these provisions will give the FDA 
critical tools it needs to keep our med-
icine safer. 

It also includes important provisions 
to help prevent and mitigate drug 
shortages by requiring that 
drugmakers notify the FDA in advance 
of any expected disruption in the sup-
ply of certain critical drugs, and for 
the FDA to inform health care pro-
viders of the potential drug shortage. 

I want to thank Chairman UPTON and 
Chairman PITTS, Ranking Member 
WAXMAN, Mr. DINGELL, and my other 

colleagues on the committee for their 
leadership and dedication to this im-
portant piece of legislation, a special 
thanks to the staffs, in particular my 
staff person, Tiffany Guarascio, who’s 
to my right. But on both sides of the 
aisle, the staff worked hard, and they 
should be very proud of what we’ve ac-
complished. 

Reauthorizing and revitalizing the 
FDA user-fee system is a critical in-
vestment to our Nation’s public health. 

Mr. Speaker, I urge all Members of 
the House to vote ‘‘aye.’’ 

I reserve the balance of my time. 
Mr. UPTON. Mr. Speaker, I yield 3 

minutes to the gentleman from Penn-
sylvania (Mr. PITTS), chairman of the 
Health Subcommittee on the Energy 
and Commerce Committee. 

Mr. PITTS. Mr. Speaker, the Food 
and Drug Administration Reform Act 
of 2012 is a product of nearly a year and 
a half of work in the Energy and Com-
merce Health Subcommittee. H.R. 5651 
is the result of bipartisan negotiations. 
The bill passed out of the Health Sub-
committee by a unanimous voice vote 
and passed out of the full committee 
46–0. 

I would especially like to thank Clay 
Alspach, Ryan Long, and Paul Edattel 
and the other staffers for their dedica-
tion and hard work in making this bill 
possible. I know they’ve put in a lot of 
hours; and because of that work, we 
have brought this bill to the floor in a 
timely manner. 

The FDA Reform Act is critical to 
saving lives and sustaining a dynamic 
American industry. American compa-
nies are the leading developers of new 
medical devices and drugs to save and 
sustain life. 

To ensure that products are both safe 
and effective, we’ve tasked the Food 
and Drug Administration with review-
ing products before they make their 
way into the market. This is a big job. 
The device and drug industries are dy-
namic and innovative. Companies 
spend tens of millions of dollars and 
years of work to develop products. 

The review stage is a critical time for 
any company. Inconsistent reviews 
mean that the true cost of developing a 
new product is hidden, making it dif-
ficult to properly prepare. 

b 1640 

When we began considering this leg-
islation last year, we heard from a 
number of individuals involved in the 
medical device industry about the in-
creasing difficulty of working through 
the review process. American patients 
were waiting almost 4 years longer for 
new devices that had already been ap-
proved in Europe, and despite the slow 
review process, the safety outcomes 
were comparable. 

The FDA Reform Act contains crit-
ical reforms to the Medical Device User 
Fee Act which will hold the FDA ac-
countable and keep the reviews on 
schedule. Under the fourth version of 
the Prescription Drug User Fee Act, 
the median time of approval was 9 
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months. With the reauthorization, we 
set the goal of reducing the review 
time to 8 months. Currently, generic 
drugs have an average approval time of 
32 months. Included in this legislation 
is a new user-fee program that should 
be able to gradually reduce review 
times to 10 months for most products. 
A separate user-fee program for 
biosimilars has the goal of 10-month 
approval times for most products. Fi-
nally, we also include language to help 
patients, doctors, and hospitals to deal 
with drug shortages. 

Mr. Speaker, I am proud of the work 
we have done here. I would like espe-
cially to thank full committee Chair-
man UPTON as well as Health Sub-
committee Ranking Member FRANK 
PALLONE, full committee Ranking 
Member HENRY WAXMAN, and their 
staffs for patiently working with us on 
the FDA Reform Act. 

This is legislation to help save lives 
and create jobs, which are two goals 
that we can all agree on. It is a bipar-
tisan effort, and I urge all Members to 
support the legislation. 

Mr. PALLONE. Mr. Speaker, I would 
like to yield 3 minutes to our chairman 
emeritus, Mr. DINGELL, who has 
worked so hard and who has been so 
much a part of this legislation. 

Mr. DINGELL. I thank the gen-
tleman from New Jersey. 

Mr. Speaker, I rise in strong support 
of H.R. 5651, to reauthorize the pre-
scription drug and medical device user- 
fee programs, to establish new user-fee 
programs for generic drugs and 
biosimilars, and also to give substan-
tial new authorities to the Food and 
Drug Administration, with the support 
of the industry, to provide broad addi-
tional protections to American con-
sumers. 

H.R. 5651 is an excellent example of 
the great good that can be done when 
both parties come together in the spir-
it of bipartisanship, cooperation, and 
compromise, and when they work with 
consumers and the industry to achieve 
a bill supported by all. 

This legislation will ensure the time-
ly access to safe and effective drugs 
and medical devices, encourage the de-
velopment of the innovative drug 
treatments for our children, and im-
prove the Food and Drug Administra-
tion’s current authority to deal with 
drug shortages. More importantly, this 
legislation will provide FDA with 
much-needed new authorities to secure 
the safety of our drug supply and to 
help prevent another incident like that 
unfortunate one involving heparin, in 
which over 80 people died from a blood 
thinner which was contaminated from 
where it came, in China, and which 
also sickened over 100 people of whom 
we know. 

H.R. 5651’s drug supply chain provi-
sions will improve information FDA 
has about domestic and foreign drug 
manufacturers. It will, for the first 
time in history, provide FDA with in-
formation about importers and will en-
able FDA to control imported pharma-

ceuticals and devices. It will also allow 
FDA to detain or to destroy counter-
feit or adulterated drugs, prohibit the 
entry of imported drugs that have been 
delayed or been denied inspection by 
FDA, and will encourage parity in the 
inspections of the domestic and foreign 
drug establishments. It will permit, for 
the first time, the real inspection of 
foreign producers, and it will treat all 
manufacturers alike. 

These provisions mirror those in drug 
legislation which I authored earlier. 
The new authorities provided to FDA 
for our drug supply will enable the lev-
eling of the playing field for our do-
mestic drug manufacturers and will 
give American families the peace of 
mind that FDA can and will—and will 
have the authority to—respond to un-
safe, misbranded, counterfeit, or con-
taminated drugs. 

I want to thank my colleagues on the 
committee for the fine way this legis-
lation was worked on, particularly En-
ergy and Commerce Committee Chair-
man UPTON, Ranking Member WAXMAN, 
Subcommittee on Health Chairman 
PITTS, Ranking Member PALLONE, and 
their staffs—Clay Alspach, Ryan Long, 
Rachel Sher, Eric Flamm, Arun Patel, 
and Tiffany Guarascio, as well as 
Kimberlee Trzeciak of my staff—for 
their hard work and their commitment 
through this process to producing a bi-
partisan bill. 

Mr. Speaker, I am pleased to be a co-
author of this important legislation. 
We have built upon the good work that 
FDA is already doing as well as the 
strong agreements negotiated by indus-
try and FDA, and I urge the House to 
pass this bill. 

I look forward to working with my 
colleagues in the Senate to swiftly pass 
legislation this summer that can be 
signed into law by the President. 

Mr. UPTON. I yield myself 11⁄2 min-
utes for the purpose of a colloquy, and 
I yield to the gentleman from Florida 
(Mr. BUCHANAN). 

Mr. BUCHANAN. Mr. Chairman, I 
would like to thank you for working 
with me to advance my pill mill crack-
down legislation and for your commit-
ment to curbing prescription drug 
abuse. This crisis has created enormous 
pain and suffering on our families and 
communities, killing tens of thousands 
of Americans every year—tens of thou-
sands. 

I am pleased that the Senate FDA 
bill contains the central component of 
my bill to reschedule hydrocodone 
combination drugs—one of the most 
addictive and deadly drug mixtures. By 
reclassifying these drugs from a sched-
ule III to a schedule II drug, we will be 
making them much more difficult to 
obtain and abuse. This provision has 
the support of the medical and the law 
enforcement communities as well. 

I look forward to working with you, 
Mr. Chairman, to ensure that the final 
bill addresses this critical issue and 
contains the Buchanan pill mill provi-
sion. 

Mr. UPTON. I appreciate your con-
stant leadership on the national prob-

lem of prescription drug abuse. I appre-
ciated your input during your phone 
call to me last week back in Michigan 
when the Senate passed this amend-
ment. Our committee has focused on 
this issue, and you have been an out-
standing partner with Congressman ED 
WHITFIELD and Congresswoman BONO 
MACK on this. 

When used properly, we know that 
these medications provide needed 
therapies for those suffering from pain. 
However, the abuse of some of those 
products has devastated communities 
and destroyed families across the coun-
try. So, as we move forward on this bill 
in our discussions with the Senate, I 
hope that we can continue the partner-
ship and be able to work this issue out. 

At this point, Mr. Speaker, I ask 
unanimous consent that the balance of 
my time be controlled by the gen-
tleman from Pennsylvania (Mr. PITTS). 

The SPEAKER pro tempore. Without 
objection, the gentleman from Penn-
sylvania (Mr. PITTS) will control the 
remainder of the time. 

There was no objection. 
Mr. PALLONE. I yield 3 minutes to 

the gentlewoman from California (Mrs. 
CAPPS). 

Mrs. CAPPS. I thank my colleague 
for yielding me time. 

I rise today in strong support of the 
FDA Reform Act of 2012. I must say it 
is an honor to associate myself with 
the remarks of our chairman emeritus, 
Mr. DINGELL, who worked tirelessly 
over the years with regard to the Food 
and Drug Administration in making it 
a good institution that can only be-
come better. 

This bill represents the spirit of com-
promise—compromise across the aisle 
and also among the many stakeholders 
that work toward innovations to im-
prove our health. It demonstrates that 
at a time when most of the country be-
lieves that we in Congress can’t work 
together at all or pass a piece of legis-
lation without a long and bitter fight, 
we can come together to improve 
health, protect the safety of the Amer-
ican people and, at the same time, to 
support good jobs and innovation in 
our health care industry. 

I am especially pleased that two of 
my provisions have been included in 
this legislation. For example, the 
SAFE Devices Act will improve the 
postmarket surveillance of medical de-
vices and the implementation of the 
unique device identifier program. This 
is an essential provision that will let 
us know that our devices work, and it 
will allow us to identify potential prob-
lems early on, protecting patients and 
identifying issues when they are easier 
and less costly to address. Addition-
ally, the bill includes the simplifica-
tion of FDA’s de novo process—an im-
portant step to helping both medical 
devices manufacturers and patients. 

I thank Chairmen UPTON and PITTS 
and Ranking Members PALLONE and 
WAXMAN for their leadership on this 
bill. I also thank the numerous advo-
cates, the many patients and other 
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stakeholders who came together and 
contributed to this bill so that it would 
come to fruition today. 

Of course, there is more work in 
front of us that remains to be done, but 
this bill before us is an important step 
in ensuring that our drug and device 
pipelines continue to produce needed 
cures and treatments in order to keep 
us all healthy, which is why I urge my 
colleagues to support it. 

b 1650 

Mr. PITTS. Mr. Speaker, I yield 2 
minutes to a gentleman who showed 
great leadership in the development of 
this legislation, in the negotiations, 
and has been a very integral part, the 
vice-chair of the Health Subcommittee, 
the gentleman from Texas, Dr. BUR-
GESS. 

Mr. BURGESS. I thank the gen-
tleman for yielding. 

Mr. Speaker, this is not a perfect bill, 
but it’s a good bill, and it’s a solid bill. 
It is worthy of the support of everyone 
on this floor. This bill reauthorizes the 
FDA’s user-fee programs for prescrip-
tion drugs and medical devices and, in 
fact, authorizes two new programs for 
generic devices and what are known as 
biosimilars. Together, all of these 
products provide powerful tools to pre-
vent and alleviate human suffering. 

The Food and Drug Administration 
must have the infrastructure and the 
resources to ensure patient safety and 
to approve new products in a straight-
forward and predictable fashion. De-
layed reviews increase costs, hurt inno-
vation, cost jobs, and deny patients po-
tentially lifesaving products. These 
agreements present the tremendous op-
portunity to ensure that we have a 
strong and efficient FDA, and the com-
mittee responded appropriately and 
seized that opportunity. This bill will 
help the FDA build on what’s working, 
address what isn’t, and provide re-
sources to meet future goals. 

With the ranking member on the sub-
committee, Mr. PALLONE, we crafted 
new guidelines for how the Food and 
Drug Administration recruits, ap-
proaches, and accesses relative sci-
entific and medical expertise. I’m also 
pleased that we require the Food and 
Drug Administration to now notify 
Congress before issuing guidance re-
garding the regulation of laboratory- 
developed tests. We still need to 
strengthen and improve the oversight 
of laboratory-developed tests instead of 
promoting duplicative regulation that 
delays access to lifesaving diagnostics, 
but it’s a good first step. Additionally, 
the bill takes good first steps to ad-
dress critical drug shortages. No physi-
cian wants to tell a patient they can’t 
receive the care that they need because 
the product is unavailable. 

The process was respectful and re-
sulted from hundreds of hours of nego-
tiation. Certainly, Chairman PITTS and 
Ranking Members WAXMAN and PAL-
LONE and Chairman Emeritus DINGELL 
and their staffs should be given tre-
mendous credit, along with Ryan Long 

and Clay Alspach for the work they did 
on the majority staff, and my personal 
staff, J.P. Paluskiewicz, who put in 
long hours to get this product to the 
floor. 

This vote is about patients. We need 
to get it right for them, and I think 
we’ve come awfully close to getting it 
right. 

Mr. PALLONE. Mr. Speaker, I want 
to make a special thanks to another 
staff person for the committee, Rachel 
Sher, who is on my right here, as well. 
Thank you, Rachel. 

I would now like to yield 3 minutes 
to the gentleman from Massachusetts 
(Mr. MARKEY). 

Mr. MARKEY. I thank Chairman 
UPTON and Chairman PITTS and I thank 
Ranking Member PALLONE and Rank-
ing Member WAXMAN for their work in 
bringing to the floor a bipartisan bill 
that provides FDA additional resources 
to bring new drugs and medical devices 
to market. But today’s bill is also a 
huge missed opportunity. It would be a 
disservice to patient safety to ignore 
the bill’s major shortfall. 

Many Americans would be surprised 
to learn that 90 percent of medical de-
vices are not required to undergo clin-
ical testing in human beings prior to 
being sold. Under current law, the FDA 
is required to clear certain medical de-
vices as long as they demonstrate their 
similarity to an earlier product, even if 
the new device is modeled after a simi-
lar defective device that caused serious 
injury or even death. Today’s bill of-
fered an important opportunity to ad-
dress this device-safety loophole, but it 
doesn’t. The loophole remains in place, 
and patients are still, and will remain, 
at grave risk. 

Four years ago, Jaye Nevarez, a 50- 
year-old mother of three, was a healthy 
truck driver who earned a decent liv-
ing, played in a band, and paid her bills 
on time. Then her doctor implanted a 
bladder mesh, a device that traces its 
origin back to a previous product that 
was recalled for causing serious injury 
and in some cases death. Jaye now 
lives in constant pain. She was forced 
to quit her job. She can’t walk without 
a cane. She lost her insurance and 
faces a growing mountain of medical 
debt. The bank recently began fore-
closure proceedings on her home where 
she lives with her 79-year-old mother. 

Jaye isn’t the first to be harmed by 
this loophole. If we fail to fix it, she 
won’t be the last. There will be tens of 
thousands of others who fall into this 
loophole who will suffer serious injury. 

I introduced the SOUND Devices Act 
providing FDA the ability to protect 
the public from these unsafe devices, 
but this was not included in the bill. 
The bill we are voting on today is criti-
cally important, however. It includes 
the EXPERRT Act, a bill that I au-
thored to improve communication be-
tween FDA and experts in rare dis-
eases. It includes bipartisan provisions 
that I’m proud to have worked with 
other Members to promote, especially 
in pediatric-device development. 

This bill must not be the last word on 
medical-device safety. I hope that my 
colleagues will join with me to close 
this loophole so that we can keep the 
American public safe from harmful 
medical practices. 

Mr. PITTS. Mr. Speaker, at this time 
I am happy to yield 11⁄2 minutes to the 
subcommittee chairman of O&I, the 
gentleman from Florida (Mr. STEARNS). 

Mr. STEARNS. Mr. Speaker, the au-
thorization of the FDA user fees will 
simply provide stability at FDA’s new 
product review as companies submit 
new and innovative devices and drugs 
for their approval. 

I’m especially proud that in this bill 
I had a piece of legislation called the 
Faster Access to Specialized Treat-
ments—FAST—Act, which is H.R. 4132. 
It was included in the FDA Reform 
Act. This act modernizes the FDA ac-
celerated approval pathways to reflect 
the 20 years of science developed since 
accelerated approval was first estab-
lished in 1992. So think of that: since 
1992, with this bill that I’ve included in 
our FDA bill, it will accelerate ap-
proval through the FDA. It will simply 
allow new drugs to get to market fast-
er for people who are suffering from 
rare diseases. There are 30 million 
Americans suffering from one of over 
7,000 rare diseases, but only 250 cur-
rently have any treatment. This act 
will save lives. 

I would like to enter, Mr. Speaker, 
this letter of support for FAST signed 
by over 150 rare-disease groups into the 
RECORD. 

I’m also glad that the FDA Reform 
Act includes the Expanding and Pro-
moting Expertise in Review of Rare 
Treatments Act, EXPERRT Act, H.R. 
4156. This will help FDA consult with 
medical experts when evaluating drugs 
dealing with rare disease such as cystic 
fibrosis. As the cofounder of the Cystic 
Fibrosis Caucus, I’m glad we’re giving 
this tool to the FDA. 

Mr. Speaker, I support passage of the 
FDA Reform Act. 

MARCH 23, 2012. 
Hon. CLIFF STEARNS, 
U.S. House of Representatives, 
Washington, DC. 
Hon. EDOLPHUS TOWNS, 
U.S. House of Representatives, 
Washington, DC. 

DEAR CONGRESSMEN STEARNS & TOWNS: On 
behalf of patients, physicians, and other 
members of the health advocacy community 
we are writing to express our support for 
H.R. 4132, the Faster Access to Specialized 
Treatments (FAST) Act. This legislation 
will modernize and expand the FDA’s Accel-
erated Approval pathway to encompass a 
broader range of diseases and leverage 21st 
century drug development tools and strate-
gies. This reform will speed the approval of 
much-needed therapies and cures to patients 
who are facing serious and life-threatening 
conditions, including Alzheimer’s disease, 
autoimmune diseases, multiple sclerosis, 
Parkinson’s disease, neuromuscular disease 
and hundreds of rare diseases that remain 
untreated. 

We commend you for championing legisla-
tion that maintains the FDA’s high standard 
for approval while at the same time ensuring 
the Agency can help facilitate the develop-
ment of new and novel therapies to patients 
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in a more timely manner. In many cases our 
patients have no available treatment for 
their diseases, or they are using a therapy 
that is older and may not work as effectively 
and safely. This is not acceptable. We believe 
that this legislation will ensure patients re-
ceive the best, modern treatment as soon as 
possible and we applaud your efforts on their 
behalf. 

Thank you for your leadership on this im-
portant bill and we look forward to working 
with you as it moves forward. 

Sincerely, 
Abigail Alliance for Better Access to De-

velopmental Drugs; Advocacy for Pa-
tients with Chronic Illness, Inc.; Affili-
ated American CSA Foundation; Alli-
ance for Aging Research; Alliance for 
Patient Access; American Autoimmune 
Related Diseases Association; Amer-
ican Brain Tumor Association; Amer-
ican Childhood Cancer Organization; 
American College of Medical Genetics; 
American Institute for Medical and Bi-
ological Engineering; American Soci-
ety of Clinical Psychopharmacology; 
Batten Disease Support and Research 
Association; Break Through Cancer Co-
alition; Californians for Cures; Celiac 
Disease Center at Columbia University; 
Celiac Sprue Association; Charcot- 
Marie-Tooth Association (CMTA); Chil-
dren’s Cardiomyopathy Foundation, 
Inc.; Chinese American Association of 
Greater Chicago; Coalition Duchenne; 
Coalition for Pulmonary Fibrosis; 
Colon Cancer Alliance; Cooleys Anemia 
Foundation; Crohn’s and Colitis Foun-
dation of America; Cryoglobulinemia 
Vasculitis Organization; 
CureDuchenne; CurePSP; Digestive 
Disease National Coalition; Erik 
Metzler Foundation; EveryLife Foun-
dation for Rare Diseases; Fabry Sup-
port & Information Group; Georgia 
PKU Connect; GIST Support Inter-
national; Hadley Hope Fund; Hannah’s 
Hope Fund; Hayden’s Batten Disease 
Foundation Inc.; HealthHIV; 
Hope4Bridget Foundation; ICE Epi-
lepsy Alliance; I Have IIH; In Need of 
Diagnosis, Inc. (INOD); Inspire; Inter-
national Cancer Advocacy Network 
(ICAN); Jacob’s Cure, Inc.; Jain Foun-
dation Inc.; Jonah’s Just Begun-Foun-
dation to Cure Sanfilippo Inc.; LAM 
Treatment Alliance; LGS Foundation; 
Liddy Shriver Sarcoma Initiative; Lit-
tle Miss Hannah Foundation; Lung 
Cancer Alliance; Lupus Foundation of 
America; Lymphangiomatosis & Gor-
ham’s Disease Alliance (LGDA); Lym-
phatic Malformation Institute (LMI); 
Macular Degeneration Support, Inc.; 
Madisons Foundation; Midwest Asian 
Health Association (MAHA); MLD 
Foundation; Mpdsupport.org— 
Myeloproliferative Disease Support; 
Muscular Dystrophy Association; Na-
tional Family Caregivers Association; 
National MPS Society; National MS 
Society; National Niemann-Pick Dis-
ease Foundation, Inc.; National PKU 
Alliance; National Tay-Sachs & Allied 
Diseases Association; National Venture 
Capital Association; NBIA Disorders 
Association; New Jersey Association 
for Biomedical Research; NKH Inter-
national Family Network; Noah’s 
Hope—Batten Disease Fund; Oxalosis 
and Hyperoxaluria Foundation; 
Pachyonychia Congenita Project; Par-
kinson’s Action Network; Parry-Rom-
berg Syndrome Resource, Inc.; Partner-
ship for Cures; Polycystic Kidney Dis-
ease Foundation; RARE Project; Rus-
sell-Silver Syndrome Support; 
Scleroderma Research Foundation; 

Sickle Cell Disease Association of 
America, Inc.; Society for Women’s 
Health Research; Solving Kids’ Cancer; 
Student Society for Stem Cell Re-
search; Sudden Arrhythmia Death Syn-
dromes (SADS) Foundation; Taylor’s 
Tale; The Association for 
Frontotemporal Degeneration (AFTD); 
The Children’s Medical Research Foun-
dation, Inc.; The Erythromelalgia As-
sociation; The Focus Foundation; The 
Manton Center for Orphan Disease Re-
search, Children’s Hospital Boston; The 
Reflex Sympathetic Dystrophy Syn-
drome Association (RSDSA); The Stop 
ALD Foundation; Tuberous Sclerosis 
Alliance; Veterans Health Council; 
VHL Family Alliance; Vietnam Vet-
erans of America; ZERO—The Project 
to End Prostate Cancer. 

Mr. PALLONE. Mr. Speaker, I yield 3 
minutes to the gentleman from North 
Carolina (Mr. BUTTERFIELD). 

Mr. BUTTERFIELD. I thank the gen-
tleman for yielding, and I thank him 
for his leadership on our committee. 

Mr. Speaker, I rise today in support 
of H.R. 5651, the Food and Drug Admin-
istration Reform Act, and want to sim-
ply highlight section 865, the Rare Pe-
diatric Disease Priority Review Vouch-
er Incentive program. I’m so pleased 
this section was included in the base 
text of the bill. I want to thank my 
colleagues on the committee and my 
good friend Congressman Mike McCaul 
of Texas for joining with me to see to 
its inclusion. Actually, we joined to-
gether in seeing to its inclusion. Also, 
let me give a strong thank you to 
Nancy Goodman with Kids vs. Cancer, 
who was a strong advocate on this 
issue. 

The program will incentivize phar-
maceutical companies to develop new 
drugs for children with rare pediatric 
diseases such as childhood cancers and 
sickle cell disease by expanding the 
cost-neutral priority review voucher 
program. Expanding the voucher pro-
gram will allow pharmaceutical com-
panies to expedite FDA review of more 
profitable drugs in return for devel-
oping treatments for rare pediatric dis-
ease. 

Since 1980, the FDA has approved 
only one new drug for treatment of 
childhood cancer while having ap-
proved 50 new cancer-fighting drugs for 
adults. Children living with life-threat-
ening conditions need access to newly 
developed drugs that can treat these 
rare diseases. 
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Whether a disease is rare or common, 
the need for effective care and poten-
tial cures is the same. Therefore, I 
strongly urge its inclusion in the final 
bill that will go to the President for his 
signature. 

Mr. Speaker, on a slightly different 
note, I would also like to discuss an-
other issue of equal importance. My 
colleagues and I have worked closely 
with the Pharmaceutical Distribution 
Security Alliance to craft a consensus 
proposal that has the support of manu-
facturers, distributors, wholesalers, 
and both the community and chain 

pharmacists in dealing with 
traceability of prescription medica-
tion. 

The proposal, known as RxTEC, 
would establish a national standard to 
address the serious issue of drug 
traceability and pedigree. I commend 
PDSA for their commitment to con-
sumer and patient safety by working so 
diligently with both Chambers on this 
very important issue, ultimately secur-
ing placeholder language in the Senate 
FDA reform bill. 

I am very supportive of this proposal, 
as RxTEC increases patient access to 
safe medicines, improves security of 
the pharmaceutical distribution chain, 
and lowers costs and regulatory bur-
dens. Given the seriousness of this 
issue, and to avoid additional injuries 
and potential deaths from counterfeit 
drugs, I urge the FDA and all parties 
involved in these talks to find common 
ground so that we can include final 
supply chain integrity language into 
the final draft similar to section 865. 

I ask my colleagues on the com-
mittee to also voice their support for 
inclusion. 

Mr. PITTS. Mr. Speaker, I yield 2 
minutes to the gentleman from Penn-
sylvania (Mr. MURPHY), a member of 
the Health Subcommittee, really the 
author of the sections on generic drug 
user fees and biosimilars in the bill. 

Mr. MURPHY of Pennsylvania. I 
thank the chairman. 

This year a typical senior will spend 
15 percent of their household income on 
health care, including $620 plus on pre-
scriptions. 

But that sum would be much higher 
if there were no FDA-approved generic 
pharmaceuticals. Without generics, 
that same senior might pay $1,000 for 
medicine, and Medicare would spend 
some $67 billion more. 

We must always assure that any 
medication, brand name or generic, is 
of the highest quality. But currently 
the Food and Drug Administration can-
not assure that medicines coming in 
from overseas factories such as those 
in China are pure. 

This bill includes my legislation, the 
Generic Drug and Biosimilar User Fee 
Act, to authorize for the first time an 
FDA program that will expedite ap-
proval of generics and clear a backlog 
of over 2,800 generic applications. Cur-
rently, the FDA is supposed to make a 
decision on the application within 16 
months. 

But the agency is taking twice that 
time because it lacks resources for con-
ducting reviews and inspecting fac-
tories. U.S. factories are inspected per-
haps once every 2 years, and more 
often if the FDA decides; foreign fac-
tories perhaps 7 to 9 years. That means 
millions of dosages of drugs coming in 
from overseas without any inspection. 

Recall what happened when heparin 
ended up killing perhaps 100 to 200 peo-
ple and causing other complications for 
many people. Ninety percent of phar-
maceutical ingredients are made in for-
eign factories, but we cannot remain 
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dependent on drugs from other coun-
tries that are below U.S. standards. 

People of all ages deserve peace of 
mind, and we all want to have the 
highest trust for all medicines, either 
brand name or generic. This bill will 
restore and support that trust for 
American consumers. 

Mr. PALLONE. Mr. Speaker, I am 
not expecting any more speakers, and I 
reserve the balance of my time. 

Mr. PITTS. Mr. Speaker, I yield 2 
minutes to the gentleman from Geor-
gia (Mr. GINGREY), another valued 
member of the Health Subcommittee, 
the author of the GAIN Act, the sec-
tion dealing with antibiotics, and a 
valued participant in all these negotia-
tions. 

Mr. GINGREY of Georgia. I thank 
subcommittee Chairman PITTS, Chair-
man UPTON, subcommittee Ranking 
Member PALLONE. The bill that we are 
passing today in the House of Rep-
resentatives, H.R. 5651, is an oppor-
tunity to come to the well in support 
of something that we have done in a bi-
partisan way. I really relish that fairly 
rare opportunity. Mr. Speaker, once 
again we are showing the American 
people that we can, when we have a 
need, a need and good ideas. Months 
and months and months went into 
working on this bill, staffs on both 
side. I commend them all and, of 
course, Ranking Member WAXMAN as 
well. 

Let me just say this. Other Members 
are talking about the many aspects of 
the bill, talking about the user-fee as-
pect of prescription drugs, generic 
drugs, biologic, biosimilars, the drug 
safety chain aspect, addressing this 
problem of shortage of drugs. Emeritus 
Member DINGELL is a big part of that 
aspect of the bill. 

Let me just say one thing about 
something that I had a lot of input 
into, and I am very proud of, and that 
is a specific drug, antibiotics, where we 
have a tremendous shortage. That in-
clusion of my bill, the GAIN Act, Gen-
erating Antibiotic Incentives Now, in 
this bill, I think, is hugely important. 
We have a lack of antibiotics in this 
country. We need to incentivize manu-
facturers to come forward with new 
and better antibiotics. 

Mr. Speaker, I want to just mention 
very briefly anecdotally, in my dis-
trict, the 11th District of Georgia, 
northwest Georgia, a young college 
student fell recently in a stream, the 
little Tallapoosa River, deeply gashed 
her leg. Bacteria got in that leg, which 
normally 99 out of a 100 times, Mr. 
Speaker, would cause no problems 
whatsoever. 

In this instance, I guess maybe be-
cause of the depth of the wound and 
the amount of the trauma to the tis-
sue, it resulted in something called 
necrotizing fasciitis. This young stu-
dent, 24 years old, has been struggling 
for months in an Augusta hospital to 
recover from these injuries. She is on 
the way to recovery, thank God, but 
not without significant long-term dis-

abilities. That’s why things like the 
GAIN aspect of the bill is so important 
so that we can get new and better anti-
biotics to the market. 

I support this bill tremendously in a 
bipartisan way. 

Mr. PITTS. Mr. Speaker, I yield 2 
minutes to the gentleman from Ohio 
(Mr. LATOURETTE). 

Mr. LATOURETTE. I thank the gen-
tleman very much for yielding. 

I commend the Energy and Com-
merce Committee for producing a good 
piece of legislation. I also want to ap-
plaud the efforts to enhance the safety 
of America’s pharmaceutical supply 
chain. While we are fortunate in Amer-
ica to not yet have a widespread prob-
lem, counterfeit drugs pose a serious 
health risk to all consumers. 

The current patchwork of State re-
quirements and licensing, however, 
makes supply chain compliance and 
safety inconsistent and challenging, 
which potentially jeopardizes the safe-
ty and welfare of millions of Ameri-
cans. Unless a uniform Federal policy 
covering all pharmaceutical supply 
chain stakeholders is enacted, the U.S. 
will fail to provide the visibility and 
leverage technology that will provide a 
superior cost-effective consumer pro-
tection. 

Third party logistic providers, or 
3PLs, are playing a growing and impor-
tant role in making sure that safe 
medicines reach their destinations. The 
term ‘‘third party logistics provider’’ 
refers to an entity that provides or co-
ordinates warehousing, distribution, or 
other services on behalf of a manufac-
turer. 

Currently, Federal law does not rec-
ognize the role of a 3PL. Only one 
State today offers a license for 3PLs. 
Other States require a 3PL to apply for 
a wholesale distributor license, even 
though 3PLs don’t buy or sell drugs. 

The varying patchwork of incon-
sistent State requirements does not 
provide for optimum law enforcement, 
and there is an added cost without a 
safety benefit. 3PLs need to be defined 
in Federal legislation and properly li-
censed. Including a 3PL definition in 
Federal language is a strong first step 
towards the development of uniform 
Federal standards and 3PL licenses. 

I want to thank my colleagues on the 
Energy and Commerce Committee in 
advance for a successful and construc-
tive conference process, and I am con-
fident that we can enhance the supply 
chain safety in a reasonable and cost- 
effective manner. 

Mr. PALLONE. Mr. Speaker, I just 
want to say in closing that I think it’s 
a great example with this bill of what 
we can do, not only in the Energy and 
Commerce Committee but in general in 
this House, on a bipartisan basis when 
everyone works together for a common 
goal. 
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This is actually a very important 
piece of legislation. It’s important for 
the pharmaceutical industry. It’s im-

portant in terms of job creation. It’s 
important in terms of innovation and 
also bringing low-cost drugs to the 
American people. Without the type of 
bipartisan cooperation we had, we 
would not have been able to get here 
with this time schedule, which is truly 
amazing. So I want to thank everyone. 
I would like to say that I hope that we 
can do similar good work in the re-
mainder of this Congress, and I would 
urge my colleagues to vote ‘‘aye.’’ 

I yield back the balance of my time. 
Mr. PITTS. Mr. Speaker, in conclu-

sion, I want to again commend leader-
ship on both sides of the aisle: Ranking 
Member Emeritus Mr. DINGELL and 
Ranking Member Mr. PALLONE and Mr. 
WAXMAN and Chairman UPTON and staff 
of both sides. They have done a terrific 
job and spent countless hours. I espe-
cially want to mention Clay Alspach 
and Ryan Long on our side, as well as 
our personal staff. They have been ab-
solutely terrific. Because of this, this 
legislation is going to save many lives. 
It’s going to help the United States 
continue to be the world leader in the 
pharmaceutical and medical device in-
dustries and mean a lot to our econ-
omy as well. 

I urge all Members to support this 
very important legislation, and I yield 
back the balance of my time. 

Mr. BILBRAY. Mr. Speaker, I want to indi-
cate my strong support of H.R. 5651, the Food 
and Drug Administration Reform Act of 2012, 
which we are addressing on the House floor 
today. This bipartisan legislation is not only 
good for the health of the American public; it 
is also a key component to restoring the 
health of our economy. 

Nowhere will the impacts of this legislation 
be felt more than in Southern California and 
the San Diego region. According to BIOCOM, 
Southern California’s life sciences cluster em-
ploys just over 97,000 in five sectors: bio-
pharmaceuticals, industrial biotechnology and 
biofuels, life sciences trade, medical devices 
and diagnostics, and research and lab serv-
ices. Medical devices and diagnostics is the 
region’s largest life sciences sector, employing 
33,871, followed by research and lab services 
with 31,878 jobs. These two sectors account 
for 68 percent of the total employment in the 
cluster, with over 65,000 jobs in the region. 
These innovative companies are on the fore-
front for discoveries from everything from Can-
cer therapies to the latest medical device that 
will prolong life. 

The Food and Drug Administration Reform 
Act of 2012 will provide timely and necessary 
improvements to the user fee programs for 
drugs, medical devices, generics and bio-
logics. Through this legislation, FDA will now 
be committed to meeting their performance 
goals for the review of life saving drugs—thus 
expediting these products to patients who 
need them, create an independent review enti-
ty to hold FDA accountable for the approval 
and clearance process for devices, as well as 
the creation of a new user fee program for ge-
neric drug and biologics approval all the while 
ensuring the safety of U.S. patients. 

H.R. 5651 contains many provisions that will 
improve the lives of American patients and 
promote the competitiveness of the U.S. life 
science enterprise. However, there are two 

VerDate Mar 15 2010 02:23 May 31, 2012 Jkt 019060 PO 00000 Frm 00049 Fmt 4636 Sfmt 9920 E:\CR\FM\K30MY7.030 H30MYPT1sm
ar

tin
ez

 o
n 

D
S

K
6T

P
T

V
N

1P
R

O
D

 w
ith

 H
O

U
S

E



CONGRESSIONAL RECORD — HOUSEH3228 May 30, 2012 
provisions in this legislation that I am most 
proud of including. Included in the final House 
draft were two pieces of bipartisan legislation 
that I sponsored and worked with my col-
leagues on both sides of the aisle to get in-
cluded. They are: 

H.R. 3203, the Novel Device Regulatory Re-
lief Act, coauthored with Representative LOIS 
CAPPS (D-Santa Barbara) improves the FDA’s 
third party review and inspection of medical 
devices by making the process more efficient, 
transparent, and beneficial to the life science 
industry seeking approval. 

H.R. 5334, the Breakthroughs Therapy Act, 
coauthored with Representative DIANA 
DEGETTE (D–Denver) expedites the review of 
breakthrough drugs for patients with serious or 
life-threatening disease or a condition where 
preliminary clinical evidence shows an im-
provement over existing therapies. 

As we move forward in reconciling our legis-
lation with the Senate it is my hope that we 
can address another national crisis that was 
not included in the House bill—the need for a 
reliable track and trace system for pharma-
ceutical products. For years, Congress has at-
tempted to craft legislation that would secure 
the distribution chain for pharmaceuticals. Ei-
ther due to lack of consensus from industry 
and patient participants or poor timing, this 
was never accomplished. This lack of action 
has resulted in a patchwork of State laws 
which create opportunities for bad actors to 
shop for States with the lowest safety require-
ments in order to introduce unsafe products 
into the legitimate supply chain. This patch-
work also creates regulatory uncertainty in the 
supply chain, which adds increased costs and 
burden to the health care system. 

But this year is different. For the first time, 
we have seen industry stakeholders put aside 
differences and come to a consensus on a 
language that is supported by me and my 
friend Mr. MATHESON that will create a national 
pedigree system which will replace a patch-
work of State laws that are currently in place. 
While not a perfect solution, this legislation is 
a first step in creating a secure supply chain 
system that will protect the U.S. public from 
counterfeit drugs while preventing unwanted 
regulatory burden on American businesses. It 
is my goal to work with my colleagues to in-
clude track and trace language in the final leg-
islation which will secure the drug supply 
chain and address the concerns of the large 
pharmaceutical distributors, secondary phar-
maceutical distributors, local pharmacists, third 
party logistical providers and the large scale 
pharmacies. 

In closing, I wish to thank Full Committee 
Chairman FRED UPTON and Health Sub-
committee Chairman JOE PITTS for their com-
mitment to this issue. Without their guidance 
and hard work, this legislation would never 
have seen the light of day. I look forward to 
casting my vote in support of H.R. 5651 and 
urge my colleagues to do the same. 

Mrs. EMERSON. Mr. Speaker, I want to ex-
press my support for the reauthorization of the 
Food and Drug Administration (FDA) under 
consideration today. The FDA provides essen-
tial safeguards for patients in America and 
around the world, while making possible new 
treatments and therapies for diseases and 
conditions which affect millions. This bill sup-
ports greater speed of generic medications to 
market and assures much needed drugs to 
treat cancer will get to the patients who need 
them. 

However, one provision (Section 805) in this 
legislation causes me special concern. The 
section includes the new authority for the Sec-
retary of Health and Human Services to con-
sult with the Department of Homeland Security 
to cause the destruction of any drug ‘‘that has 
reasonable probability of causing serious ad-
verse health consequences or death . . . or 
that is valued at an amount that is $2,000 or 
less.’’ This section poses a serious concern to 
hundreds of thousands of Americans who re-
ceive their drugs by mail from licensed and 
regulated pharmacies in Canada and other 
foreign countries. For these patients, these 
American consumers, there is often only one 
choice beyond a Canadian pharmacy, and that 
is to not purchase the medicines they need at 
all. 

Patients expecting receipt of legitimate pre-
scriptions, written by their doctor and filled by 
a licensed pharmacy in Canada, could have 
their shipment of medication destroyed without 
receiving any notification either before or after 
the Federal Government takes that action. A 
bus full of senior citizens which crosses the 
border into Canada to visit a pharmacy where 
they can fill their prescriptions for one-third the 
price of the same medications in the United 
States could have their pill bottles seized at 
the border, their meager budget for their 
monthly health care expenses already ex-
hausted. This is not good policy, nor is it what 
Americans expect from a free market. 

This language threatens a critical, cost-ef-
fective supply of medications and pharma-
ceuticals. These drugs are exactly the same 
as their counterparts sold in America. I urge 
further discussion of this critical issue in con-
ference and a full examination of the con-
sequences of passing this provision into law. 

Mr. WAXMAN. Mr. Speaker, today, the 
House considers a bill that represents a sig-
nificant bipartisan achievement. Our work to 
find a common approach to legislation to sup-
port and strengthen the FDA is truly remark-
able. It has been a pleasure to work with Mr. 
UPTON, Mr. PITTS, Mr. PALLONE, Mr. DINGELL, 
and other members of the Committee to 
achieve this result. 

When we began this process, there were 
wildly divergent views on the various issues 
contained in this bill. But we worked together 
and found ways to address those issues in a 
way that protects both innovation and patients. 

This legislation contains several provisions 
that are critical to the functioning of major 
parts of FDA. Our reauthorization of FDA’s 
drug and medical device user fee programs 
will provide resources to enable the efficient 
review of applications and give patients ac-
cess to therapies at the earliest possible time. 
We are also reauthorizing two pediatric pro-
grams which foster the development and safe 
use of prescription drugs in children. 

This year we will be establishing two new 
programs to help speed FDA’s review of new 
generics and biosimilars. These provisions il-
lustrate our bipartisan commitment to ensuring 
a vibrant generic marketplace. All of us will 
see the benefits when more low-cost generics 
are on the market as a result of this legisla-
tion. 

The bill also includes provisions to mod-
ernize FDA’s authorities with respect to the 
drug supply chain. FDA has been trying to 
keep pace with our increasingly globalized 
drug supply chain using an outdated statute. 
This legislation will give FDA critical new tools 

to police this dramatically different market-
place. 

We also have included some important pro-
visions that will go a long way toward address-
ing drug shortages, which have unfortunately 
now become an all-too-frequent occurrence. 

When we began this process, I had con-
cerns about many of the Republican proposals 
relating to medical devices. But we worked to-
gether to address those concerns and to as-
sure that nothing in this bill will take us back-
wards in terms of patient safety. 

Our bipartisan work has truly paid off. 
I support this bill, but I also think we can 

continue to improve it in the area of anti-
biotics. I agree that we need to look at ways 
to incentivize the development of new anti-
biotics. But we would more effectively address 
this need if we narrowed the provisions of the 
GAIN Act to target only drugs that treat seri-
ous and life-threatening infections. Addition-
ally, mandating that steps be taken to pre-
serve the effectiveness of antibiotics would 
strengthen the bill, in my view. 

I want to thank my colleagues on both sides 
of the aisle, and their staffs, for the hard work 
they have put into making this a strong, bipar-
tisan bill. I particularly want to thank Mr. PAL-
LONE’s and Mr. DINGELL’s staff members Tif-
fany Guarascio and Kim Trzeciak as well as 
Mr. UPTON’s and Mr. PITTS’ staff, Ryan Long 
and Clay Alspach. And, finally, my own staff, 
Karen Nelson, Rachel Sher, Eric Flamm, and 
Arun Patel. 

I expect the same level of bipartisan co-
operation will continue as we work together 
with our colleagues in the Senate to get this 
to the President before the 4th of July recess. 

Ms. KAPTUR. Mr. Speaker, I reluctantly rise 
today in support of H.R. 5651, the Food and 
Drug Administration Reform Act of 2012. 

First, I would like to commend Chairman 
UPTON and Ranking Member WAXMAN for put-
ting together a bipartisan bill. Bipartisan bills 
are a rarity in this Congress and I hope we 
can use the goodwill gained in this bill to 
come together on additional measures, such 
as those that create jobs and promote eco-
nomic growth. 

While this bill has support from both sides of 
the aisle, from my perspective, it does not go 
far enough. 

The Food and Drug Administration (FDA) is 
tasked with ensuring the safety of $2 trillion in 
products produced by industry. The FDA’s ap-
proval of a company’s products all but guaran-
tees profits for that company. 

Companies that benefit from the FDA’s ap-
proval should significantly contribute to the 
FDA’s budget to reduce the burden on tax-
payers who are already paying for tax cuts for 
millionaires and billionaires and two unpaid 
wars. In FY 12, user fees comprised a mere 
35 percent of the FDA’s budget. 

The FDA is facing many challenges. Ap-
proximately half of medical devices used in 
the United States come from abroad. Nearly 
40 percent of the drugs Americans take are 
made overseas and about 80 percent of the 
active pharmaceutical ingredients are im-
ported. Several years ago, contaminated hep-
arin from China caused a number of deaths 
and illnesses in my Congressional District. 

Additional resources are needed to properly 
investigate, inspect, and police foreign prod-
ucts like heparin to ensure American con-
sumers are fully protected. Industry should be 
contributing more. 
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Despite my reservations, this bill is a step in 

the right direction. It reauthorizes user fees for 
prescription drug and medical devices at lev-
els that should provide the FDA with sufficient 
resources to give patients access to therapies 
at the earliest possible time. 

In addition, this legislation authorizes a new 
user fee for generic drug reviews. In the last 
decade, the use of generic drugs saved the 
U.S. health care system more than $931 bil-
lion. Consequently, I’m glad to see the under-
lying bill provides resources to improve review 
times to ensure safe generic drugs come into 
the market as quickly as possible. 

Finally, the bill addresses some of my con-
cerns regarding foreign products. I strongly 
support the provisions that require drug im-
porters to register with the FDA, requiring suf-
ficient information from importers to allow the 
FDA to implement a risk-based approach to 
import screening and barring the entry of im-
ported drugs if deemed to have been delayed, 
limited or denied a full safety inspection. 

I also strongly support the section of the bill 
that provides extraterritorial Federal jurisdiction 
to enable United States law enforcement to 
hold those accountable who violate our safety 
laws, such as those who are responsible for 
the heparin-related deaths in my Congres-
sional District. 

Mr. TOWNS. Mr. Speaker, I rise today in 
support of H.R. 5651, The FDA Reform Act of 
2012. I would like to thank my colleagues for 
working with me and my staff on this important 
piece of legislation. As we move forward in the 
legislative process I would like to state the im-
portance of maintaining the provision in the 
accelerated approval section that requests 
guidance from the FDA on how to implement 
reforms to the drug approval process enacted 
by Congress. During our discussion in sub-
committee I submitted letters in support of this 
language from NORD, BIO, and fifty other pa-
tient groups. I hope that we maintain this guid-
ance language as we continue to move 
through the legislative process. 

I have only a few remaining concerns that I 
hope we can work through together before the 
bill is signed into law. One issue is regarding 
our drug supply chain security and the second 
is regarding medical device technologies 
which potentiate drugs. 

For many years, creating a national stand-
ard on drug traceability, or pedigree, has elud-
ed Congress. Realizing that the U.S. pharma-
ceutical supply chain has many safeguards in 
place and companies spend significant 
amounts of money to ensure the integrity of 
their products—criminals, thieves and other 
bad actors will stop at nothing to make profit 
off of the high value prescription drugs that 
are manufactured and sent throughout the dis-
tribution chain down to our pharmacies, and 
ultimately to patients and consumers. I support 
efforts to create consensus language on this 
issue that has the backing of stakeholders— 
from manufacturers, to distributors, whole-
salers on down to pharmacists—all involved in 
various aspects of the U.S. supply chain. 

We know that the other chamber was able 
to include ‘‘placeholder’’ language in its 
version of the FDA bill to ensure that con-
versations can continue to play out between 
FDA, supply chain stakeholders and Congres-
sional stakeholders to come to a final con-
sensus over the course of the coming weeks. 
Given the seriousness of this issue—to avoid 
additional injuries and potential deaths from 

counterfeit and adulterated product, and to 
avoid a patchwork of individual state laws to 
address an issue which clearly requires a fed-
eral solution—I would urge the FDA and all 
parties involved in these talks to find common 
ground so that we can include final supply 
chain integrity language into the final FDA 
user fee bill that is agreed upon between the 
two chambers. I would ask my colleagues on 
the committee to also support this request and 
signal their support as well. 

My final concern is regarding medical device 
technologies. The Centers for Disease Control 
and Prevention (CDC) estimates that more 
than 70% of bacterial and fungal pathogens 
resist at least one of the drugs typically used 
to eradicate them. The CDC estimates that 
these infections are responsible for over 
90,000 deaths annually and cost the U.S. an 
excess of $4 billion. These life-threatening in-
fections also prolong hospital stays and create 
substantial additional costs in the fighting of 
these infections. 

With such knowledge, the importance of in-
novative treatments such as patented laser 
technology that combat resistant organisms 
such as MRSA is pivotal. One section of this 
bill addresses the critical need to improve the 
pipeline of medical drugs identified as qualified 
infectious disease products (QIDPs). It has 
been brought to my attention that new peer-re-
viewed and patented laser technology is 
emerging that has the potential to eradicate 
drug resistant bacteria and fungus by 
potentiation of existing generic antimicrobial 
drugs while preserving human tissue. The 
standard definition of ‘‘potentiation’’ is when 
one drug enhances a second drug so that the 
combined effect is greater than the sum of the 
effects of each one alone. 

With these innovative technologies, we can 
improve post-surgical and inpatient outcomes. 
Furthermore, these technologies have shown 
the potential to successfully treat over 2.7 mil-
lion patients annually suffering from diabetic 
ulcers and lower limb and amputations. I hope 
the FDA will consider medical device tech-
nology which potentiate drugs as well QlDPs 
which have already been identified in this leg-
islation in taking steps toward eradicating bac-
terial and fungal infections. 

Mr. Speaker, this legislation has been the 
model of bipartisanship. I hope that we can 
continue our important work together to have 
these critical provisions affecting patients in-
cluded in the final bill before it is signed into 
law. 

Ms. DELAURO. Mr. Speaker, while I have 
serious reservations, I rise in support of the 
Food and Drug Administration Reform Act of 
2012 that we are considering under suspen-
sion of the rules today. 

As we all know, this bill is critical to patients, 
consumers, and industry across the country. It 
will ensure that Americans continue to have 
access to safe, affordable, and effective medi-
cations and medical devices. 

And there are several positive things in this 
legislation. For example, it will help to prevent 
drug shortages by requiring that companies 
notify the FDA if certain drugs are expected to 
experience manufacturing interruptions or 
discontinuances. Between 2005 and 2010, the 
number of reported drug shortages nearly tri-
pled—so we must act, and the provisions in 
this bill are a step forward in addressing this 
issue. 

The bill also permanently reauthorizes pedi-
atric drug programs, including those originally 

created because of the Best Pharmaceuticals 
for Children’s Act. It requires the electronic 
submission of new drug applications and 
issuance of regulations supporting a unique 
device identification system. It authorizes new 
efforts to prevent prescription drug abuse. 

Unlike the Senate bill passed last week, this 
bill includes a clause that may result in the de-
struction of drugs valuing less than $2,000 en-
tering this country before notifying the indi-
vidual receiving the package—simply put, 
some Americans may order medications that 
never arrive, placing their health at risk as 
they wait for their affordable medication. We 
should move to the Senate position on this 
issue. 

Unfortunately, this bill also represents a 
missed opportunity. We should be going much 
further to ensure that medications and medical 
devices are safe and effective, and to improve 
consumer and patient protections. For exam-
ple, the bill does not strengthen the premarket 
review of medical devices, improve the agen-
cy’s ability to appropriately reclassify medical 
devices, or even authorize an independent re-
view of the drug approval process. It author-
izes changes to the agency’s conflict of inter-
est policy for Advisory Committees, but does 
not strengthen them. And it does not reform 
the medical device clearance process. 

The bill we consider today should not be an 
end point. American consumers need access 
to products that are safe and effective, and 
numerous independent organizations have 
found the current system lacking. Just last 
year, the Institute of Medicine found that the 
510(k) clearance process is not ‘‘a reliable 
premarket screen of the safety and effective-
ness’’ of some devices. In sum, we should 
pass this bill, but we must also do more to 
strengthen the pre-market and post-market 
oversight of drugs and devices. 

Mrs. CHRISTENSEN. Mr. Speaker, there 
are so many reasons that I rise in strong sup-
port of this bipartisen legislation. Not only will 
it modernize the FDA review process of new 
and generic prescription drugs, biosimilars and 
medical devices, and ensure that Americans 
have reliable access to new, safe and innova-
tive medicines and devices, as well as to af-
fordable generic drugs, but it also promotes 
greater equity and safety in the development 
and use of prescription drugs for children—a 
level of importance that cannot be stressed 
enough. 

I strongly support this legislation because it 
prioritizes and protects the health and welfare 
of consumers, while also being fair and just to 
the prescription drug and medical device in-
dustries. And, this legislation includes incen-
tives for the development of new antibiotics to 
treat both life-threatening infections as well as 
those that if not treated, snowball into life- 
threatening situations. 

Finally, I rise in strong support of this legis-
lation because it will take significant steps for-
ward to address our nation’s ever-growing 
challenge with drug shortages. And so, Mr. 
Speaker, I urge my colleagues to join me with 
their strong support of this legislation so that 
we may achieve what we have long hoped to 
accomplish: reforming and strengthening many 
of the Food and Drug Administration’s key 
programs which—together—will ensure that 
Americans have greater and more timely ac-
cess to safe, affordable therapies and medical 
devices to treat and manage their conditions, 
and improve their overall health, quality of life 
and thus life opportunities. 
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Ms. MCCOLLUM. Mr. Speaker, I rise today 

in strong support of the Food and Drug Ad-
ministration Reform Act of 2012 (H.R. 5651), 
which will strengthen Minnesota’s health care 
system and economy. 

The Food and Drug Administration Reform 
Act reauthorizes the FDA’s drug and medical 
device user fee programs at a critical time. If 
these user fees are not reauthorized before 
the end of June, the FDA will not have the 
funding it needs to ensure life-saving drugs 
and medical devices are available to patients 
in a timely fashion. This bill also accelerates 
approval of treatments to address rare dis-
eases, reauthorizes two successful pediatric 
programs, and helps to prevent drug short-
ages that are affecting families across the 
country. Overall, the reforms in H.R. 5651 
bring the FDA into the 21st century by making 
the agency more responsive to changes in the 
U.S. health care system and better equipped 
to oversee a globalized market for medical 
products. This legislation will deliver safer 
treatments, faster innovation and better care 
for millions of American patients and families. 

This legislation is especially important for 
America’s medical device sector. The approval 
process for medical devices at the FDA 
slowed by as much as 60 percent since 2005, 
according to the General Accountability Office. 
While longer approval times do not contribute 
to patient safety, they have delayed or even 
denied life-saving treatments to patients and 
undermined the international competitiveness 
of the U.S. medical device industry. There is 
general agreement that the broken approval 
process for medical devices is doing real harm 
to patients and workers. This is especially 
concerning for Minnesota because our state is 
a hub of medical device innovation; the sector 
employs thousands of highly-skilled workers in 
our state. H.R. 5651 reforms and reauthorizes 
the medical device user fee program through 
fiscal year 2017, providing years of stability 
and increased regulatory certainty for compa-
nies that range from local small business start- 
ups to global Fortune 500 enterprises. More-
over, the bill will foster innovation in the sector 
by speeding market access for new and im-
proved medical devices without compromising 
patient safety. 

The Food and Drug Administration Reform 
Act is a rare bipartisan success story. This 
legislation comes to the House floor after 
months of close bipartisan collaboration. The 
Senate approved a bill very similar to H.R. 
5651 by a vote of 96 to 1. The House Energy 
and Commerce Committee voted 46 to 0 to 
move H.R. 5651 to the floor. Both Democratic 
and Republican members of Congress under-
stand that a high-quality health care system 
requires a strong and effective FDA. Today’s 
bill is a major step forward for the FDA and a 
demonstration of legislative compromise for 
the good of the American people. 

I urge all my colleagues to support H.R. 
5651. 

Mr. CHANDLER. Mr. Speaker, I rise today 
to address the significant bipartisan effort to 
reauthorize FDA user fee legislation. This re-
authorization provides an opportunity to up-
date the relevant FDA laws to reflect changes 
and challenges in the important area of pre-
scription drugs and medical devices. 

One critical area that Congress must con-
tinue to focus on is the safety and security of 
the pharmaceutical supply chain. Counterfeit 
drugs are a growing problem and put patient 

safety and health at risk. Patients who rely on 
certain medications should not have to live in 
fear they are not receiving the treatment they 
need because their medicine has been com-
promised. 

This is unacceptable, and we must work to 
find a national solution to this growing problem 
of counterfeit drugs. Because so much of the 
pharmaceutical supply chain relies on inter-
state commerce, I believe our federal govern-
ment must ensure that properly licensed enti-
ties are involved in our national pharma-
ceutical supply chain, particularly third-party 
logistics providers (3PLs). 

The way prescription drugs are moved from 
the manufacturer to the consumer has 
changed over the past several years with the 
emerging role of 3PLs. These providers are 
not in the business of manufacturing, buying, 
selling, or dispensing prescription drugs; they 
provide or coordinate warehousing, distribu-
tion, or other services on behalf of the manu-
facturer, wholesaler, or dispenser. We cannot 
realistically expect to have a thorough and 
comprehensive national supply chain track- 
and-trace system without providing for a clear 
and accurate definition of third party logistics 
providers. Our federal laws need to reflect this 
new reality. 

I applaud the Chairman and Ranking Mem-
ber of the Energy & Commerce Committee for 
their leadership and diligent work on this bill, 
and I encourage them to ensure that the final 
product from the House-Senate conference 
implements a uniform federal serialization pol-
icy covering all pharmaceutical supply chain 
participants. 

Mr. PASCRELL. Mr. Speaker, I stand today 
to support H.R. 5651—Food and Drug Admin-
istration Reform Act of 2012, which reauthor-
izes the Federal Drug Administration’s (FDA) 
prescription drug and medical device user fee 
programs through 2017. This legislation will 
provide the FDA the ability to collect user fees 
from drug and medical device companies to 
help fund its reviews of their products. These 
user fee programs provide the FDA the re-
sources to enable the efficient review of appli-
cations and give patients access to therapies 
at the earliest possible time, and most impor-
tantly, help prevent drug shortages that threat-
en public health. 

I am supportive of the legislation because it 
will authorize a new user fee program for ge-
neric drugs, resulting in decreased review 
times, and it authorizes user fee program for 
biosimilars, thus ensuring parity. Additionally, 
the legislation reauthorizes and makes perma-
nent two complementary pediatric drug pro-
grams, which foster the development and safe 
use of prescription drugs for children. 

Further, the legislation will assist in the 
modernization of the FDA’s global drug supply 
chain authority, resulting in improved safety of 
our prescription drugs The legislation will also 
provide new incentives for the development of 
antibiotics to address the public health threat 
of antibiotic resistance. Finally, the bill in-
cludes important provisions to help prevent 
and mitigate drug shortages, which have un-
fortunately now become an all-too-frequent oc-
currence. 

Ultimately, the legislation will ensure that 
Americans have access to crucial medicines 
and medical devices, improves access to new 
and innovative medicines and devices, helps 
prevent and mitigate drug shortages and re-
duces drug costs for consumers by speeding 
the approval of lower-cost generic drugs. 

Mr. PAULSEN. Mr. Speaker, I rise today in 
strong support of H.R. 5651, the Food and 
Drug Administration Reform Act. 

The United States has led the global med-
ical device industry for decades. This leader-
ship has brought hundreds of thousands of 
high-paying jobs to our country and life-saving, 
life-improving devices to our nation’s patients. 
U.S. medical device-related employment totals 
over 2 million jobs, and these are good, re-
warding jobs. 

This legislation will streamline and mod-
ernize the medical device approval process to 
make it more transparent, more consistent, 
and more predictable. This much needed re-
form will help companies bring their products 
to market quicker and cheaper, ultimately in-
creasing patient access to life improving and 
life saving technologies. 

I would like to highlight one portion of the 
bill that was taken from my legislation, the 
FDA REFORM Act. This provision would ex-
pand and clarify the FDA’s ability to use ac-
credited third party reviewers for low risk de-
vices. 

This will free up valuable resources and 
allow the FDA to function more effectively 
while still focusing on protecting patient safety. 

I want to thank Chairman UPTON and his 
staff for their continued support and effort on 
this matter. I urge adoption of this crucial leg-
islation that will help bring new products to 
market. 

The SPEAKER pro tempore (Mr. 
SIMPSON). The question is on the mo-
tion offered by the gentleman from 
Michigan (Mr. UPTON) that the House 
suspend the rules and pass the bill, 
H.R. 5651, as amended. 

The question was taken. 
The SPEAKER pro tempore. In the 

opinion of the Chair, two-thirds being 
in the affirmative, the ayes have it. 

Mr. PITTS. Mr. Speaker, on that I 
demand the yeas and nays. 

The yeas and nays were ordered. 
The SPEAKER pro tempore. Pursu-

ant to clause 8 of rule XX, further pro-
ceedings on this question will be post-
poned. 

f 

FEDERAL COMMUNICATIONS COM-
MISSION CONSOLIDATED RE-
PORTING ACT OF 2012 

Mr. SCALISE. Mr. Speaker, I move 
to suspend the rules and pass the bill 
(H.R. 3310) to amend the Communica-
tions Act of 1934 to consolidate the re-
porting obligations of the Federal 
Communications Commission in order 
to improve congressional oversight and 
reduce reporting burdens, as amended. 

The Clerk read the title of the bill. 
The text of the bill is as follows: 

H.R. 3310 

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 ‘‘Federal 
Communications Commission Consolidated 
Reporting Act of 2012’’. 
SEC. 2. COMMUNICATIONS MARKETPLACE RE-

PORT. 
Title I of the Communications Act of 1934 

(47 U.S.C. 151 et seq.) is amended by adding 
at the end the following: 

VerDate Mar 15 2010 03:09 May 31, 2012 Jkt 019060 PO 00000 Frm 00052 Fmt 4636 Sfmt 0634 E:\CR\FM\A30MY7.010 H30MYPT1sm
ar

tin
ez

 o
n 

D
S

K
6T

P
T

V
N

1P
R

O
D

 w
ith

 H
O

U
S

E


		Superintendent of Documents
	2025-10-04T04:38:15-0400
	Government Publishing Office, Washington, DC 20401
	U.S. Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




