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ordered, or on which the vote incurs
objection under clause 6 of rule XX.

Any record vote on the postponed
question will be taken later.

———

FOOD AND DRUG ADMINISTRATION
SAFETY AND INNOVATION ACT

Mr. UPTON. Mr. Speaker, I move to
suspend the rules and pass the bill (S.
3187) to amend the Federal Food, Drug,
and Cosmetic Act to revise and extend
the user-fee programs for prescription
drugs and medical devices, 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 amendment is as fol-
lows:

Amendment:

Strike out all after the enacting clause and
insert:

SECTION 1. SHORT TITLE.

This Act may be cited as the ‘“Food and Drug
Administration Safety and Innovation Act’.
SEC. 2. TABLE OF CONTENTS; REFERENCES IN

ACT.

(a) TABLE OF CONTENTS.—The table of con-

tents of this Act is as follows:

Sec. 1. Short title.
Sec. 2. Table of contents; references in Act.

TITLE I—FEES RELATING TO DRUGS

101. Short title; finding.

102. Definitions.

103. Authority to assess and use drug fees.

104. Reauthorization; reporting require-
ments.

Sunset dates.

Sec. 106. Effective date.

Sec. 107. Savings clause.

TITLE II—FEES RELATING TO DEVICES

Sec. 201. Short title; findings.

Sec. 202. Definitions.

Sec. 203. Authority to assess and use device
fees.

Reauthorization;
ments.

Savings clause.

Effective date.

Sunset clause.

Streamlined hiring authority to sup-
port activities related to the proc-
ess for the review of device appli-
cations.

TITLE III—FEES RELATING TO GENERIC
DRUGS

Short title.

Authority to assess and use human ge-
neric drug fees.

Reauthorization; reporting
ments.

Sunset dates.

Effective date.

Amendment
branding.

Streamlined hiring authority to sup-
port activities related to human
generic drugs.

Sec. 308. Additional reporting requirements.

TITLE IV—FEES RELATING TO BIOSIMILAR

BIOLOGICAL PRODUCTS

Short title; finding.

Fees relating to biosimilar biological
products.
Reauthorization;

ments.
Sunset dates.
Effective date.
Savings clause.
Conforming amendment.
Additional reporting requirements.

Sec.
Sec.
Sec.
Sec.

Sec. 105.

Sec. 204. reporting require-
Sec.
Sec.
Sec.

Sec.

205.
206.
207.
208.

301.
302.

Sec.
Sec.
Sec. 303. require-
304.
305.
306.

Sec.
Sec.
Sec. with respect to mis-

Sec. 307.

Sec. 401.
Sec. 402.
Sec. 403. reporting require-
404.
405.
406.
407.
408.

Sec.
Sec.
Sec.
Sec.
Sec.

CONGRESSIONAL RECORD —HOUSE

TITLE V—PEDIATRIC DRUGS AND DEVICES

Sec. 501. Permanence.

Sec. 502. Written requests.

Sec. 503. Communication with Pediatric Review
Committee.

Access to data.

Ensuring the completion of pediatric
studies.

Pediatric study plans.

Reauthorizations.

Report.

Technical amendments.

Pediatric rare diseases.

Staff of Office of Pediatric Thera-
peutics.

TITLE VI—MEDICAL DEVICE REGULATORY
IMPROVEMENTS

Investigational device exemptions.

Clarification of least burdensome
standard.

Agency documentation and review of
significant decisions.

Device modifications requiring pre-
market notification prior to mar-
keting.

Program to improve the device recall
system.

Clinical holds on investigational de-
vice exemptions.

Modification of de mnovo application
process.

Reclassification procedures.

Harmonization of device premarket re-
view, inspection, and labeling
symbols.

Participation in international fora.

Reauthorization of third-party review.

Reauthorization of third-party inspec-
tion.

Humanitarian device exemptions.

Unique device identifier.

Sentinel.

Postmarket surveillance.

Custom devices.

Health information technology.

Good guidance practices relating to
devices.

620. Pediatric device consortia.

TITLE VII—DRUG SUPPLY CHAIN

701. Registration of domestic drug estab-
lishments.

Registration of foreign establishments.

Identification of drug excipient infor-
mation with product listing.

Electronic system for registration and
listing.

Risk-based inspection frequency.

Records for inspection.

Prohibition against delaying, denying,
limiting, or refusing inspection.

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

Administrative detention.

Exchange of information.

Enhancing the safety and quality of
the drug supply.

Recognition of foreign government in-
spections.

Standards for admission of imported
drugs.

Registration of commercial importers.

Notification.

Protection against intentional adulter-
ation.

Sec. 717. Penalties for counterfeiting drugs.

Sec. 718. Extraterritorial jurisdiction.

TITLE VIII—GENERATING ANTIBIOTIC
INCENTIVES NOW

Extension of exclusivity period for
drugs.

Priority review.

Fast track product.

Clinical trials.

Reassessment of qualified infectious
disease product incentives in §
years.

504.
505.

Sec.
Sec.

506.
507.
508.
509.
510.
511.

Sec.
Sec.
Sec.
Sec.
Sec.
Sec.

601.
602.

Sec.
Sec.

Sec. 603.

Sec. 604.

Sec. 605.

Sec. 606.
Sec. 607.

608.
609.

Sec.
Sec.

610.
611.
612.

Sec.
Sec.
Sec.

613.
614.
615.
616.
617.
618.
619.

Sec.
Sec.
Sec.
Sec.
Sec.
Sec.
Sec.

Sec.

Sec.

702.
703.

Sec.
Sec.
Sec. 704.
705.

706.
707.

Sec.
Sec.
Sec.

Sec. 708.

709.
710.
711.

Sec.
Sec.
Sec.

Sec. 712.

Sec. 713.
714.
715.
716.

Sec.
Sec.
Sec.

Sec. 801.
802.
803.
804.
805.

Sec.
Sec.
Sec.
Sec.
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Sec. 806. Guidance on pathogen-focused anti-
bacterial drug development.
TITLE IX—DRUG APPROVAL AND PATIENT
ACCESS

Enhancement of accelerated patient
access to new medical treatments.

Breakthrough therapies.

Consultation with external experts on
rare diseases, targeted therapies,
and genetic targeting of treat-
ments.

Accessibility of information on pre-
scription drug container labels by
visually impaired and blind con-
sumers.

Risk-benefit framework.

Grants and Contracts for the Develop-
ment of Orphan Drugs.

Reporting of inclusion of demographic
subgroups in clinical trials and
data analysis in applications for
drugs, biologics, and devices.

908. Rare pediatric disease priority review

voucher incentive program.

TITLE X—DRUG SHORTAGES

Sec. 901.

902.
903.

Sec.
Sec.

904.

Sec.

905.
906.

Sec.
Sec.

Sec. 907.

Sec.

Sec. 1001. Discontinuance or interruption in the
production of life-saving drugs.

Sec. 1002. Annual reporting on drug shortages.

Sec. 1003. Coordination,; task force and strategic
plan.

Sec. 1004. Drug shortage list.

Sec. 1005. Quotas applicable to drugs in short-
age.

Sec. 1006. Attorney General report on drug
shortages.

Sec. 1007. Hospital repackaging of drugs in
shortage.

Sec. 1008. Study on drug shortages.

TITLE XI—OTHER PROVISIONS
Subtitle A—Reauthorizations
Sec. 1101. Reauthorization of provision relating

to exclusivity of certain drugs
containing single enantiomers.
1102. Reauthorization of the critical path
public-private partnerships.
Subtitle B—Medical Gas Product Regulation
Sec. 1111. Regulation of medical gases.
Sec. 1112. Changes to regulations.
Sec. 1113. Rules of construction.
Subtitle C—Miscellaneous Provisions

1121. Guidance document regarding prod-
uct promotion using the Internet.

Combating prescription drug abuse.

Optimizing global clinical trials.

Advancing regulatory science to pro-
mote public health innovation.

Information technology.

Nanotechnology.

Online pharmacy report to Congress.

Report on small businesses.

Protections for the commissioned
corps of the public health service
act.

Compliance date for rule relating to
sunscreen drug products for over-
the-counter human use.

Strategic  integrated management
plan.

Assessment
REMS.

Extension of period for first applicant
to obtain tentative approval with-
out forfeiting 180-day-exclusivity
period.

Deadline for determination on certain
petitions.

Final agency action relating to peti-
tions and civil actions.

Electronic submission of applications.

Patient participation in  medical
product discussions.

Ensuring adequate information re-
garding pharmaceuticals for all
populations, particularly under-
represented subpopulations, in-
cluding racial subgroups.

Sec.

Sec.

1122.
1123.
1124.

Sec.
Sec.
Sec.

1125.
1126.
1127.
1128.
1129.

Sec.
Sec.
Sec.
Sec.
Sec.

Sec. 1130.

Sec. 1131.

Sec. 1132. and modification of

Sec. 1133.

Sec. 1134.
Sec. 1135.

1136.
1137.

Sec.
Sec.

Sec. 1138.
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Sec. 1139. Scheduling of hydrocodone.

Sec. 1140. Study on Drug Labeling by Elec-
tronic Means.

Sec. 1141. Recommendations on interoperability
standards.

Sec. 1142. Conflicts of interest.

Sec. 1143. Notification of FDA intent to regu-
late laboratory-developed tests.

Subtitle D—Synthetic Drugs

Sec. 1151. Short title.

Sec. 1152. Addition of synthetic drugs to sched-
ule I of the Controlled Substances
Act.

Sec. 1153. Temporary scheduling to avoid immi-

nent hazards to public safety ex-
pansion.

(b) REFERENCES IN ACT.—Except as otherwise
specified, amendments made by this Act to a sec-
tion or other provision 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 Amendments of
2012”.

(b) FINDING.—The Congress finds that the fees
authoriced by the amendments made in this title
will be dedicated toward expediting the drug de-
velopment process and the process for the review
of human drug applications, including
postmarket drug safety activities, as set forth in
the goals identified for purposes of part 2 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, Edu-
cation, Labor, and Pensions of the Senate and
the Chairman of the Committee on Energy and
Commerce of the House of Representatives, as
set forth in the Congressional 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,
serting ‘“(c)(4)’’; and

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

(C) in the matter following clause (ii) in para-
graph (2)(A)—

(i) by striking ‘“(c)(5)”’ and inserting ‘‘(c)(4)’’;
and

(ii) by striking ‘‘payable on or before October
1 of each year” and inserting ‘‘due on the later
of the first business day on or after October 1 of
each fiscal year or the first business day after
the enactment of an appropriations Act pro-
viding for the collection and obligation of fees
for such fiscal year under this section’’;

(D) in paragraph (3)—

(1) in subparagraph (A)—

(I) by striking ‘‘subsection (c)(5)”’ and insert-
ing ‘‘subsection (c)(4)’’; and

(II) by striking ‘‘payable on or before October
1 of each year.” and inserting “‘due on the later
of the first business day on or after October 1 of
each fiscal year or the first business day after
the enactment of an appropriations Act pro-
viding for the collection and obligation of fees
for such fiscal year under this section.”’; and

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

‘““(B) EXCEPTION.—A prescription drug product
shall not be assessed a fee under subparagraph
(4) if such product is—

““(i) identified on the list compiled under sec-
tion 505(5)(7) with a potency described in terms
of per 100 mL;

s

and in-
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“(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 products
compiled under section 505(7)(7);

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

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

(2) in subsection (b)—

(4) in paragraph (1)—

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

(ii) in  subparagraph (A4), by striking
“$392,783,000; and”’ and inserting
“3693,099,000;”’; and

(iii) by striking subparagraph (B) and insert-
ing the following:

“(B) the dollar amount equal to the inflation
adjustment for fiscal year 2013 (as determined
under paragraph (3)(4)); and

“(C) the dollar amount equal to the workload
adjustment for fiscal year 2013 (as determined
under paragraph (3)(B)).”’; and

(B) by striking paragraphs (3) and (4) and in-
serting the following:

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

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

“(1) $652,709,000 multiplied by the result of an
inflation adjustment calculation determined
using the methodology described in subsection
(¢)(1)(B); and

““(ii) $652,709,000 multiplied by the result of an
inflation adjustment calculation determined
using the methodology described in subsection
(e)(1)(C).

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

‘(1) $652,709,000 plus the amount of the infla-
tion adjustment calculated under subparagraph
(A); multiplied by

““(ii) the amount (if any) by which a percent-
age workload adjustment for fiscal year 2013, as
determined using the methodology described in
subsection (c)(2)(A), would exceed the percent-
age workload adjustment (as so determined) for
fiscal year 2012, if both such adjustment per-
centages were calculated using the 5-year base
period consisting of fiscal years 2003 through
2007 .

“(C) LIMITATION.—Under mno 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 para-
graph (1)(A) and the amount under paragraph
(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, published in the Fed-
eral 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 pre-
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ceding 4 fiscal years, multiplied by the propor-
tion of personnel compensation and benefits
costs to total costs of the process for the review
of human drug applications (as defined in sec-
tion 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 pre-
ceding 4 years of available data multiplied by
the proportion of all costs other than personnel
compensation and benefits costs to total costs of
the process for the review of human drug appli-
cations (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 compounded
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 ad-
justed for a fiscal year for inflation in accord-
ance with paragraph (1), the fee revenues 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 applica-
tions. With respect to such adjustment:

“(A) The adjustment shall be determined by
the Secretary based on a weighted average of
the change in the total number of human drug
applications (adjusted for changes in review ac-
tivities, as described in the notice that the Sec-
retary is required to publish in the Federal Reg-
ister under this subparagraph), efficacy supple-
ments, and manufacturing supplements sub-
mitted to the Secretary, and the change in the
total number of active commercial investiga-
tional mnew drug applications (adjusted for
changes in review activities, as so described)
during the most recent 12-month period for
which data on such submissions is available.
The Secretary shall publish in the Federal Reg-
ister the fee revenues and fees resulting from the
adjustment and the supporting methodologies.

““(B) Under no circumstances shall the adjust-
ment result in fee revenues for a fiscal year that
are less than the sum of the amount under sub-
section (b)(1)(A) and the amount under sub-
section (b)(1)(B), as adjusted for inflation under
paragraph (1).

“(C) The Secretary shall contract with an
independent accounting or consulting firm to
periodically review the adequacy of the adjust-
ment and publish the results of those reviews.
The first review shall be conducted and pub-
lished by the end of fiscal year 2013 (to examine
the performance of the adjustment since fiscal
year 2009), and the second review shall be con-
ducted and published by the end of fiscal year
2015 (to examine the continued performance of
the adjustment). The reports shall evaluate
whether the adjustment reasonably represents
actual changes in workload volume and com-
plexity and present options to discontinue, re-
tain, 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 war-
ranted, adopt appropriate changes to the meth-
odology. 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 adjust-
ments under this paragraph and paragraphs (1)
and (2), further increase the fee revenues and
fees established in subsection (b) if such an ad-
justment is mecessary to provide for mot more
than 3 months of operating reserves of carryover
user fees for the process for the review of human
drug applications for the first 3 months of fiscal
year 2018. If such an adjustment is mecessary,
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the rationale for the amount of the increase
shall be contained in the annual notice estab-
lishing fee revenues and fees for fiscal year 2017.
If the Secretary has carryover balances for such
process in excess of 3 months of such operating
reserves, the adjustment under this paragraph
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 September 30,
2012, establish, for the next fiscal year, applica-
tion, product, and establishment fees under sub-
section (a), based on the revenue amounts estab-
lished under subsection (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 appli-
cations.”’; and

(4) in subsection (g)—

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

(B) in paragraph (2)—

(i) in subparagraph (A)(i), by striking ‘‘shall
be retained’ and inserting ‘‘subject to subpara-
graph (C), shall be collected and available’’;

(i1) in subparagraph (A)(ii), by striking ‘‘shall
only be collected and available’”’ and inserting
“shall be available’’; and

(i1i) by adding at the end the following new
subparagraph:

“(C) PROVISION FOR EARLY PAYMENTS.—Pay-
ment 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 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)—

(1) by striking ‘‘fiscal years 2008 through 2010’
and inserting ‘‘fiscal years 2013 through 2015”’;

(ii) by striking ‘‘fiscal year 2011”° and insert-
ing “‘fiscal year 2016°’;

(iti) by striking “‘fiscal years 2008 through
2011 and inserting ‘‘fiscal years 2013 through
2016"’; and

(iv) by striking ‘‘fiscal year 2012 and insert-
ing “‘fiscal year 2017.

SEC. 104. REAUTHORIZATION; REPORTING RE-
QUIREMENTS.

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

(1) by amending subsection (a) to read as fol-
lows:

‘“(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 collected
under this part, the Secretary shall prepare and
submit 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 concerning—

‘““(A) the progress of the Food and Drug Ad-
ministration in achieving the goals identified in
the letters described in section 101(b) of the Pre-
scription Drug User Fee Amendments of 2012
during such fiscal year and the future plans of
the Food and Drug Administration for meeting
the goals, including the status of the inde-
pendent assessment described in such letters;
and

‘““(B) the progress of the Center for Drug Eval-
uation and Research and the Center for Bio-
logics Evaluation and Research in achieving the
goals, and future plans for meeting the goals,
including, for each review division—

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

“‘(iii) the number of standard efficacy supple-
ments filed per fiscal year for each review divi-
sion;

“(iv) the number of priovity efficacy supple-
ments filed per fiscal year for each review divi-
sion;

“(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 re-
view as fast track products per fiscal year for
each review division;

“‘(vii) the number of applications filed for or-
phan-designated products per fiscal year for
each review division; and

“(viii) the number of breakthrough designa-
tions for a fiscal year for each review division.

““(2) INCLUSION.—The report under this sub-
section for a fiscal year shall include informa-
tion on all previous cohorts for which the Sec-
retary has not given a complete response on all
human drug applications and supplements 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 of
the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 379g; 379h) shall cease to be effective Oc-
tober 1, 2017.

(b) REPORTING REQUIREMENTS.—Section 736B
of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 379h-2) shall cease to be effective Janu-
ary 31, 2018.

(¢) PREVIOUS SUNSET PROVISION.—

(1) IN GENERAL.—Section 106 of the Food and
Drug Administration Amendments Act of 2007
(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 relat-
ing 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 re-
lating to section 509.

(2) Effective September 30, 2002—

(A) section 107 of the Food and Drug Adminis-
tration Modernization Act of 1997 (Public Law
105-115) is repealed; and

(B) the table of contents in section 1(c) of
such Act is amended by striking the item related
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 en-
actment of this Act, whichever is later, except
that fees under part 2 of subchapter C of chap-
ter VII of the Federal Food, Drug, and Cosmetic
Act shall be assessed for all human drug appli-
cations received on or after October 1, 2012, re-
gardless 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 enact-
ment of this title, shall continue to be in effect
with respect to human drug applications and
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supplements (as defined in such part as of such
day) that on or after October 1, 2007, but before
October 1, 2012, were accepted by the Food and
Drug Administration 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—FEES RELATING TO DEVICES
SEC. 201. SHORT TITLE; FINDINGS.

(a) SHORT TITLE.—This title 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 expediting the
process for the review of device applications and
for assuring the safety and effectiveness of de-
vices, as set forth in the goals identified for pur-
poses of part 3 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 Com-
mittee on Health, Education, Labor, and Pen-
sions of the Senate and the Chairman of the
Committee 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 required
to register’’ and all that follows through the end
of paragraph (13) and inserting the following:
‘“is registered (or is required to register) with the
Secretary under section 510 because such estab-
lishment is engaged in the manufacture, prepa-
ration, propagation, compounding, o0r pProc-
essing of a device.’’.

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 inserting
“October 1, 2012°°; and

(iii) by striking ‘‘subsection (c)(1)”’ and insert-
ing ‘‘subsection (c)’’; and

(B) in clause (viii), by striking “1.84°° and in-
serting “2”’; and

(3) in paragraph (3)—

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

(B) in subparagraph (C), by striking ‘‘initial
registration’ and all that follows through ‘‘sec-
tion 510.” and inserting ‘‘later of—

““(i) the initial or annual registration (as ap-
plicable) of the establishment under section 510;
or

““(ii) the first business day after the date of
enactment of an appropriations Act providing
for the collection and obligation of fees for such
year under this section.’’.

(b) FEE AMOUNTS.—Section 738(b) (21 U.S.C.
3797(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 pur-
poses of paragraph (1), the base fee amounts
specified in this paragraph are as follows:
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“Fee Type

Fiscal Fiscal Fiscal Fiscal Fiscal
Year Year Year Year Year
2013 2014 2015 2016 2017

Premarket APDPUCALION ..c.vvnvnireiniiieiiiiieeieneaeenanns

Establishment Registration

$248,000 $252,960 $258,019 $263,180 $268,443
$2,575 $3,200 $3,750 $3,872 $3,872

“(3) TOTAL REVENUE AMOUNTS SPECIFIED.—
For purposes of paragraph (1), the total revenue
amounts specified in this paragraph are as fol-
lows:

““(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.—Sec-
tion 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);

(3) by redesignating paragraphs (3) and (4) as
paragraphs (4) and (5), respectively; and

(4) by inserting before paragraph (4), as so re-
designated, 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 subse-
quent fiscal year, the Secretary shall adjust the
total revenue amount specified in subsection
(b)(3) for such fiscal year by multiplying such
amount by the applicable inflation 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 ad-
justment under subparagraph (C) for such fiscal
year; and

““(ii) for fiscal year 2015 and each subsequent
fiscal year, the product of—

“(I) the base inflation adjustment under sub-
paragraph (C) for such fiscal year; and

““(II) the product of the base inflation adjust-
ment under subparagraph (C) for each of the
fiscal years preceding such fiscal year, begin-
ning with fiscal year 2014.

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

‘(i) IN GENERAL.—Subject to further adjust-
ment under clause (ii), the base inflation adjust-
ment 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 pre-
ceding 4 fiscal years, multiplied 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 pre-
ceding 4 years of available data multiplied by
0.40.

““(ii) LIMITATIONS.—For purposes of subpara-
graph (B), if the base inflation adjustment for a
fiscal year under clause (i)—

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

“(11) 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 meeded, on a uniform propor-
tionate basis, to generate the total revenue
amounts under subsection (b)(3), as adjusted for
inflation under subparagraph (4).

“(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 ad-
justed under paragraph (2)(D), the base estab-
lishment registration fee amounts specified in
such subsection shall be further adjusted, as the
Secretary estimates is mecessary in order for
total fee collections for such fiscal year to gen-
erate the total revenue 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 (1), respectively; and

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

“(f) FEE WAIVER OR REDUCTION.—

““(1) IN GENERAL.—The Secretary may, at the
Secretary’s sole discretion, grant a waiver or re-
duction of fees under subsection (a)(2) or (a)(3)
if the Secretary finds that such waiver or reduc-
tion is in the interest of public health.

““(2) LIMITATION.—The sum of all fee waivers
or reductions granted by the Secretary in any
fiscal year under paragraph (1) shall not exceed
2 percent of the total fee revenue amounts estab-
lished for such year under subsection (c).

““(3) DURATION.—The authority provided by
this subsection terminates October 1, 2017.”".

(e) CONDITIONS.—Section  738(h)(1)(4) (21
U.S.C. 379j(h)(1)(4)), as redesignated by sub-
section (d)(1), is amended by striking
““$205,720,000”° and inserting ‘‘3280,587,000"".

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

(1) in paragraph (1), by striking ‘‘Fees author-
ized” and inserting ‘‘Subject to paragraph
(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 subparagraph
(C), shall be collected and available’’; and

(ii) in clause (ii)—

(I) by striking ‘‘collected and’ after ‘“‘shall
only be’”’; and

(I1) by striking ‘‘fiscal year 2002”° and insert-
ing ‘‘fiscal year 2009°°; and

(B) by adding at the end, the following:

‘“(C) PROVISION FOR EARLY PAYMENTS.—Pay-
ment 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 provided in advance in a prior
year appropriations Act.”’;

(3) by amending paragraph (3) to read as fol-
lows:

““(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 adjusted under sub-
section (c) and, for fiscal year 2017 only, as fur-
ther adjusted under paragraph (4).”’; and

(4) in paragraph (4)—

(4) by striking “‘fiscal years 2008, 2009, and
2010’ and inserting ‘‘fiscal years 2013, 2014, and
2015”’;

(B) by striking ‘‘fiscal year 2011’ and insert-
ing “‘fiscal year 2016°’;

(C) by striking ‘“‘June 30, 2011”° and inserting
“June 30, 2016°’;

(D) by striking ‘‘the amount of fees specified
in aggregate in’’ and inserting ‘‘the cumulative
amount appropriated pursuant to’’;

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

(F) by striking ‘‘fiscal year 2012°° and insert-
ing “‘fiscal year 2017’.

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

QUIREMENTS.

(a) REAUTHORIZATION.—Section 738A(b) (21
U.S.C. 3795-1(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 col-
lected under this part, the Secretary shall pre-
pare 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 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 Device 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 informa-
tion to be reported by the Food and Drug Ad-
ministration to industry on a quarterly and an-
nual basis pursuant to the letters described in
section 201(b) of the Medical Device User Fee
Amendments Act of 2012, the Secretary shall
make such information publicly available on the
Internet Web site of the Food and Drug Admin-
istration not later than 60 days after the end of
each quarter or 120 days after the end of each
fiscal year, respectively, to which such informa-
tion applies. This information shall include the
status of the independent assessment identified
in the letters described in such section 201(b).

“(C) UPDATES.—The Secretary shall include
in each report under subparagraph (A) informa-
tion on all previous cohorts for which the Sec-
retary has not given a complete response on all
device premarket applications and reports, sup-
plements, and premarket notifications in the co-
hort.”’; and

(2) in paragraph (2),
through 2012 and inserting
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 be-
fore the date of the enactment of this title, shall
continue to be in effect with respect to the sub-
missions listed in section 738(a)(2)(A) of such
Act (in effect as of such day) that on or after
October 1, 2007, but before October 1, 2012, were
accepted by the Food and Drug Administration
for filing with respect to assessing and collecting
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 en-
actment of this Act, whichever is later, except
that fees under part 3 of subchapter C of chap-
ter 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.

by striking ‘2008
“2013 through
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SEC. 207. SUNSET CLAUSE.

(a) IN GENERAL.—Sections 737 and 738 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 739i; 7397) shall cease to be effective Octo-
ber 1, 2017. Section 7384 (21 U.S.C. 739j-1) of the
Federal Food, Drug, and Cosmetic Act (regard-
ing reauthorization and reporting requirements)
shall cease to be effective January 31, 2018.

(b) PREVIOUS SUNSET PROVISION.—

(1) IN GENERAL.—Section 217 of the Food and
Drug Administration Amendments Act of 2007
(Title 1I 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 relat-
ing to section 217.

(c) TECHNICAL CLARIFICATION.—Effective Sep-
tember 30, 2007—

(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 related 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, gov-
erning appointments in the competitive service,
appoint employees to positions in the Food and
Drug Administration to perform, administer, or
support activities described in subsection (b), if
the Secretary determines that such appoint-
ments are needed to achieve the objectives speci-
fied in subsection (c).

“(b) AcCTIVITIES 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), the goals re-
ferred 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 em-
ployees under this section shall terminate on the
date that is 3 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 activi-
ties, as set forth in the goals identified for pur-
poses of part 7 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 Com-
mittee on Health, Education, Labor, and Pen-
sions of the Senate and the Chairman of the
Committee on Energy and Commerce of the
House of Representatives, as set forth in the
Congressional Record.

SEC. 302. AUTHORITY TO ASSESS AND
HUMAN GENERIC DRUG FEES.

Subchapter C of chapter VII (21 U.S.C. 379f et
seq.) is amended by adding at the end the fol-
lowing:

“PART 7—FEES RELATING TO GENERIC

DRUGS
“SEC. 744A. DEFINITIONS.
““For purposes of this part:

USE
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“(1) The term ‘abbreviated new drug applica-
tion’—

“(A) means an application submitted under
section 505(j), an abbreviated application sub-
mitted under section 507 (as in effect on the day
before the date of enactment of the Food and
Drug Administration Modernization Act of
1997), or an abbreviated new drug application
submitted pursuant to regulations in effect prior
to the implementation of the Drug Price Com-
petition and Patent Term Restoration Act of
1984; and

“(B) does mot include an application for a
positron emission tomography drug.

“(2) The term ‘active pharmaceutical ingre-
dient’ means—

“(A) a substance, or a mixture when the sub-
stance is unstable or cannot be transported on
its own, intended—

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

“(ii) to furmish pharmacological activity or
other direct effect in the diagnosis, cure, mitiga-
tion, treatment, or prevention of disease, or to
affect the structure or any function of the
human body; or

‘“‘B) a substance intended for final crys-
tallization, purification, or salt formation, or
any combination of those activities, to become a
substance or mixture described in subparagraph
(A).
“(3) The term ‘adjustment factor’ means a fac-
tor applicable to a fiscal year that is the Con-
sumer Price Index for all urban consumers (all
items; United States city average) for October of
the preceding fiscal year divided by such Index
for October 2011.

““(4) The term ‘affiliate’ means a business enti-
ty that has a relationship with a second busi-
ness entity if, directly or indirectly—

““(A) one business entity controls, or has the
power to control, the other business entity; 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 en-
gaged in manufacturing or processing an active
pharmaceutical ingredient or a finished dosage
form; and

“‘(ii) does not include a business or other enti-
ty whose only manufacturing or processing ac-
tivities are one or more of the following: repack-
aging, relabeling, or testing.

““(B) For purposes of subparagraph (A), sepa-
rate buildings within close proximity are consid-
ered to be at one geographic location or address
if the activities in them are—

‘(i) closely related to the same business enter-
prise;

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

““(iii) capable of being inspected by the Food
and Drug Administration during a single in-
spection.

“(C) If a business or other entity would meet
the definition of a facility under this paragraph
but for being under multiple management, 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 tab-
let, capsule, solution, or topical application;

“(B) a drug product in a form in which recon-
stitution is necessary prior to administration 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 mnew drug application, an
amendment to an abbreviated new drug applica-
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tion, or a prior approval supplement to an ab-
breviated new drug application.

‘““(8) The term ‘human generic drug activities’
means the following activities of the Secretary
associated with generic drugs and inspection of
facilities associated with generic drugs:

“(A) The activities necessary for the review 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 appli-
cations and, where appropriate, the actions nec-
essary to place such applications 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 deficiencies
in such submissions, and where appropriate, the
actions necessary to resolve those deficiencies;
or

““(it) document that no deficiencies need to be
addressed.

‘(D) Inspections related to generic drugs.

‘““(E) Monitoring of research conducted in con-
nection with the review of generic drug submis-
sions and drug master files.

“(F) Postmarket safety activities with respect
to drugs approved under abbreviated new drug
applications or supplements, including the fol-
lowing activities:

““(i) Collecting, developing, and reviewing
safety information on approved drugs, including
adverse event reports.

““(ii) Developing and using improved adverse-
event data-collection systems, including infor-
mation technology systems.

‘‘(iii) Developing and using improved analyt-
ical tools to assess potential safety problems, in-
cluding access to external data bases.

“(iv) Implementing and enforcing section
505(0) (relating to postapproval studies and clin-
ical trials and labeling changes) and section
505(p) (relating to risk evaluation and mitiga-
tion strategies) insofar as those activities relate
to abbreviated new drug applications.

“(v) Carrying out section 505(k)(5) (relating to
adverse-event reports and postmarket safety ac-
tivities).

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

““(9) The term ‘positron emission tomography
drug’ has the meaning given to the term ‘com-
pounded positron emission tomography 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 product,
production process, quality controls, equipment,
or facilities covered by an approved abbreviated
new drug application when that change has a
substantial potential to have an adverse effect
on the identity, strength, quality, purity, or po-
tency of the drug product as these factors may
relate to the safety or effectiveness of the drug
product.

‘““(11) The term ‘resources allocated for human
generic drug activities’ means the expenses 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 officers and employees
and to contracts with such contractors;

“(B) management of information, and the ac-
quisition, maintenance, and repair of computer
resources;

“(C) leasing, maintenance, renovation, and
repair of facilities and acquisition, mainte-
nance, and repair of fixtures, furniture, Ssci-
entific equipment, and other necessary materials
and supplies; and

“(D) collecting fees under subsection (a) and
accounting for resources allocated for the review
of abbreviated new drug applications and sup-
plements and inspection related to generic
darugs.
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“(12) The term ‘Type II active pharmaceutical
ingredient drug master file’ means a submission
of information to the Secretary by a person that
intends to authorize the Food and Drug Admin-
istration to reference the information to support
approval of a generic drug submission without
the submitter having to disclose the information
to the generic drug submission applicant.
“SEC. 744B. AUTHORITY TO ASSESS AND

HUMAN GENERIC DRUG FEES.

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

““(1) ONE-TIME BACKLOG FEE FOR ABBREVIATED
NEW DRUG APPLICATIONS PENDING ON OCTOBER 1,
2012.—

‘““(A) IN GENERAL.—Each person that owns an
abbreviated new drug application that is pend-
ing 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 subparagraph (B).

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

“(C) NoTICE.—Not later than October 31, 2012,
the Secretary shall publish in the Federal Reg-
ister a notice announcing the amount of the fee
required by subparagraph (A).

‘(D) FEE DUE DATE.—The fee required by sub-
paragraph (A) shall be due no later than 30 cal-
endar days after the date of the publication of
the notice specified in subparagraph (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 submission by any ini-
tial 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 active
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 submis-
sions.

“(C) NOTICE.—

‘(i) FISCAL YEAR 2013.—Not later than October
31, 2012, the Secretary shall publish in the Fed-
eral 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
publish in the Federal Register the amount of
the drug master file fee established by this para-
graph for such fiscal year.

“(D) AVAILABILITY FOR REFERENCE.—

‘““(¢i) IN GENERAL.—Subject to subsection
(9)(2)(C), for a generic drug submission to ref-
erence a Type II active pharmaceutical ingre-
dient drug master file, the drug master file must
be deemed available for reference by the Sec-
retary.

“‘(ii) CONDITIONS.—A drug master file shall be
deemed available for reference by the Secretary
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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 applicable due
date under subparagraph (E); and

‘“(1I) the drug master file has not failed an
initial completeness assessment by the Secretary,
in accordance with criteria to be published 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 correspond to drug
master files that have successfully undergone an
initial completeness assessment, in accordance
with criteria to be published by the Secretary,
and are available for reference.
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‘“(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 submis-
sion is submitted that references the associated
Type II active pharmaceutical ingredient 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 sub-
paragraph (C), as applicable; or

“(II) 30 calendar days after the date of enact-
ment of an appropriations Act providing for the
collection and obligation of fees under this sec-
tion.

““(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 abbreviated
new drug application or a prior approval sup-
plement to an abbreviated new drug application
shall be subject to a fee for each such submis-
sion in the amount established under subsection
(d).
“(B) NOTICE.—

‘(i) FISCAL YEAR 2013.—Not later than October
31, 2012, the Secretary shall publish in the Fed-
eral 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 fis-
cal years 2014 through 2017, the Secretary shall
publish in the Federal Register the amount of
the fees under subparagraph (A) for such fiscal
year.

‘“(C) FEE DUE DATE.—

“(i) IN GENERAL.—Ezxcept as provided in
clause (ii), the fees required by subparagraphs
(A) and (F) shall be due no later than the date
of submission of the abbreviated new drug appli-
cation or prior approval supplement 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);

“(I1) 30 calendar days after publication of the
notice referred to in subparagraph (B)(i); or

“(I1I) if an appropriations Act is not enacted
providing for the collection and obligation of
fees under this section by the date of submission
of the application or prior approval supplement
for which the fees under subparagraphs (4) and
(F) apply, 30 calendar days after the date that
such an appropriations 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 mew drug application or
prior approval supplement to an abbreviated
new drug application that the Secretary con-
siders 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 SECRETARY
CONSIDERS NOT TO HAVE BEEN RECEIVED, OR
THAT HAS BEEN WITHDRAWN.—An abbreviated
new drug application or prior approval supple-
ment 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 resubmission of the application or a
subsequent new submission following the appli-
cant’s withdrawal 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 PHAR-
MACEUTICAL INGREDIENT DRUG MASTER FILE.—
An applicant that submits a generic drug sub-
mission 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 sub-
paragraph (A), if—
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‘(i) such submission contains information
concerning the manufacture of an active phar-
maceutical ingredient at a facility by means
other than reference by a letter of authorization
to a Type II active pharmaceutical 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 in-
tended to be identified, in at least one generic
drug submission that is pending or approved to
produce a finished dosage form of a human ge-
neric drug or an active pharmaceutical ingre-
dient contained in a human generic 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 generic
drug submission that is pending or approved to
produce one or more finished dosage forms of a
human generic drug shall be assessed an annual
fee for each such facility.

““(1i) ACTIVE PHARMACEUTICAL INGREDIENT FA-
cILITY.—Each person that owns a facility which
produces, or which is pending review to
produce, one or more active pharmaceutical in-
gredients 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 ref-
erenced 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 facil-
ity identified, or intended to be identified, in at
least one generic drug submission that is pend-
ing or approved to produce both one or more fin-
ished dosage forms subject to clause (i) and one
or more active pharmaceutical ingredients sub-
ject 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 publish in the Federal Reg-
ister a motice announcing the amount of the fees
provided for in subparagraph (A) within the
timeframe specified in subsection (d)(1)(B).

““(ii) FISCAL YEARS 2014 THROUGH 2017.—Within
the timeframe specified in subsection (d)(2), the
Secretary shall publish in the Federal Register
the amount of the fees under subparagraph (A)
for such fiscal 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—

‘(1) not later than 45 days after the publica-
tion of the notice under subparagraph (B); or

‘“(11) if an appropriations Act is not enacted
providing for the collection and obligation of
fees under this section by the date of the publi-
cation 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 October
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 sec-
tion for such year.

‘“(5) DATE OF SUBMISSION.—For purposes of
this Act, a generic drug submission or Type II
pharmaceutical master file is deemed to be ‘sub-
mitted’ to the Food and Drug Administration—

“(A) if it is submitted via a Food and Drug
Administration electronic gateway, on the day
when transmission to that electronic gateway is
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completed, except that a submission or master
file that arrives on a weekend, Federal holiday,
or day when the Food and Drug Administration
office that will review 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; or

“(B) if it is submitted in physical media form,
on the day it arrives at the appropriate des-
ignated 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—

‘(1) $50,000,000 shall be generated by the one-
time backlog fee for generic drug applications
pending on October 1, 2012, established in sub-
section (a)(1); and

‘(i) $249,000,000 shall be generated by the fees
under paragraphs (2) through (4) of subsection
(a).
“(B) FISCAL YEARS 2014 THROUGH 2017.—For
each of the fiscal years 2014 through 2017, fees
under paragraphs (2) through (4) of subsection
(a) shall be established to generate a total esti-
mated revenue amount under such subsection
that is equal to $299,000,000, as adjusted pursu-
ant 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 fis-
cal year 2013 and paragraph (1)(B) for each of
fiscal years 2014 through 2017, such fees shall be
derived from the fees under paragraphs (2)
through (4) of subsection (a) as follows:

“(A) Six percent shall be derived from fees
under subsection (a)(2) (relating to drug master
files).

‘“(B) Twenty-four percent shall be derived
from fees under subsection (a)(3) (relating to ab-
breviated new drug applications and supple-
ments). The amount of a fee for a prior approval
supplement shall be half the amount of the fee
for an abbreviated new drug application.

‘“(C) Fifty-six percent shall be derived from
fees under subsection (a)(4)(4)(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 pos-
sessions, as determined by the Secretary on the
basis of data concerning the difference in cost
between inspections of facilities located in the
United States, including its territories and pos-
sessions, and those located outside of the United
States and its territories and possessions.

‘(D) Fourteen percent shall be derived from
fees under subsection (a)(4)(A)(ii) (relating to
active pharmaceutical ingredient facilities). The
amount of the fee for a facility located outside
the United States and its territories and posses-
sions shall be not less than 315,000 and not more
than $30,000 higher than the amount of the fee
for a facility located in the United States, in-
cluding its territories and possessions, as deter-
mined by the Secretary on the basis of data con-
cerning the difference in cost between inspec-
tions of facilities located in the United States
and its territories and possessions and those lo-
cated 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 mnotice, published in the Fed-
eral 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
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compensation and benefits paid with respect to
such positions for the first 3 years of the pre-
ceding 4 fiscal years multiplied by the propor-
tion of personnel compensation and benefits
costs to total costs of human generic drug activi-
ties 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 pre-
ceding 4 years of available data multiplied by
the proportion of all costs other than personnel
compensation and benefits 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 compounded
basis to the sum of all adjustments made each
fiscal year after fiscal year 2013 under this sub-
section.

““(2) FINAL YEAR ADJUSTMENT.—For fiscal year
2017, the Secretary may, in addition to adjust-
ments under paragraph (1), further increase the
fee revenues and fees established in subsection
(b) if such an adjustment is necessary to provide
for mot 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 ra-
tionale for the amount of the increase shall be
contained in the annual notice establishing fee
revenues and fees for fiscal year 2017. If the Sec-
retary has carryover balances for such activities
in excess of 3 months of such operating reserves,
the adjustment 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 October
31, 2012, the one-time generic drug backlog fee
for generic drug applications pending on Octo-
ber 1, 2012, the drug master file fee, the abbre-
viated 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, mot later
than 45 days after the date to comply with the
requirement for identification of facilities in
subsection (f)(2), the generic drug facility fee
and active pharmaceutical ingredient facility
fee under subsection (a) based on the revenue
amounts established under subsection (b).

“(2) FISCAL YEARS 2014 THROUGH 2017.—Not
movre 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 ab-
breviated mew drug application fee, the prior
approval supplement fee, the generic drug facil-
ity fee, and the active pharmaceutical ingre-
dient facility fee under subsection (a) for such
fiscal year, based on the revenue amounts estab-
lished under subsection (b) and the adjustments
provided under subsection (c).

““(3) FEE FOR ACTIVE PHARMACEUTICAL INGRE-
DIENT INFORMATION NOT INCLUDED BY REF-
ERENCE TO TYPE II ACTIVE PHARMACEUTICAL IN-
GREDIENT DRUG MASTER FILE.—In establishing
the fees under paragraphs (1) and (2), the
amount of the fee under subsection (a)(3)(F)
shall be determined by multiplying—

“(A) the sum of—

“(i) the total number of such active pharma-
ceutical ingredients in such submission; and

““(ii) for each such ingredient that is manufac-
tured 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 sub-
mission.

““(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 allocated for
human generic drug activities.
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“(f) IDENTIFICATION OF FACILITIES.—

‘(1) PUBLICATION OF NOTICE; DEADLINE FOR
COMPLIANCE.—Not later than October 1, 2012,
the Secretary shall publish in the Federal Reg-
ister a motice requiring each person that owns a
facility described in subsection (a)(4)(A), or a
site or organization required to be identified by
paragraph (4), to submit to the Secretary infor-
mation on the identity of each such facility,
site, or organization. The notice required by this
paragraph 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 or-
ganization required to be identified by para-
graph (4) shall submit to the Secretary the infor-
mation required under this subsection 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 sub-
mitted, updated, or reconfirmed on or before
June 1 of the previous year.

““(3) CONTENTS OF NOTICE.—At a minimum, the
submission required by paragraph (2) shall in-
clude 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 active
pharmaceutical ingredients or finished dosage
forms, or both;

“(C) whether or mot 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 sub-
paragraph (B) shall submit to the Secretary in-
formation concerning the ownership, name, and
address of the site or organization.

““(B) SITES AND ORGANIZATIONS.—A site or or-
ganization is described in this subparagraph if
it is identified in a generic drug submission 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 notice
published in the Federal Register, specify the
means and format for submission of the informa-
tion under subparagraph (A) and may specify,
as necessary for purposes of this section, any
additional information to be submitted.

‘(D) INSPECTION AUTHORITY.—The Secretary’s
inspection authority wunder section 704(a)(1)
shall extend to all such sites and organizations.

““(g9) 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 application subject to
that fee on a publicly available arrears list,
such that no new abbreviated new drug applica-
tions or supplement submitted on or after Octo-
ber 1, 2012, from that person, or any affiliate of
that person, will be received within the meaning
of section 505(7)(5)(A) until such outstanding fee
is paid.

““(2) DRUG MASTER FILE FEE.—

‘“(A) Failure to pay the fee under subsection
(a)(2) within 20 calendar days after the applica-
ble due date under subparagraph (E) of such
subsection (as described n subsection
(a)(2)(D)(ii)(1)) shall result in the Type II active
pharmaceutical ingredient drug master file not
being deemed available for reference.

“(B)(i) Any generic drug submission submitted
on or after October 1, 2012, that references, by
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a letter of authorization, a Type II active phar-
maceutical ingredient drug master file that has
not been deemed available for reference shall
not be received within the meaning of section
505(7)(5)(A) wunless 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 spon-
sor of the abbreviated new drug application or
supplement of the failure of the owner of the
Type II active pharmaceutical ingredient drug
master file to pay the drug master file fee as
specified in subparagraph (C).

“(C)(1) If an abbreviated new drug application
or supplement to an abbreviated new drug ap-
plication references a Type II active pharma-
ceutical ingredient drug master file for which a
fee under subsection (a)(2)(A) has not been paid
by the applicable date wunder subsection
(a)(2)(E), the Secretary shall notify the sponsor
of the abbreviated new drug application or sup-
plement of the failure of the owner of the Type
II active pharmaceutical ingredient drug master
file to pay the applicable fee.

““(ii) If such fee is not paid within 20 calendar
days of the Secretary providing the notification,
the abbreviated new drug application or supple-
ment to an abbreviated new drug application
shall not be received within the meaning of
505(7)(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 subparagraph (C) of
such subsection shall result in the abbreviated
new drug application or the prior approval sup-
plement to an abbreviated new drug application
not being received within the meaning of section
505(7)(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 subparagraph (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 sup-
plement submitted on or after October 1, 2012,
from the person that is responsible for paying
such fee, or any affiliate of that person, will be
received within the meaning of section
505(7)(5)(A).

‘“(ii)) Any mew 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(7)(5)(4) if the
outstanding facility fee is mot paid within 20
calendar days of the Secretary providing the no-
tification 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 in-
gredients manufactured in such a facility or
containing an ingredient manufactured in such
a facility shall be deemed misbranded under sec-
tion 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 generic drug sub-
missions that refer to the facility.

““(C) NONRECEIVAL FOR NONPAYMENT.—

‘(i) NoTICE.—If an abbreviated new drug ap-
plication or supplement to an abbreviated new
drug application submitted on or after October
1, 2012, references a facility for which a facility
fee has mot been paid by the applicable date
under subsection (a)(4)(C), the Secretary shall
notify the sponsor of the generic drug submis-
sion 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 Secretary
providing the notification under clause (i), the
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abbreviated new drug application or supplement
to an abbreviated mew drug application shall
not be received within the meaning of section
505(7)(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 Ad-
ministration for such fiscal year (excluding 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 Administration for fiscal
year 2009 (excluding the amount of fees appro-
priated for such fiscal year) multiplied by the
adjustment factor (as defined in section 744A4)
applicable to the fiscal year involved.

“(2) AUTHORITY.—If the Secretary does not
assess fees under subsection (a) during any por-
tion 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 collect 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 ingre-
dient facilities at any time in such fiscal year
notwithstanding the provisions of subsection (a)
relating to the date fees are to be paid.

‘(i) CREDITING AND AVAILABILITY OF FEES.—

““(1) IN GENERAL.—Fees authorized under sub-
section (a) shall be collected and available for
obligation only to the extent and in the amount
provided in advance in appropriations Acts,
subject to paragraph (2). Such fees are author-
ized to remain available until expended. Such
sums as may be mnecessary may be transferred
from the Food and Drug Administration salaries
and expenses appropriation account without fis-
cal year limitation to such appropriation ac-
count for salaries and expenses with such fiscal
year limitation. The sums transferred shall be
available solely for human generic drug activi-
ties.

““(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 begin-
ning after fiscal year 2012 to defray the costs of
human generic drug activities (including such
costs for an additional nmumber of full-time
equivalent positions in the Department 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 section) no less than $97,000,000 multiplied
by the adjustment factor defined in section
744 A(3) applicable to the fiscal year involved.

““(B) COMPLIANCE.—The Secretary shall be
considered to have met the requirements of sub-
paragraph (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 sub-
paragraph.

“(C) FEE COLLECTION DURING FIRST PROGRAM
YEAR.—Until the date of enactment of an Act
making appropriations through September 30,
2013 for the salaries and expenses account of the
Food and Drug Administration, fees authorized
by this section for fiscal year 2013, may be col-
lected and shall be credited to such account and
remain available until expended.

‘(D) PROVISION FOR EARLY PAYMENTS IN SUB-
SEQUENT YEARS.—Payment of fees authorized
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 advance in a prior
year appropriations Act.
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““(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 Ssub-
section (b) for the fiscal year, as adjusted under
subsection (c), if applicable, or as otherwise af-
fected under paragraph (2) of this subsection.

“(j) COLLECTION OF UNPAID FEES.—In any
case where the Secretary does not receive pay-
ment 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 subchapter 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 Department of
Health and Human Services, for officers, em-
ployees, and advisory committees not engaged in
human generic drug activities, be reduced to off-
set the number of officers, employees, and advi-
sory committees so engaged.

‘(1)  POSITRON  EMISSION
DRUGS.—

‘““(1) EXEMPTION FROM FEES.—Submission of
an application for a positron emission tomog-
raphy drug or active pharmaceutical ingredient
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
(@)(4).

““(2) IDENTIFICATION REQUIREMENT.—Facilities
that produce positron emission tomography
drugs or active pharmaceutical ingredients of
such drugs are required to be identified pursu-
ant to subsection (f).

““(m) DISPUTES CONCERNING FEES.—To qualify
for the return of a fee claimed to have been paid
in error under this section, a person shall submit
to the Secretary a written request justifying
such return within 180 calendar 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)(4) because of fail-
ure to pay an applicable fee under this provi-
sion within the time period specified in sub-
section (g) shall be deemed not to have been
‘substantially complete’ on the date of its sub-
mission within the meaning of section
505(7)(5)(B)(iv)(11)(cc). An abbreviated new drug
application that is not substantially complete on
the date of its submission solely because of fail-
ure to pay an applicable fee under the preceding
sentence shall be deemed substantially complete
and received within the meaning of Ssection
505(7)(5)(4) 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.—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 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 con-
cerning the progress of the Food and Drug Ad-
ministration in achieving the goals identified in
the letters described in section 301(b) of the Ge-
neric Drug User Fee Amendments of 2012 during
such fiscal year and the future plans of the
Food and Drug Administration for meeting the
goals.

‘““(b) FISCAL REPORT.—Beginning with fiscal
year 2013, not later than 120 days after the end
of each fiscal year for which fees are collected
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under this part, the Secretary shall prepare and
submit 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 on the imple-
mentation of the authority for such fees during
such fiscal 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 Ad-
ministration.

“(d) REAUTHORIZATION.—

‘““(1) CONSULTATION.—In  developing rec-
ommendations to present to the Congress with
respect to the goals, and plans for meeting the
goals, for human generic drug activities 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 Commerce
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 consumer
advocacy groups; and

“(F) the generic drug industry.

‘“(2) PRIOR PUBLIC INPUT.—Prior to beginning
negotiations with the generic drug industry on
the reauthorization of this part, the Secretary
shall—

‘““(A) publish a motice in the Federal Register
requesting public input on the reauthorization;

‘““(B) hold a public meeting at which the pub-
lic may present its views on the reauthorization,
including specific suggestions for changes to the
goals referred to in subsection (a);

“(C) provide a period of 30 days after the pub-
lic 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 negotia-
tions with the generic drug industry, the Sec-
retary shall hold discussions with representa-
tives of patient and consumer advocacy groups
to continue discussions of their views on the re-
authorization and their suggestions for changes
to this part as expressed under paragraph (2).

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

‘““(A) present the recommendations developed
under paragraph (1) to the congressional com-
mittees specified in such paragraph;

‘“‘(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 rec-
ommendations;

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

‘“(E) after consideration of such public views
and comments, revise such recommendations as
necessary.

“(5) TRANSMITTAL OF RECOMMENDATIONS.—
Not later than January 15, 2017, the Secretary
shall transmit to the Congress the revised rec-
ommendations under paragraph (4), a summary
of the views and comments received under such
paragraph, and any changes made to the rec-
ommendations in response to such views and
comments.

““(6) MINUTES OF NEGOTIATION MEETINGS.—

‘““(A) PUBLIC AVAILABILITY.—Before presenting
the recommendations developed under para-
graphs (1) through (5) to the Congress, the Sec-
retary shall make publicly available, on the
Internet Web site of the Food and Drug Admin-
istration, minutes of all negotiation meetings
conducted under this subsection between the
Food and Drug Administration and the generic
drug industry.
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‘““(B) CONTENT.—The minutes described under
subparagraph (A) shall summarice any Ssub-
stantive proposal made by any party to the ne-
gotiations as well as significant controversies or
differences of opinion during the mnegotiations
and their resolution.”’.

SEC. 304. SUNSET DATES.

(a) AUTHORIZATION.—Sections 744A and 744B
of the Federal Food, Drug, and Cosmetic Act, as
added by section 302 of this Act, shall cease to
be effective October 1, 2017.

(b) REPORTING REQUIREMENTS.—Section 744C
of the Federal Food, Drug, and Cosmetic Act, as
added by section 303 of this Act, shall cease to
be effective 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 en-
actment of this title, whichever is later, except
that fees under section 302 shall be assessed for
all human generic drug submissions and Type I
active pharmaceutical drug master files received
on or after October 1, 2012, regardless of the
date of enactment of this title.

SEC. 306. AMENDMENT WITH RESPECT TO MIS-
BRANDING.

Section 502 (21 U.S.C. 352) is amended by add-
ing at the end the following:

“(aa) If it is a drug, or an active pharma-
ceutical ingredient, and it was manufactured,
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 information required by section
744B(f) has not been submitted, or it contains an
active pharmaceutical ingredient that was man-
ufactured, prepared, propagated, compounded,
or processed 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 fol-
lows:

“(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 fol-
lows:

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

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

“(2) with respect to the activities under sub-
section (b)(2), the goals referred to in section
744C(a).”.

SEC. 308. ADDITIONAL REPORTING REQUIRE-
MENTS.

Subchapter A of chapter VII (21 U.S.C. 371 et
seq.), as amended by section 208, is further
amended by adding at the end the following:
“SEC. 715. REPORTING REQUIREMENTS.

““(a) GENERIC DRUGS.—Beginning with fiscal
year 2013 and ending after fiscal year 2017, not
later than 120 days after the end of each fiscal
year for which fees are collected under part 7 of
subchapter C, the Secretary shall prepare and
submit to the Committee on Health, Education,
Labor, and Pensions of the Senate and the Com-
mittee on Energy and Commerce of the House of
Representatives a report concerning, for all ap-
plications for approval of a generic drug under
section 505(7), amendments to such applications,
and prior approval supplements with respect to
such applications filed in the previous fiscal
year—

‘(1) the number of such applications that met
the goals identified for purposes of part 7 of sub-
chapter C, in the letters from the Secretary of
Health and Human Services to the Chairman of
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the Committee on Health, Education, Labor,
and Pensions of the Senate and the Chairman
of the Committee on Energy and Commerce of
the House of Representatives, as set forth in the
Congressional Record;

““(2) the average total time to decision by the
Secretary for applications for approval of a ge-
neric drug under section 505(7), amendments to
such applications, and prior approval supple-
ments with respect to such applications filed in
the previous fiscal year, including the number
of calendar days spent during the review by the
Food and Drug Administration and the number
of calendar days spent by the sponsor respond-
ing to a complete response letter;

‘“(3) the total number of applications under
section 505(7), amendments to such applications,
and prior approval supplements with respect to
such applications that were pending with the
Secretary for more than 10 months on the date
of enactment of the Food and Drug Administra-
tion Safety and Innovation Act; and

‘““(4) the number of applications described in
paragraph (3) on which the Food and Drug Ad-
ministration took final regulatory action in the
previous fiscal year.” .

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 biological product appli-
cations, 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 Committee on
Energy and Commerce of the House of Rep-
resentatives, 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, as
added by title I1I of this Act, the following:
“PART 8—FEES RELATING TO BIOSIMILAR

BIOLOGICAL PRODUCTS
“SEC. 744G. DEFINITIONS.

““For purposes of this part:

‘(1) The term ‘adjustment factor’ applicable
to a fiscal year that is the Consumer Price Index
for all urban consumers (Washington-Baltimore,
DC-MD-VA-WV; Not Seasonally Adjusted; All
items) of the preceding fiscal year divided by
such Index for September 2011.

““(2) The term ‘affiliate’ means a business enti-
ty that has a relationship with a second busi-
ness entity if, directly or indirectly—

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

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

‘“(3) The term ‘biosimilar biological product’
means a product for which a biosimilar biologi-
cal product application has been approved.

“(4)(A) Subject to subparagraph (B), the term
‘biosimilar biological product application’ means
an application for licensure of a biological prod-
uct 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 before September 1,
1992, or a large volume parenteral drug product
approved before such date;

““(iii) an application filed under section 351(k)
of the Public Health Service Act with respect
to—
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‘(1) whole blood or a blood component for
transfusion;

“(1I) an allergenic extract product;

‘“(II1) an in vitro diagnostic biological prod-
uct; or

‘“(IV) a biological product for further manu-
facturing use only; or

“(iv) an application for licensure under sec-
tion 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 com-
mercially.

‘““(5) The term ‘biosimilar biological product
development meeting’ means any meeting, other
than a biosimilar initial advisory meeting, re-
garding the content of a development program,
including a proposed design for, or data from, a
study intended to support a biosimilar biological
product application.

‘“(6) The term ‘biosimilar biological product
development program’ means the program under
this part for expediting the process for the re-
view of submissions in connection with bio-
similar biological product development.

‘“(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 5 miles of each other; and

“‘(ii) at which one or more biosimilar biologi-
cal products are manufactured in final dosage
form.

‘““(B) For purposes of subparagraph (A)(ii),
the term ‘manufactured’ does not include pack-
aging.

““(8) The term ‘biosimilar initial advisory meet-
ing'—

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

‘(i) a general discussion regarding whether li-
censure 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 con-
tent 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 officers employees and
committees and to contracts with such contrac-
tors;

‘““(B) management of information, and the ac-
quisition, maintenance, and repair of computer
resources;

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

‘(D) collecting fees under section 744H and
accounting for resources allocated for the review
of submissions in connection with biosimilar bio-
logical product development, biosimilar biologi-
cal product applications, and supplements.

““(10) The term ‘final dosage form’ means, with
respect to a biosimilar biological product, a fin-
ished dosage form which is approved for admin-
istration to a patient without substantial fur-
ther manufacturing (such as lyophilized prod-
ucts before reconstitution).

‘““(11) The term ‘financial hold’—

““(A) means an order issued by the Secretary
to prohibit the sponsor of a clinical investiga-
tion from continuing the investigation if the
Secretary determines that the investigation is
intended to support a biosimilar biological prod-
uct application and the sponsor has failed to
pay any fee for the product required under sub-
paragraph (A), (B), or (D) of section 744H(a)(1);
and
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“(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 con-
cerning the investigation.

““(12) The term ‘person’ includes an affiliate of
such person.

““(13) The term ‘process for the review of bio-
similar biological product applications’ means
the following activities of the Secretary with re-
spect to the review of submissions in connection
with biosimilar biological product development,
biosimilar biological product applications, and
supplements:

““(A) The activities necessary for the review of
submissions in connection with biosimilar bio-
logical product development, biosimilar biologi-
cal product applications, and supplements.

““(B) Actions related to submissions in connec-
tion with biosimilar biological product develop-
ment, the issuance of action letters which ap-
prove biosimilar biological product applications
or which set forth in detail the specific defi-
ciencies in such applications, and where appro-
priate, the actions necessary to place such ap-
plications in condition for approval.

“(C) The inspection of biosimilar biological
product establishments and other facilities un-
dertaken as part of the Secretary’s review of
pending biosimilar biological product applica-
tions 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 con-
nection with the review of biosimilar biological
product applications.

“(F) Postmarket safety activities with respect
to biologics approved under biosimilar biological
product applications or supplements, including
the following activities:

“(i) Collecting, developing, and reviewing
safety information on biosimilar biological prod-
ucts, including adverse-event reports.

“‘(ii) Developing and using improved adverse-
event data-collection systems, including infor-
mation technology systems.

“‘(iii) Developing and using improved analyt-
ical tools to assess potential safety problems, in-
cluding access to external data bases.

“(iv) Implementing and enforcing section
505(0) (relating to postapproval studies and clin-
ical trials and labeling changes) and section
505(p) (relating to risk evaluation and mitiga-
tion strategies).

“(v) Carrying out section 505(k)(5) (relating to
adverse-event reports and postmarket safety ac-
tivities).

““(14) The term ‘supplement’ means a request
to the Secretary to approve a change in a bio-
similar biological product application which has
been approved, including a supplement request-
ing that the Secretary determine that the bio-
similar biological product meets the standards
for interchangeability 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 collect fees
in accordance with this section as follows:

‘(1) BIOSIMILAR DEVELOPMENT PROGRAM
FEES.—

““(A) INITIAL BIOSIMILAR BIOLOGICAL PRODUCT
DEVELOPMENT FEE.—

‘(i) IN GENERAL.—Each person that submits to
the Secretary a meeting request described under
clause (ii) or a clinical protocol for an investiga-
tional new drug protocol described under clause
(iii) shall pay for the product named in the
meeting request or the investigational new drug
application the initial biosimilar biological prod-
uct development fee established under sub-
section (b)(1)(A).

““(ii) MEETING REQUEST.—The meeting request
described in this clause is a request for a bio-
similar biological product development meeting
for a product.
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““(iii) CLINICAL PROTOCOL FOR IND.—A clinical
protocol for an investigational new drug pro-
tocol described in this clause is a clinical pro-
tocol consistent with the provisions of section
505(1), including any regulations promulgated
under section 505(i), (referred to in this section
as ‘investigational new drug application’) de-
scribing an investigation that the Secretary de-
termines is intended to support a biosimilar bio-
logical product application 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 Secretary
grants a request for a biosimilar biological prod-
uct development meeting.

‘“(1I) The date of submission of an investiga-
tional new drug application describing an inves-
tigation that the Secretary determines is in-
tended to support a biosimilar biological product
application.

““(v) TRANSITION RULE.—Each person that has
submitted an investigational new drug applica-
tion 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 following:

“(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 the inves-
tigational new drug application describes an in-
vestigation that is intended to support a bio-
similar biological product application.

‘““(1I) Not later than 5 days after the Secretary
grants a request for a biosimilar biological prod-
uct development meeting.

““(B) ANNUAL BIOSIMILAR BIOLOGICAL PRODUCT
DEVELOPMENT FEE.—

‘(i) IN GENERAL.—A person that pays an ini-
tial biosimilar biological product development
fee for a product shall pay for such product, be-
ginning in the fiscal year following the fiscal
year in which the initial biosimilar biological
product development fee was paid, an annual
fee established wunder subsection (b)(1)(B) for
biosimilar biological product development (re-
ferred to in this section as ‘annual biosimilar bi-
ological product development fee’).

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

“(I) the first business day on or after October
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.

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

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

‘“(11) discontinued participation in the bio-
similar biological product development program
for the product under subparagraph (C).

““(C) DISCONTINUATION OF FEE OBLIGATION.—A
person may discontinue participation in the bio-
similar biological product development program
for a product effective October 1 of a fiscal year
by, not later than August 1 of the preceding fis-
cal year—

‘(i) if no investigational new drug application
concerning the product has been submitted, sub-
mitting to the Secretary a written declaration
that the person has no present intention of fur-
ther developing the product as a biosimilar bio-
logical product; or

““(ii) if an investigational new drug applica-
tion concerning the product has been submitted,
withdrawing the investigational new drug ap-
plication 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 biological
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product development program for a product
under subparagraph (C) shall pay a fee (re-
ferred to in this section as ‘reactivation fee’) by
the earlier of the following:

‘(1) Not later than 5 days after the Secretary
grants a request for a biosimilar biological prod-
uct development meeting for the product (after
the date on which such participation was dis-
continued).

“(1I) Upon the date of submission (after the
date on which such participation was discon-
tinued) of an investigational new drug applica-
tion describing an investigation that the Sec-
retary determines is intended to support a bio-
similar biological product application for that
product.

““(ii) APPLICATION OF ANNUAL FEE.—A person
that pays a reactivation fee for a product shall
pay for such product, beginning in the next fis-
cal year, the annual biosimilar biological prod-
uct development fee under subparagraph (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 biological
product development fee as required under sub-
paragraph (A) or (B), or a reactivation fee as re-
quired under subparagraph (D), the Secretary
shall not provide a biosimilar biological product
development meeting relating to the product for
which fees are owed.

““(ii)) NO RECEIPT OF INVESTIGATIONAL NEW
DRUG APPLICATIONS.—Except in extraordinary
circumstances, the Secretary shall not consider
an investigational new drug application to have
been received under section 505(i)(2) if—

‘(1) the Secretary determines that the inves-
tigation is intended to support a biosimilar bio-
logical product application; and

‘“(II) the sponsor has failed to pay an initial
or annual biosimilar biological product develop-
ment fee for the product as required under sub-
paragraph (A) or (B), or a reactivation fee as re-
quired under subparagraph (D).

““(iii) FINANCIAL HOLD.—Notwithstanding sec-
tion 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 inves-
tigation is intended to support a biosimilar bio-
logical product application; and

‘“(I11) the sponsor has failed to pay an initial
or annual biosimilar biological product develop-
ment fee for the product as required under sub-
paragraph (A) or (B), or a reactivation fee for
the product as required under subparagraph
(D).

“‘(iv) NO ACCEPTANCE OF BIOSIMILAR BIOLOGI-
CAL PRODUCT APPLICATIONS OR SUPPLEMENTS.—
If a person has failed to pay an initial or an-
nual biosimilar biological product development
fee as required under subparagraph (A) or (B),
or a reactivation fee as required under subpara-
graph (D), any biosimilar biological product ap-
plication or supplement submitted by that per-
son shall be considered incomplete and shall not
be accepted for filing by the Secretary until all
such fees owed by such person have been paid.

“(F) LIMITS REGARDING BIOSIMILAR DEVELOP-
MENT PROGRAM FEES.—

““(i) No REFUNDS.—The Secretary shall not re-
fund any initial or annual biosimilar biological
product development fee paid under subpara-
graph (A) or (B), or any reactivation fee paid
under subparagraph (D).

‘(i) NO WAIVERS, EXEMPTIONS, OR REDUC-
TIONS.—The Secretary shall not grant a waiver,
exemption, or reduction of any initial or annual
biosimilar biological product development fee
due or payable under subparagraph (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 submits,
on or after October 1, 2012, a biosimilar biologi-
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cal product application or a supplement shall be
subject to the following fees:

“(1) A fee for a biosimilar biological product
application that is equal to—

“(I) the amount of the fee established under
subsection (b)(1)(D) for a biosimilar biological
product application for which clinical data
(other than comparative bioavailability studies)
with respect to safety or effectiveness are re-
quired for approval; minus

“(I1) the cumulative amount of fees paid, if
any, under subparagraphs (A), (B), and (D) of
paragraph (1) for the product that is the subject
of the application.

“(ii) A fee for a biosimilar biological product
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 established
under subsection (b)(1)(D) for a biosimilar bio-
logical 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 clinical
data (other than comparative bioavailability
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 biological product application.

‘““B) REDUCTION IN FEES.—Notwithstanding
section 404 of the Biosimilars User Fee Act of
2012, any person who pays a fee under subpara-
graph (A4), (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 entitled to
the reduction of any biosimilar biological prod-
uct application fees that may be assessed at the
time when such biosimilar biological product ap-
plication is submitted, by the cumulative
amount of fees paid under subparagraphs (4),
(B), and (D) of paragraph (1) for that product.

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

‘(D) EXCEPTION FOR PREVIOUSLY FILED APPLI-
CATION OR SUPPLEMENT.—If a biosimilar biologi-
cal product application or supplement was sub-
mitted by a person that paid the fee for such ap-
plication or supplement, was accepted for filing,
and was not approved or was withdrawn (with-
out a waiver), the submission of a biosimilar bio-
logical 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 APPLICA-
TION REFUSED FOR FILING OR WITHDRAWN BE-
FORE FILING.—The Secretary shall refund 75
percent of the fee paid under this paragraph for
any application or supplement which is refused
for filing or withdrawn without a waiver before
filing.

‘“(F) FEES FOR APPLICATIONS PREVIOUSLY RE-
FUSED FOR FILING OR WITHDRAWN BEFORE FIL-
ING.—A biosimilar biological product application
or supplement that was submitted but was re-
fused for filing, or was withdrawn before being
accepted or refused for filing, shall be subject to
the full fee under subparagraph (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 sub-
paragraph (E), each person that is named as the
applicant in a biosimilar biological product ap-
plication shall be assessed an annual fee estab-
lished under subsection (b)(1)(E) for each bio-
similar biological product establishment that is
listed in the approved biosimilar biological prod-
uct application as an establishment that manu-
factures the biosimilar biological product named
in such application.

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

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

‘(D) APPLICATION TO ESTABLISHMENT.—

‘(i) Each biosimilar biological product estab-
lishment shall be assessed only one fee per bio-
similar biological product establishment, not-
withstanding the number of biosimilar biological
products manufactured at the establishment,
subject to clause (ii).

““(ii) In the event an establishment is listed in
a biosimilar biological product application by
more than one applicant, the establishment fee
for the fiscal year shall be divided equally and
assessed among the applicants whose biosimilar
biological products are manufactured by the es-
tablishment during the fiscal year and assessed
biosimilar biological product fees under para-
graph (4).

‘“(E) EXCEPTION FOR NEW PRODUCTS.—If, dur-
ing the fiscal year, an applicant initiates or
causes to be initiated the manufacture of a bio-
similar biological product at an establishment
listed in its biosimilar biological product appli-
cation—

““(i) that did not manufacture the biosimilar
biological product in the previous fiscal year;
and

““(ii) for which the full biosimilar biological
product establishment fee has been assessed 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 establishment
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 biological prod-
uct application shall pay for each such bio-
similar biological product the annual fee estab-
lished 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 October
1 of each such year; or

‘‘(ii) the first business day after the enactment
of an appropriations Act providing for the col-
lection 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 fiscal 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 September 30,
2012, establish, for the next fiscal year, the fees
under subsection (a). Except as provided in sub-
section (c), such fees shall be in the following
amounts:

““(A) INITIAL BIOSIMILAR BIOLOGICAL PRODUCT
DEVELOPMENT FEE.—The initial biosimilar bio-
logical product development fee under sub-
section (a)(1)(A) for a fiscal year shall be equal
to 10 percent of 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.

“(B) ANNUAL BIOSIMILAR BIOLOGICAL PRODUCT
DEVELOPMENT FEE.—The annual biosimilar bio-
logical product development fee wunder sub-
section (a)(1)(B) for a fiscal year shall be equal
to 10 percent of the amount established under
section 736(c)(4) for a human drug application
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described in section 736(a)(1)(A4)(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 described in section
736(a)(1)(A)(i) for that fiscal year.

‘(D) BIOSIMILAR BIOLOGICAL PRODUCT APPLI-
CATION FEE.—The biosimilar biological product
application fee under subsection (a)(2) for a fis-
cal year shall be equal to the amount estab-
lished 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 ESTAB-
LISHMENT FEE.—The biosimilar biological prod-
uct establishment fee under subsection (a)(3) for
a fiscal year shall be equal to the amount estab-
lished 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 sub-
section (a)(4) for a fiscal year shall be equal to
the amount established under section 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 ex-
ceed the total amount for such fiscal year of the
costs of resources allocated for the process for
the review of biosimilar biological product appli-
cations.

“(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 application a
waiver from the application fee assessed 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 Sec-
retary for review. 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 bio-
similar 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 supplements to
biosimilar biological product applications sub-
mitted to the Secretary for review in the same
manner as an entity that is not a small business.

““(2) CONSIDERATIONS.—In determining wheth-
er to grant a waiver of a fee under paragraph
(1), the Secretary shall consider only the cir-
cumstances and assets of the applicant involved
and any affiliate of the applicant.

“(3) SMALL BUSINESS DEFINED.—In this sub-
section, the term ‘small business’ means an enti-
ty that has fewer than 500 employees, including
employees of affiliates, and does mot have a
drug product that has been approved under a
human drug application (as defined in section
735) or a biosimilar biological product applica-
tion (as defined in section 744G(4)) and intro-
duced or delivered for introduction into inter-
state commerce.

‘“(d) EFFECT OF FAILURE TO PAY FEES.—A
biosimilar biological product application or sup-
plement submitted by a person subject to fees
under subsection (a) shall be considered incom-
plete and shall not be accepted for filing 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 advance
in appropriations Acts. Such fees are authorized
to remain available until expended. Such sums
as may be necessary may be transferred from the
Food and Drug Administration salaries and ex-
penses appropriation account without fiscal
year limitation to such appropriation account
for salaries and expenses with such fiscal year
limitation. The sums transferred shall be avail-
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able solely for the process for the review of bio-
similar biological product applications.

““(2) COLLECTIONS AND APPROPRIATION ACTS.—

“(A) IN GENERAL.—Subject to subparagraphs
(C) and (D), the fees authorized by this section
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.

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

‘“(C) FEE COLLECTION DURING FIRST PROGRAM
YEAR.—Until the date of enactment of an Act
making appropriations through September 30,
2013, for the salaries and expenses account of
the Food and Drug Administration, fees author-
ized by this section for fiscal year 2013 may be
collected and shall be credited to such account
and remain available until expended.

‘(D) PROVISION FOR EARLY PAYMENTS IN SUB-
SEQUENT YEARS.—Payment of fees authorized
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 advance in a prior
year appropriations Act.

““(3) AUTHORIZATION OF APPROPRIATIONS.—
For each of fiscal years 2013 through 2017, there
is authoriced 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 pay-
ment 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 Govern-
ment subject to subchapter II of chapter 37 of
title 31, United States Code.

“(9) 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 subsection
(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 Department of
Health and Human Services, for officers, em-
ployers, 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 engaged.’’.

SEC. 403. REAUTHORIZATION; REPORTING RE-
QUIREMENTS.

Part 8 of subchapter C of chapter VII, as
added by section 402, is further amended by in-
serting after section 744H the following:

“SEC. 7441. 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 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 con-
cerning the progress of the Food and Drug Ad-
ministration in achieving the goals identified in
the letters described in section 401(b) of the Bio-
similar User Fee Act of 2012 during such fiscal
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year and the future plans of the Food and Drug
Administration for meeting such goals. The re-
port for a fiscal year shall include information
on all previous cohorts for which the Secretary
has not given a complete response on all bio-
similar biological product applications and sup-
plements in the cohort.

‘““(b) FISCAL REPORT.—Not later than 120 days
after the end of fiscal year 2013 and each subse-
quent fiscal year for which fees are collected
under this part, the Secretary shall prepare and
submit 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 on the imple-
mentation of the authority for such fees during
such fiscal 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 Ad-
ministration.

‘““(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 re-
view of biosimilar biological product applica-
tions.

““(2) INTERIM RESULTS.—Not later than June 1,
2015, the Secretary shall publish, for public com-
ment, 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 subsection (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 fis-
cal year 2017, and for the reauthorization of this
part for such fiscal years, the Secretary shall
consult with—

‘““(A) the Committee on Energy and Commerce
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 consumer
advocacy groups; and

‘“(F) the regulated industry.

““(2) PUBLIC REVIEW OF RECOMMENDATIONS.—
After negotiations with the regulated industry,
the Secretary shall—

‘““(A) present the recommendations developed
under paragraph (1) to the congressional com-
mittees specified in such paragraph;

‘““(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 rec-
ommendations;

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

‘“(E) after consideration of such public views
and comments, revise such recommendations as
necessary.

““(3) TRANSMITTAL OF RECOMMENDATIONS.—
Not later than January 15, 2017, the Secretary
shall transmit to the Congress the revised rec-
ommendations under paragraph (2), a summary
of the views and comments received under such
paragraph, and any changes made to the rec-
ommendations in response to such views and
comments.”’.

SEC. 404. SUNSET DATES.

(a) AUTHORIZATION.—Sections 744G and 744H
of the Federal Food, Drug, and Cosmetic Act, as
added by section 402 of this Act, shall cease to
be effective October 1, 2017.
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(b) REPORTING REQUIREMENTS.—Section 7441
of the Federal Food, Drug, and Cosmetic Act, as
added by section 403 of this Act, shall cease to
be effective 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 biological
product applications received on or after Octo-
ber 1, 2012, regardless of the date of the enact-
ment 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 enact-
ment 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 filing on or after October 1,
2007, but before October 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).

SEC. 408. ADDITIONAL REPORTING REQUIRE-
MENTS.

Section 715, as added by section 308 of this
Act, is amended by adding at the end the fol-
lowing:

““(b) BIOSIMILAR BIOLOGICAL PRODUCTS.—

‘(1) IN GENERAL.—Beginning with fiscal year
2014, not later than 120 days after the end of
each fiscal year for which fees are collected
under part 8 of subchapter C, the Secretary
shall prepare and submit to the Committee on
Health, Education, Labor, and Pensions of the
Senate and the Committee on Energy and Com-
merce of the House of Representatives a report
concerning—

‘““(A) the number of applications for approval
filed under section 351(k) of the Public Health
Service Act; and

‘““(B) the percentage of applications described
in subparagraph (A) that were approved by the
Secretary.

““(2) ADDITIONAL INFORMATION.—As part of
the performance report described in paragraph
(1), the Secretary shall include an explanation
of how the Food and Drug Administration is
managing the biological product review program
to ensure that the user fees collected under part
2 are not used to review an application under
section 351(k) of the Public Health Service
Act.”.

TITLE V—PEDIATRIC DRUGS AND DEVICES
SEC. 501. PERMANENCE.

(a) PEDIATRIC STUDIES OF DRUGS.—Section
5054 (21 U.S.C. 355a) is amended by striking
subsection (q) (relating to a sunset).

(b) RESEARCH INTO PEDIATRIC USES FOR
DRUGS AND BIOLOGICAL PRODUCTS.—Section
505B (21 U.S.C. 355¢) is amended—

(1) by striking subsection (m); and

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

SEC. 502. WRITTEN REQUESTS.

(a) IN GENERAL.—

(1) FEDERAL FOOD, DRUG, AND COSMETIC
AcT.—Subsection (h) of section 5054 (21 U.S.C.
355a) is amended to read as follows:

“(h) RELATIONSHIP TO PEDIATRIC RESEARCH
REQUIREMENTS.—Exclusivity under this section
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).
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Written requests under this section may consist
of a study or studies required under section
505B.”".

(2) PUBLIC HEALTH SERVICE ACT.—Section
351(m)(1) of the Public Health Service Act (42
U.S.C. 262(m)(1)) is amended by striking ‘(f),
1), (), (k), (D, (p), and (q)” and inserting ““(f),
(h), (@), @), (K), (), (n), and (p)”’.

(b) NEONATES.—Subparagraph (A) of section
505A(d)(1) is amended by adding at the end the
following: “‘If a request under this subpara-
graph does not request studies in neonates, such
request shall include a statement describing the
rationale for mot requesting studies in neo-
nates.”.

SEC. 503. COMMUNICATION WITH PEDIATRIC RE-
VIEW COMMITTEE.

Not later than 1 year after the date of enact-
ment of this Act, the Secretary of Health and
Human Services (referred to in this title as the
“Secretary’’) shall issue internal standard oper-
ating procedures that provide for the review by
the internal review committee established under
section 505C of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355d) of any significant
modifications to initial pediatric study plans,
agreed initial pediatric study plans, and written
requests under sections 505A and 505B of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355a, 355¢c). Such internal standard oper-
ating procedures shall be made publicly avail-
able on the Internet Web site of the Food and
Drug Administration.

SEC. 504. ACCESS TO DATA.

Not later than 3 years after the date of enact-
ment of this Act, the Secretary shall make avail-
able to the public, including through posting on
the Internet Web site of the Food and Drug Ad-
ministration, the medical, statistical, and clin-
ical pharmacology reviews of, and cor-
responding written requests issued to an appli-
cant, sponsor, or holder for, pediatric studies
submitted between January 4, 2002, and Sep-
tember 27, 2007, under subsection (b) or (c) of
section 505A of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355a) for which 6
months of market exclusivity was granted and
that resulted in a labeling change. The Sec-
retary shall make public the information de-
scribed in the preceding sentence in a manner
consistent with how the Secretary releases infor-
mation under section 505A(k) of the Federal

Food, Drug, and Cosmetic Act (21 U.S.C.

355a(k)).

SEC. 505. ENSURING THE COMPLETION OF PEDI-
ATRIC STUDIES.

(a) EXTENSION OF DEADLINE FOR DEFERRED
STUDIES.—Section 505B (21 U.S.C. 355c) is
amended—

(1) in subsection (a)(3)—

(A) by redesignating subparagraph (B) as sub-
paragraph (C);

(B) by inserting after subparagraph (A) the
following:

‘“(B) DEFERRAL EXTENSION.—

‘(i) IN GENERAL.—On the initiative of the Sec-
retary or at the request of the applicant, the
Secretary may grant an extension of a deferral
approved under subparagraph (A) for submis-
sion of some or all assessments required under
paragraph (1) if—

“(I) the Secretary determines that the condi-
tions described in subclause (I1) or (I1I) of sub-
paragraph (A)(i) continue to be met; and

“(I1) the applicant submits a new timeline
under subparagraph (A)(ii)(IV) and any signifi-
cant updates to the information required under
subparagraph (A)(ii).

““(i1) TIMING AND INFORMATION.—If the defer-
ral extension under this subparagraph is re-
quested by the applicant, the applicant shall
submit the deferral extension request containing
the information described in this subparagraph
not less than 90 days prior to the date that the
deferral would expire. The Secretary shall re-
spond to such request mot later than 45 days
after the receipt of such letter. If the Secretary
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grants such an extension, the specified date
shall be the extended date. The sponsor of the
required assessment under paragraph (1) shall
not be issued a letter described in subsection (d)
unless the specified or extended date of submis-
sion for such required studies has passed or if
the request for an extension is pending. For a
deferral that has expired prior to the date of en-
actment of the Food and Drug Administration
Safety and Inmovation Act or that will expire
prior to 270 days after the date of enactment of
such Act, a deferral extension shall be requested
by an applicant not later than 180 days after
the date of enactment of such Act. The Sec-
retary shall respond to any such request as soon
as practicable, but not later than 1 year after
the date of enactment of such Act. Nothing in
this clause shall prevent the Secretary from up-
dating the status of a study or studies publicly
if components of such study or studies are late
or delayed.”’; and

(C) in subparagraph (C), as so redesignated—

(i) in clause (i), by adding at the end the fol-
lowing:

‘““(I111) Projected completion date for pediatric
studies.

“(IV) The reason or reasons why a deferral or
deferral extension continues to be necessary.’’;
and

(ii) by amending clause (ii) to read as follows:

““(i1) PUBLIC AVAILABILITY.—Not later than 90
days after the submission to the Secretary of the
information submitted through the annual re-
view under clause (i), the Secretary shall make
available to the public in an easily accessible
manner, including through the Internet Web
site of the Food and Drug Administration—

“(I) such information;

‘“(1I) the name of the applicant for the prod-
uct subject to the assessment;

‘““(II1) the date on which the product was ap-
proved; and

‘“(1V) the date of each deferral or deferral ex-
tension under this paragraph for the product.”’;
and

(2) in subsection (f)—

(A) in the subsection heading, by inserting
“DEFERRAL EXTENSIONS,”’ after ““DEFERRALS,”’;

(B) in paragraph (1), by inserting “‘, deferral
extension,’ after “‘deferral’’; and

(C) in paragraph (4)—

(i) in the paragraph heading, by inserting

‘“DEFERRAL EXTENSIONS,”” after ‘‘DEFERRALS,”’;
and

(ii) by inserting ‘, deferral extensions,”’ after
‘“‘deferrals’.

(b) TRACKING OF EXTENSIONS; ANNUAL INFOR-
MATION.—Section  505B(f)(6)(D) (21 U.S.C.
355¢(f)(6)(D)) is amended to read as follows:

‘““(D) aggregated on an annual basis—

‘(i) the total number of deferrals and deferral
extensions requested and granted under this sec-
tion and, if granted, the reasons for each such
deferral or deferral extension;

““(ii) the timeline for completion of the assess-
ments; and

““(iii) the nmumber of assessments completed
and pending;’’.

(c¢) ACTION ON FAILURE TO COMPLETE STUD-
IES.—

(1) ISSUANCE OF LETTER.—Subsection (d) of
section 505B (21 U.S.C. 355¢c) is amended to read
as follows:

“(d) SUBMISSION OF ASSESSMENTS.—If a per-
son fails to submit a required assessment de-
scribed in subsection (a)(2), fails to meet the ap-
plicable requirements in subsection (a)(3), or
fails to submit a request for approval of a pedi-
atric formulation described in subsection (a) or
(b), in accordance with applicable provisions of
subsections (a) and (b), the following shall
apply:

‘(1) Beginning 270 days after the date of en-
actment of the Food and Drug Administration
Safety and Innovation Act, the Secretary shall
issue a non-compliance letter to such person in-
forming them of such failure to submit or meet
the requirements of the applicable subsection.
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Such letter shall require the person to respond
in writing within 45 calendar days of issuance
of such letter. Such response may include the
person’s request for a deferral extension if appli-
cable. Such letter and the person’s written re-
sponse to such letter shall be made publicly
available on the Internet Web site of the Food
and Drug Administration 60 calendar days after
issuance, with redactions for any trade secrets
and confidential commercial information. If the
Secretary determines that the letter was issued
in error, the requirements of this paragraph
shall not apply.

““(2) The drug or biological product that is the
subject of an assessment described in subsection
(a)(2), applicable requirements in subsection
(a)(3), or request for approval of a pediatric for-
mulation, may be considered misbranded solely
because of that failure and subject to relevant
enforcement action (except that the drug or bio-
logical product shall not be subject to action
under section 303), but such failure shall not be
the basis for a proceeding—

““(A) to withdraw approval for a drug under
section 505(e); or

‘“‘(B) to revoke the license for a biological
product under section 351 of the Public Health
Service Act.”.

(2) TRACKING OF LETTERS ISSUED.—Subpara-
graph (D) of section 505B(f)(6) (21 U.S.C.
355¢(f)(6)), as amended by subsection (b), is fur-
ther amended—

(A4) in clause (ii), by striking ‘‘; and’ and in-
serting a semicolon;

(B) in clause (iii), by adding ‘“‘and’ at the
end; and

(C) by adding at the end the following:

“(iv) the mumber of postmarket nom-compli-
ance letters issued pursuant to subsection (d),
and the recipients of such letters;’ .

SEC. 506. PEDIATRIC STUDY PLANS.

(a) IN GENERAL.—Subsection (e) of section
505B (21 U.S.C. 355¢c) is amended to read as fol-
lows:

““(e) PEDIATRIC STUDY PLANS.—

‘““(1) IN GENERAL.—An applicant subject to
subsection (a) shall submit to the Secretary an
initial pediatric study plan prior to the submis-
sion of the assessments described under sub-
section (a)(2).

““(2) TIMING, CONTENT; MEETING.—

‘“(A) 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 the
end-of-Phase 2 meeting (as such term is used in
section 312.47 of title 21, Code of Federal Regu-
lations, or successor regulations); or

‘“(I1I) such other time as may be agreed upon
between the Secretary and the applicant.

Nothing in this section shall preclude the Sec-
retary from accepting the submission of an ini-
tial pediatric plan earlier than the date other-
wise applicable under this subparagraph.

“(B) CONTENT OF INITIAL PLAN.—The initial
pediatric study plan shall include—

““(i) an outline of the pediatric study or stud-
ies that the applicant plans to conduct (includ-
ing, to the extent practicable study objectives
and design, age groups, relevant endpoints, and
statistical approach);

““(ii) any request for a deferral, partial waiv-
er, or waiver under this section, if applicable,
along with any supporting information; and

‘‘(iii) other information specified in the regu-
lations promulgated under paragraph (7).

“(C) MEETING.—The Secretary—

‘(i) shall meet with the applicant to discuss
the initial pediatric study plan as soon as prac-
ticable, but not later than 90 calendar days
after the receipt of such plan under subpara-
graph (A);

““(ii)) may determine that a written response to
the initial pediatric study plan is sufficient to
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communicate comments on the initial pediatric
study plan, and that no meeting is necessary;
and

“‘(iii) if the Secretary determines that no meet-
ing is mecessary, shall so notify the applicant
and provide written comments of the Secretary
as soon as practicable, but not later than 90 cal-
endar days after the receipt of the initial pedi-
atric study plan.

““(3) AGREED INITIAL PEDIATRIC STUDY PLAN.—
Not later than 90 calendar days following the
meeting under paragraph (2)(C)(i) or the receipt
of a written response from the Secretary under
paragraph (2)(C)(iii), the applicant shall docu-
ment agreement on the initial pediatric study
plan in a submission to the Secretary marked
‘Agreed Initial Pediatric Study Plan’, and the
Secretary shall confirm such agreement to the
applicant in writing not later than 30 calendar
days of receipt of such agreed initial pediatric
study plan.

‘“(4) DEFERRAL AND WAIVER.—If the agreed
initial pediatric study plan contains a request
from the applicant for a deferral, partial waiver,
or waiver under this section, the written con-
firmation under paragraph (3) shall include a
recommendation from the Secretary as to wheth-
er such request meets the standards under para-
graphs (3) or (4) of subsection (a).

“(5) AMENDMENTS TO THE PLAN.—At the ini-
tiative of the Secretary or the applicant, the
agreed initial pediatric study plan may be
amended at any time. The requirements of para-
graph (2)(C) shall apply to any such proposed
amendment in the same manner and to the same
extent as such requirements apply to an initial
pediatric study plan under paragraph (1). The
requirements of paragraphs (3) and (4) shall
apply to any agreement resulting from such pro-
posed amendment in the same manner and to
the same extent as such requirements apply to
an agreed initial pediatric study plan.

‘“(6) INTERNAL COMMITTEE.—The Secretary
shall consult the internal committee under sec-
tion 505C on the review of the initial pediatric
study plan, agreed initial pediatric plan, and
any significant amendments to such plans.

“(7) REQUIRED RULEMAKING.—Not later than 1
year after the date of enactment of the Food
and Drug Administration Safety and Innovation
Act, the Secretary shall promulgate proposed
regulations and issue guidance to implement the
provisions of this subsection.”’.

(b) CONFORMING AMENDMENTS.—Section 505B
(21 U.S.C. 355¢) is amended—

(1) by amending subclause (I1I) of subsection
(a)(3)(A)(ii) to read as follows:

“(I1) a pediatric study plan as described in
subsection (e);”’; and

(2) in subsection (f)—

(A) in the subsection heading, by striking
“PEDIATRIC PLANS,” and inserting ‘‘PEDIATRIC
STUDY PLANS,”’;

(B) in paragraph (1), by striking ‘‘all pediatric
plans” and inserting ‘‘initial pediatric study
plans, agreed initial pediatric study plans,’’;
and

(C) in paragraph (4)—

(i) in the paragraph heading, by striking ‘‘PE-
DIATRIC PLANS,” and inserting ‘‘PEDIATRIC
STUDY PLANS,”’; and

(ii) by striking ‘‘pediatric plans’ and insert-
ing ‘‘initial pediatric study plans, agreed initial
pediatric study plans,”’.

(c) EFFECTIVE DATE.—

(1) IN GENERAL.—Subject to paragraph (2), the
amendments made by this section shall take ef-
fect 180 calendar days after the date of enact-
ment of this Act, irrespective of whether the Sec-
retary has promulgated final regulations to
carry out such amendments.

(2) RULE OF CONSTRUCTION.—Paragraph (1)
shall not be construed to affect the deadline for
promulgation of proposed regulations under sec-
tion 505B(e)(7) of the Federal Food, Drug, and
Cosmetic Act, as added by subsection (a) of this
section.
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SEC. 507. REAUTHORIZATIONS.

(a) PEDIATRIC 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 enactment of the Best Pharma-
ceuticals for Children Act of 2007’ and inserting
“to carry out the advisory committee’s respon-
sibilities under sections 5054, 505B, and 520(m)
of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355a, 355¢, and 360j(m))”’.

(b) PEDIATRIC SUBCOMMITTEE OF THE ONCO-
LOGIC DRUGS ADVISORY COMMITTEE.—Section
15(a)(3) of the Best Pharmaceuticals for Chil-
dren Act (Public Law 107-109), as amended by
section 502(e) of the Food and Drug Administra-
tion Amendments Act of 2007 (Public Law 110-
85), is amended by striking ‘‘during the five-
year period beginning on the date of the enact-
ment of the Best Pharmaceuticals for Children
Act of 2007 and inserting ‘‘for the duration of
the operation of the Oncologic Drugs Advisory
Committee’’.

(c) HUMANITARIAN DEVICE EXEMPTION EXTEN-
SION.—Section 520(m)(6)(A)(iv) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
360j(m)(6)(A)(iv)) is amended by striking ‘2012
and inserting “‘2017"°.

(d) PROGRAM FOR PEDIATRIC STUDY OF DRUGS
IN PHSA.—Section 4091(e)(1) of the Public
Health Service Act (42 U.S.C. 284m(e)(1)) is
amended by striking ‘‘to carry out this section’’
and all that follows through the end of para-
graph (1) and inserting ‘‘to carry out this sec-
tion, $25,000,000 for each of fiscal years 2013
through 2017.”".

SEC. 508. REPORT.

(a) IN GENERAL.—Not later than four years
after the date of enactment of this Act and
every five years thereafter, 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 Representatives, and make publicly
available, including through posting on the
Internet Web site of the Food and Drug Admin-
istration, a report on the implementation of sec-
tions 505A and 505B of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355a, 355¢).

(b) CONTENTS.—Each report under subsection
(a) shall include—

(1) an assessment of the effectiveness of sec-
tions 5054 and 505B of the Federal Food, Drug,
and Cosmetic Act in improving information
about pediatric uses for approved drugs and bio-
logical products, including the number and type
of labeling changes made since the date of en-
actment of this Act and the importance of such
uses in the improvement of the health of chil-
dren;

(2) the number of required studies under such
section 505B that have not met the initial dead-
line provided under such section 505B, includ-
ing—

(A) the number of deferrals and deferral ex-
tensions granted and the reasons such exten-
sions were granted;

(B) the number of waivers and partial waivers
granted; and

(C) the number of letters issued under sub-
section (d) of such section 505B;

(3) an assessment of the timeliness and effec-
tiveness of pediatric study planning since the
date of enactment of this Act, including the
number of initial pediatric study plans not sub-
mitted in accordance with the requirements of
subsection (e) of such section 505B and any re-
sulting rulemaking;

(4) the number of written requests issued, ac-
cepted, and declined under such section 505A
since the date of enactment of this Act, and a
listing of any important gaps in pediatric infor-
mation as a result of such declined requests;

(5) a description and current status of refer-
rals made under subsection (n) of such section
5054;

(6) an assessment of the effectiveness of study-
ing biological products in pediatric populations
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under such sections 5054 and 505B and section
4091 of the Public Health Service Act (42 U.S.C.
284m);

(7)(4A) the efforts made by the Secretary to in-
crease the number of studies conducted in the
neonatal population (including efforts made to
encourage the conduct of appropriate studies in
neonates by companies with products that have
sufficient safety and other information to make
the conduct of the studies ethical and safe); and

(B) the results of such efforts;

(8)(A) the number and importance of drugs
and biological products for children with cancer
that are being tested as a result of the programs
under such sections 505A and 505B and under
section 4091 of the Public Health Service Act;
and

(B) any recommendations for modifications to
such programs that would lead to new and bet-
ter therapies for children with cancer, including
a detailed rationale for each recommendation;

(9) any recommendations for modification to
such programs that would improve pediatric
drug research and increase pediatric labeling of
drugs and biological products;

(10) an assessment of the successes of and lim-
itations to studying drugs for rare diseases
under such sections 505A and 505B; and

(11) an assessment of the Secretary’s efforts to
address the suggestions and options described in
any prior report issued by the Comptroller Gen-
eral, Institute of Medicine, or the Secretary, and
any subsequent reports, including recommenda-
tions therein, regarding the topics addressed in
the reports under this section, including with
respect to—

(4) improving public access to information
from pediatric studies conducted wunder such
sections 5054 and 505B; and

(B) improving the timeliness of pediatric stud-
ies and pediatric study planning under such
sections 505A and 505B.

(c) STAKEHOLDER COMMENT.—At least 180
days prior to the submission of each report
under subsection (a), the Secretary shall consult
with representatives of patient groups (includ-
ing pediatric patient groups), consumer groups,
regulated industry, academia, and other inter-
ested parties to obtain any recommendations or
information relevant to the report including
suggestions for modifications that would im-
prove pediatric drug research and pediatric la-
beling of drugs and biological products.

SEC. 509. TECHNICAL AMENDMENTS.

(a) PEDIATRIC STUDIES OF DRUGS IN
FFDCA.—Section 5054 (21 U.S.C. 355a) is
amended—

(1) in subsection (k)(2), by striking ‘‘sub-
section (f)(3)(F)”’ and inserting ‘‘subsection
DN6)F);

(2) in subsection (1)—

(4) in paragraph (1)—

(i) in the paragraph heading, by striking
““YEAR ONE’’ and inserting ‘‘FIRST 18-MONTH PE-
RIOD’’; 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 insert-
ing ““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 Pe-
diatric Therapeutics from providing for the re-
view 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 pedi-
atric population.’’;

(3) in subsection (n)—

(A) in the subsection heading, by striking
“COMPLETED” and inserting ‘“‘SUBMITTED’’; and
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(B) in paragraph (1)—

(i) in the matter preceding subparagraph (A),
by striking ‘‘have not been completed’ and in-
serting ‘‘have mot been submitted by the date
specified in the written request issued or if the
applicant or holder does mot agree to the re-
quest’’;

(ii) in subparagraph (A)—

(I) in the first sentence, by inserting ‘‘, or for
which a period of exclusivity eligible for exten-
sion under subsection (b)(1) or (c)(1) of this sec-
tion or under subsection (m)(2) or (m)(3) of sec-
tion 351 of the Public Health Service Act has not
ended’”’ after “‘expired’’; and

(I1) by striking ‘‘Prior to”’ and all that follows
through the period at the end; and

(iii) in subparagraph (B), by striking ‘‘no list-
ed patents or has 1 or more listed patents that
have expired,” and inserting ‘‘no unexpired list-
ed patents and for which no unexpired periods
of exclusivity eligible for extension under sub-
section (b)(1) or (c)(1) of this section or under
subsection (m)(2) or (m)(3) of section 351 of the
Public Health Service Act apply,”’; and

(4) in subsection (0)(2), by amending subpara-
graph (B) to read as follows:

“(B) a statement of any appropriate pediatric
contraindications, warnings, precautions, or
other information that the Secretary considers
necessary to assure safe use.”’.

(b) RESEARCH INTO PEDIATRIC USES FOR
DRUGS AND BIOLOGICAL PROJECTS IN FFDCA.—
Section 505B (21 U.S.C. 355¢) is amended—

(1) in subsection (a)—

(4) in paragraph (1), in the matter before sub-
paragraph (4), by inserting ‘‘for a drug’’ after
“(or supplement to an application)’’; and

(B) in paragraph (4)(C)—

(i) in the first sentence, by inserting ‘‘partial”
before “waiver is granted’’; and

(ii) in the second sentence, by striking ‘‘either
a full or’’ and inserting ‘‘such a’’;

(2) in subsection (b)(1), in the matter pre-
ceding subparagraph (A), by striking ‘‘After
providing notice”” and all that follows through
“‘studies), the’’ and inserting ‘“The’’;

(3) in subsection (g)—

(A) in paragraph (1)(A), by inserting ‘‘that re-
ceives a priority review or 330 days after the
date of the submission of an application or sup-
plement that receives a standard review’ after
“after the date of the submission of the applica-
tion or supplement’’; and

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

(4) in subsection (h)(1)—

(A) by inserting ‘“‘an application (or supple-
ment to an application) that contains’ after
“‘date of submission of’’; and

(B) by inserting ‘‘if the application (or supple-
ment) receives a priority review, or mot later
than 330 days after the date of submission of an
application (or supplement to an application)
that contains a pediatric assessment under this
section, if the application (or supplement) re-
ceives a standard review,’’ after “‘under this sec-
tion,”’; and

(5) in subsection (i)—

(4) in paragraph (1)—

(i) in the paragraph heading, by striking
“YEAR ONE”’ and inserting ‘‘FIRST 18-MONTH PE-
RIOD”’; 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 insert-
ing ‘“‘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 Pe-
diatric Therapeutics from providing for the re-
view of adverse event reports by the Pediatric
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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 pedi-
atric population.”.

(c¢) INTERNAL COMMITTEE FOR REVIEW OF PE-
DIATRIC PLANS, ASSESSMENTS, DEFERRALS, DE-
FERRAL EXTENSIONS, AND WAIVERS.—Section
505C (21 U.S.C. 355d) is amended—

(1) in the section heading, by inserting ‘‘DE-

FERRAL EXTENSIONS,” after ‘“DEFER-
RALS,’’; and
(2) by inserting ‘‘neonatology,”’ after ‘‘pedi-

atric ethics,”’.

(d) PROGRAM FOR PEDIATRIC STUDIES OF
DRUGS.—Section 4091(c) of the Public Health
Service Act (42 U.S.C. 284m(c)) is amended—

(1) in paragraph (1)—

(A) in the matter preceding subparagraph (4A),
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) there remains no patent listed pursuant
to section 505(b)(1) of the Federal Food, Drug,
and Cosmetic Act, and every three-year and
five-year period referred to in subsection
(©)(3)(E)(ii), ()(3)(E)(iii), (C)3)(E)(iv),
G)GO)E)(@), (G)E)(F)(iii), or ()(5)(F)(iv) of sec-
tion 505 of the Federal Food, Drug, and Cos-
metic Act, or applicable twelve-year period re-
ferred 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’’; and

(2) in paragraph (2)—

(4) in the paragraph heading, by striking
““FOR DRUGS LACKING EXCLUSIVITY"’;

(B) by striking ‘“‘under section 505 of the Fed-
eral Food, Drug, and Cosmetic Act”’; and

(C) by striking ‘5054 of such Act’’ and insert-
ing “505A of the Federal Food, Drug, and Cos-
metic Act or section 351(m) of this Act’’.

(e) PEDIATRIC SUBCOMMITTEE OF THE ONCO-
LOGIC ADVISORY COMMITTEE.—Section 15(a) of
the Best Pharmaceuticals for Children Act (Pub-
lic 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 in
paragraph (1)(D), by striking ‘‘section 505B(f)”’
and inserting ‘‘section 505C"’.

(f) FOUNDATION OF NATIONAL INSTITUTES OF
HEALTH.—Section 499(c)(1)(C) of the Public
Health Service Act (42 U.S.C. 290b(c)(1)(C)) is
amended by striking ‘‘for which the Secretary
issues a certification in the affirmative under
section 505A(n)(1)(A) of the Federal Food, Drug,
and Cosmetic Act”.

(9) APPLICATION; TRANSITION RULE.—

(1) APPLICATION.—Notwithstanding any pro-
vision of section 505A and 505B of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 355a,
355¢c) stating that a provision applies beginning
on the date of the enactment of the Best Phar-
maceuticals for Children Act of 2007 or the date
of the enactment of the Pediatric Research Eq-
uity Act of 2007, any amendment made by this
Act to such a provision 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(1)(1) or 505B(i)(1) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 355a(1)(1);
355¢(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(1) and section
505B(i), as applicable, to such drug, as such sec-
tions were in effect on such day.

SEC. 510. PEDIATRIC RARE DISEASES.

(a) PUBLIC MEETING.—Not later than 18
months after the date of enactment of this Act,
the Secretary shall hold at least one public
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meeting to discuss ways to encourage and accel-
erate the development of new therapies for pedi-
atric rare diseases.

(b) REPORT.—Not later than 180 days after the
date of the public meeting under subsection (a),
the Secretary shall issue a report that includes
a strategic plan for encouraging and accel-
erating the development of nmew therapies for
treating pediatric rare diseases.

SEC. 511. STAFF OF OFFICE OF PEDIATRIC
THERAPEUTICS.

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

(1) in subsection (c)—

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

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

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

““(2) subject to subsection (d), one or more ad-
ditional individuals with necessary expertise in
a pediatric subpopulation that is, as determined
through consideration of the reports and rec-
ommendations issued by the Institute of Medi-
cine and the Comptroller General of the United
States, less likely to be studied as a part of a
written request issued under section 505A of the
Federal Food, Drug, and Cosmetic Act or an as-
sessment under section 505B of such Act;

““(3) one or more additional individuals with
expertise in pediatric epidemiology; and’’; and

(2) by adding at the end the following:

‘““(d) NEONATOLOGY EXPERTISE.—For the 5-
year period beginning on the date of enactment
of this subsection, at least one of the individuals
described in subsection (c)(2) shall have exper-
tise in meonatology.”’.

TITLE VI—MEDICAL DEVICE REGULATORY

IMPROVEMENTS
INVESTIGATIONAL DEVICE EXEMP-
TIONS.

Section 520(g) (21 U.S.C. 360j(g)) is amended—

(1) in paragraph (2)(B)(ii), by inserting ‘‘safe-
ty or effectiveness’ before ‘‘data obtained’’; and

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

““(C) Consistent with paragraph (1), the Sec-
retary shall not disapprove an application
under this subsection because the Secretary de-
termines that—

‘(i) the investigation may not support a sub-
stantial equivalence or de novo classification de-
termination or approval of the device;

““(ii) the investigation may not meet a require-
ment, including a data requirement, relating to
the approval or clearance of a device; or

““(iii) an additional or different investigation
may be necessary to support clearance or ap-
proval of the device.”’.

SEC. 602. 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 following:

““(iii) For purposes of clause (ii), the term
‘necessary’ means the minimum required infor-
mation that would support a determination by
the Secretary that an application provides rea-
sonable assurance of the effectiveness of the de-
vice.

““(iv) Nothing in this subparagraph shall alter
the criteria for evaluating an application for
premarket approval of a device.”’.

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

(1) by striking ‘(D) Whenever” and inserting
‘““(D)(i) Whenever’’; and

(2) by adding at the end the following:

“‘(ii) For purposes of clause (i), the term ‘nec-
essary’ means the minimum required informa-
tion that would support a determination of sub-
stantial equivalence between a new device and a
predicate device.

SEC. 601.
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““(iii) Nothing in this subparagraph shall alter
the standard for determining substantial equiva-
lence between a new device and a predicate de-
vice.” .

SEC. 603. AGENCY DOCUMENTATION AND REVIEW
OF SIGNIFICANT DECISIONS.

Chapter V is amended by inserting after sec-
tion 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 SIG-
NIFICANT DECISIONS.—

‘(1) IN GENERAL.—The Secretary shall provide
a substantive summary of the scientific and reg-
ulatory 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 sec-
tion 520(g), including documentation of signifi-
cant controversies or differences of opinion and
the resolution of such controversies or dif-
ferences of opinion.

“(2) PROVISION OF DOCUMENTATION.—Upon
request, the Secretary shall furnish such sub-
stantive summary 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 request
a supervisory review of the significant decision
described in subsection (a)(1). Such review may
be conducted at the next supervisory level or
higher above the individual who made the sig-
nificant decision.

““(2) SUBMISSION OF REQUEST.—A person re-
questing a supervisory review under paragraph
(1) shall submit such request to the Secretary
not later than 30 days after such decision and
shall indicate in the request whether such per-
son seeks an in-person meeting or a teleconfer-
ence review.

“(3) TIMEFRAME.—

““(A) IN GENERAL.—Except as provided in sub-
paragraph (B), the Secretary shall schedule an
in-person or teleconference review, if so re-
quested, not later than 30 days after such re-
quest is made. The Secretary shall issue a deci-
sion to the person requesting a review under
this subsection not later than 45 days after the
request is made under paragraph (1), or, in the
case of a person who requests an in-person
meeting or teleconference, 30 days after such
meeting or teleconference.

‘““(B) EXCEPTION.—Subparagraph (4) shall not
apply in cases that are referred to experts out-
side of the Food and Drug Administration.”.
SEC. 604. 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 inserting
“(n)(1) The Secretary’’; and

(2) by adding at the end the following:

“(2)(A) Not later than 18 months after the
date of enactment of this paragraph, the Sec-
retary shall 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 re-
garding when a premarket notification under
subsection (k) should be submitted for a modi-
fication or change to a legally marketed device.
The report shall include the Secretary’s inter-
pretation of the following terms: ‘could Signifi-
cantly 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 intended use of
the device’. The report also shall discuss pos-
sible processes for industry to use to determine
whether a new submission under subsection (k)
is required and shall analyze how to leverage
existing quality system requirements to reduce
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premarket burden, facilitate continual device
improvement, and provide reasonable assurance
of safety and effectiveness of modified devices.
In developing such report, the Secretary shall
consider the input of interested stakeholders.

‘““(B) The Secretary shall withdraw the Food
and Drug Administration draft guidance enti-
tled ‘Guidance for Industry and FDA Staff—
510(k) Device Modifications: Deciding When to
Submit a 510(k) for a Change to an Existing De-
vice’, 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 en-
forcement decisions or actions. The Secretary
shall not issue—

‘(i) any draft guidance or proposed regula-
tion that addresses when to submit a premarket
notification submission for changes and modi-
fications made to a manufacturer’s previously
cleared device before the receipt by the Com-
mittee 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 (4); 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 Com-
merce of the House of Representatives and the
Committee on Health, Education, Labor, and
Pensions of the Senate.

‘““(C) The Food and Drug Administration guid-
ance entitled ‘Deciding When to Submit a 510(k)
for a Change to an Existing Device’, dated Jan-
uary 10, 1997, shall be in effect until the subse-
quent issuance of guidance or promulgation, if
appropriate, of a regulation described in sub-
paragraph (B), and the Secretary shall interpret
such guidance in a manner that is consistent
with the manner in which the Secretary has in-
terpreted such guidance since 1997.”".

SEC. 605. PROGRAM TO IMPROVE THE DEVICE RE-
CALL SYSTEM.

Chapter V is amended by inserting after sec-
tion 518 (21 U.S.C. 360h) the following:

“SEC. 518A. PROGRAM TO IMPROVE THE DEVICE
RECALL SYSTEM.

““(a) IN GENERAL.—The Secretary shall—

““(1) establish a program to routinely and sys-
tematically assess information relating to device
recalls and use such information to proactively
identify strategies for mitigating health rvisks
presented by defective or unsafe devices;

““(2) clarify procedures for conducting device
recall audit checks to improve the ability of in-
vestigators to perform those checks in a con-
sistent manner;

‘“(3) develop detailed criteria for assessing
whether a person performing a device recall has
performed an effective correction or action plan
for the recall; and

‘““(4) document the basis for each termination
by the Food and Drug Administration of a de-
vice recall.

““(b) ASSESSMENT CONTENT.—The program es-
tablished under subsection (a)(1) shall, at a
minimum, identify—

““(1) trends in the number and types of device
recalls;

““(2) devices that are most frequently the sub-
ject of a recall; and

““(3) underlying causes of device recalls.

““(c) TERMINATION OF RECALLS.—The Sec-
retary shall document the basis for the termi-
nation by the Food and Drug Administration of
a device recall.

‘““(d) DEFINITION.—In this section,
‘recall’ means—

‘““(1) the removal from the market of a device
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).”’.
SEC. 606. CLINICAL HOLDS ON INVESTIGATIONAL

DEVICE EXEMPTIONS.

Section 520(g) (21 U.S.C. 360j(g)) is amended

by adding at the end the following:

the term
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‘“(8)(A) At any time, the Secretary may pro-
hibit the sponsor of an investigation from con-
ducting the investigation (referred to in this
paragraph as a ‘clinical hold’) if the Secretary
makes a determination described in subpara-
graph (B). The Secretary shall specify the basis
for the clinical hold, including the specific in-
formation available to the Secretary which
served as the basis for such clinical hold, and
confirm such determination in writing.

‘““(B) For purposes of subparagraph (A), a de-
termination described in this subparagraph with
respect to a clinical hold is a determination
that—

‘(i) the device involved represents an unrea-
sonable risk to the safety of the persons who are
the subjects of the clinical investigation, taking
into account the qualifications of the clinical
investigators, information about the device, the
design of the clinical investigation, the condi-
tion for which the device is to be investigated,
and the health status of the subjects involved;
or

““(ii) the clinical hold should be issued for
such other reasons as the Secretary may by reg-
ulation establish.

“(C) Any written request to the Secretary
from the sponsor of an investigation that a clin-
ical hold be removed shall receive a decision, in
writing and specifying the reasons therefor,
within 30 days after receipt of such request. Any
such request shall include sufficient information
to support the removal of such clinical hold.”’.
SEC. 607. 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)(4)”’;

(2) in subparagraph (A)(i), as so designated by
paragraph (1), by striking ‘‘under the criteria
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 sec-
tion 510(k) and submitting a request for classi-
fication under clause (i) for a device, if a person
determines there is no legally marketed device
upon which to base a determination of substan-
tial equivalence (as defined in subsection (1)), 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 classification
request submitted under clause (ii) if the Sec-
retary identifies a legally marketed device that
could provide a reasonable basis for review of
substantial equivalence under paragraph (1), or
when the Secretary determines that the device
submitted is not of low-moderate risk or that
general controls would be inadequate to control
the risks and special controls to mitigate the
risks cannot be developed.

‘“(v) The person submitting the request for
classification under this subparagraph may rec-
ommend to the Secretary a classification for the
device and shall, if recommending classification
in class 11, include in the request an initial draft
proposal for applicable special controls, as de-
scribed in subsection (a)(1)(B), that are nec-
essary, in conjunction with general controls, to
provide reasonable assurance of safety and ef-
fectiveness and a description of how the special
controls provide such assurance. Any such re-
quest shall describe the device and provide de-
tailed information and reasons for the rec-
ommended classification.”’; and

(4) in subparagraph (B), by striking ‘‘Not
later than 60 days after the date of the submis-
sion of the request under subparagraph (4), the
Secretary’ and inserting ‘“The Secretary’.

(b) CONFORMING AMENDMENTS.—Section 513(f)
(21 U.S.C. 360c(f)) is amended in paragraph
(1)—
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(1) in subparagraph (A), by striking *, or’ at
the end and inserting a semicolon;

(2) in subparagraph (B), by striking the period
and inserting ‘‘; or”’; and

(3) by inserting after subparagraph (B) the
following:

“(C) the device is classified pursuant to a re-
quest submitted under paragraph (2).”.

SEC. 608. RECLASSIFICATION PROCEDURES.

(a) CLASSIFICATION CHANGES.—

(1) IN GENERAL.—Section 513(e)(1) (21 U.S.C.
360c(e)(1)) is amended to read as follows:

“(e)(1)(A)(i) Based on mnew information re-
specting a device, the Secretary may, upon the
initiative of the Secretary or upon petition of an
interested person, change the classification of
such device, and revoke, on account of the
change in classification, any regulation or re-
quirement in effect under section 514 or 515 with
respect to such device, by administrative order
published in the Federal Register following pub-
lication of a proposed reclassification order in
the Federal Register, a meeting of a device clas-
sification panel described in subsection (b), and
consideration of comments to a public docket,
notwithstanding subchapter II of chapter 5 of
title 5, United States Code. The proposed reclas-
sification order published in the Federal Reg-
ister shall set forth the proposed reclassification,
and a substantive summary of the valid Ssci-
entific evidence concerning the proposed reclas-
sification, including—

“(I) the public health benefit of the use of the
device, and the nature and, if known, incidence
of the risk of the device;

“(II) in the case of a reclassification from
class 11 to class 111, why general controls pursu-
ant to subsection (a)(1)(A) and special controls
pursuant to subsection (a)(1)(B) together are
not sufficient to provide a reasonable assurance
of safety and effectiveness for such device; and

“(II1) in the case of reclassification from class
111 to class II, why general controls pursuant to
subsection (a)(1)(A) and special controls pursu-
ant to subsection (a)(1)(B) together are suffi-
cient to provide a reasonable assurance of safety
and effectiveness for such device.

“(ii) An order under this subsection changing
the classification of a device from class III to
class II may provide that such classification
shall not take effect until the effective date of a
performance standard established under section
514 for such device.

“(B) Authority to issue such administrative
order shall not be delegated below the Director
of the Center for Devices and Radiological
Health, acting in consultation with the Commis-
sioner.”.

(2) TECHNICAL AND CONFORMING AMEND-
MENTS.—

(A) Section 513(e)(2) (21 U.S.C. 360c(e)(2)) is
amended by striking ‘‘regulation promulgated’
and inserting ‘‘an order issued’’.

(B) Section 514(a)(1) (21 U.S.C. 360d(a)(1)) is
amended by striking ‘“‘under a regulation under
section 513(e) but such regulation’ and insert-
ing ‘“‘under an administrative order under sec-
tion 513(e) (or a regulation promulgated under
such section prior to the date of enactment of
the Food and Drug Administration Safety and
Innovation Act) but such order (or regulation)’.

(C) Section 517(a)(1) (21 U.S.C. 360g(a)(1)) is
amended by striking ‘‘or changing the classi-
fication of a device to class I'’ and inserting *,
an administrative order changing the classifica-
tion of a device to class I1,”’.

(3) DEVICES RECLASSIFIED PRIOR TO THE DATE
OF ENACTMENT OF THIS ACT.—

(A) IN GENERAL.—The amendments made by
this subsection shall have no effect on a regula-
tion promulgated with respect to the classifica-
tion of a device under section 513(e) of the Fed-
eral Food, Drug, and Cosmetic Act prior to the
date of enactment of this Act.

(B) APPLICABILITY OF OTHER PROVISIONS.—In
the case of a device reclassified under section
513(e) of the Federal Food, Drug, and Cosmetic
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Act by regulation prior to the date of enactment
of this Act, section 517(a)(1) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
360g(a)(1)) shall apply to such regulation pro-
mulgated under section 513(e) of such Act with
respect to such device in the same manner such
section 517(a)(1) applies to an administrative
order issued with respect to a device reclassified
after the date of enactment of this Act.

(b) DEVICES MARKETED BEFORE MAY 28,
1976 —

(1) PREMARKET APPROVAL.—Section 515 (21
U.S.C. 360e) is amended—

(4) in subsection (a), by striking ‘‘regulation
promulgated under subsection (b)’ and insert-
ing “‘an order issued under subsection (b) (or a
regulation promulgated under such subsection
prior to the date of enactment of the Food and
Drug Administration Safety and Innovation
Act)’”’;

(B) in subsection (b)—

(i) in paragraph (1)—

(I) in the heading, by striking ‘‘Regulation’
and inserting ‘‘Order’’; and

(II) in the matter following subparagraph
(B)—

(aa) by striking “‘by regulation, promulgated
in accordance with this subsection’ and insert-
ing “‘by administrative order following publica-
tion of a proposed order in the Federal Register,
a meeting of a device classification panel de-
scribed in section 513(b), and consideration of
comments from all affected stakeholders, includ-
ing patients, payors, and providers, notwith-
standing subchapter II of chapter 5 of title 5,
United States Code’’; and

(bb) by adding at the end the following: ‘‘Au-
thority to issue such administrative order shall
not be delegated below the Director of the Cen-
ter for Devices and Radiological Health, acting
in consultation with the Commissioner.’’;

(ii) in paragraph (2)—

(1) by striking subparagraph (B); and

(I11) in subparagraph (A)—

(aa) by striking ““(2)(A) A proceeding for the
promulgation of a regulation under paragraph
(1) respecting a device shall be initiated by the
publication in the Federal Register of a notice of
proposed rulemaking. Such mnotice shall con-
tain—"" and inserting ‘‘(2) A proposed order re-
quired under paragraph (1) shall contain—"’;

(bb) by redesignating clauses (i) through (iv)
as subparagraphs (A) through (D), respectively;

(cc) in subparagraph (A), as so redesignated,
by striking ‘“‘regulation’’ and inserting ‘‘order’’;
and

(dd) in subparagraph (C), as so redesignated,
by striking ‘‘regulation’ and inserting ‘‘order’’;

(iii) in paragraph (3)—

(I) by striking ‘‘proposed regulation’ each
place such term appears and inserting ‘‘pro-
posed order’’;

(II) by striking “‘paragraph (2) and after’ and
inserting ‘‘paragraph (2),”’;

(I11) by inserting ‘“‘and a meeting of a device
classification panel described in section 513(b),”’
after ‘‘such proposed regulation and findings,’’;

(IV) by striking ‘‘(A) promulgate such regula-
tion’” and inserting ‘‘(A) issue an administrative
order under paragraph (1)”’;

(V) by striking “‘paragraph (2)(A4)(ii)”’ and in-
serting “‘paragraph (2)(B)’’; and

(VI) by striking ‘‘promulgation of the regula-
tion’’ and inserting ‘‘issuance of the administra-
tive order”’; and

(iv) by striking paragraph (4); and

(C) in subsection (i)—

(i) in paragraph (2)—

(I) in the matter preceding subparagraph
(A)—

(aa) by striking ‘‘December 1, 1995 and in-
serting ‘‘the date that is 2 years after the date
of enactment of the Food and Drug Administra-
tion Safety and Innovation Act’’; and

(bb) by striking ‘‘publish a regulation in the
Federal Register’” and inserting ‘‘issue an ad-
ministrative order following publication of a
proposed order in the Federal Register, a meet-
ing of a device classification panel described in
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section 513(b), and consideration of comments
from all affected stakeholders, including pa-
tients, payors, and providers, notwithstanding
subchapter II of chapter 5 of title 5, United
States Code,’’;

(II) in subparagraph (B), by striking ‘‘final
regulation has been promulgated under section
515(b)”’ and inserting ‘‘administrative order has
been issued under subsection (b) (or no regula-
tion has been promulgated under such sub-
section prior to the date of enactment of the
Food and Drug Administration Safety and In-
novation Act)’’;

(III) in the matter following subparagraph
(B), by striking ‘‘regulation requires’ and in-
serting ‘‘administrative order issued under this
paragraph requires’’; and

(IV) by striking the third and fourth sen-
tences; and

(ii) in paragraph (3)—

(I) by striking ‘‘regulation requiring’’ each
place such term appears and inserting ‘‘order
requiring’’; and

(I1) by striking ‘‘promulgation of a section
515(b) regulation’ and inserting ‘‘issuance of an
administrative order under subsection (b)”’.

(2) TECHNICAL AND CONFORMING AMEND-
MENTS.—Section 501(f) (21 U.S.C. 351(f)) is
amended—

(4) in subparagraph (1)(A)—

(i) in subclause (i), by striking ‘“‘a regulation
promulgated’ and inserting ‘“‘an order issued’’;
and

(ii) in subclause (ii), by striking ‘‘promulga-
tion of such regulation’ and inserting
“‘issuance of such order’’;

(B) in subparagraph (2)(B)—

(i) by striking ‘“‘a regulation promulgated’
and inserting ‘‘an order issued’’; and

(ii) by striking ‘‘promulgation of such regula-
tion” and inserting ‘‘issuance of such order’’;
and

(C) by adding at the end the following:

“(3) In the case of a device with respect to
which a regulation was promulgated under sec-
tion 515(b) prior to the date of enactment of the
Food and Drug Administration Safety and In-
novation Act, a reference in this subsection to
an order issued under section 515(b) shall be
deemed to include such regulation.”.

(3) APPROVAL BY REGULATION PRIOR TO THE
DATE OF ENACTMENT OF THIS ACT.—The amend-
ments made by this subsection shall have no ef-
fect on a regulation that was promulgated prior
to the date of enactment of this Act requiring
that a device have an approval under section
515 of the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 360e) of an application for premarket
approval.

(c) REPORTING.—The Secretary of Health and
Human Services shall annually post on the
Internet Web site of the Food and Drug Admin-
istration—

(1) the number and type of class I and class 11
devices reclassified as class II or class III in the
previous calendar year under section 513(e)(1) of
the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 360c(e)(1));

(2) the number and type of class II and class
III devices reclassified as class I or class II in
the previous calendar year under such section
513(e)(1); and

(3) the number and type of devices reclassified
in the previous calendar year under section 515
of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 360e).

SEC. 609. HARMONIZATION OF DEVICE PRE-
MARKET REVIEW, INSPECTION, AND
LABELING SYMBOLS.

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 arrangements
with nations regarding methods and approaches
to harmonizing regulatory requirements for ac-
tivities, including inspections and common
international labeling symbols.”’.
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SEC. 610. 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)(4)’’;
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 Device Reg-
ulators Forum, and may—

‘(i) provide guidance to such fora on strate-
gies, policies, directions, membership, and other
activities of a forum as appropriate;

“‘(ii) to the extent appropriate, solicit, review,
and consider comments from industry, aca-
demia, health care professionals, and patient
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 documenta-
tion relating to a forum’s strategies, policies,
and other activities of such fora.”’.

SEC. 611. 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 with-
drawal under subparagraph (B), any accredita-
tion under this section shall be valid for a pe-
riod 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 approve 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 subparagraph,
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 sec-
tion 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 striking ‘‘Oc-
tober 1, 2012°° and inserting ‘‘October 1, 2017°.
SEC. 612. REAUTHORIZATION OF THIRD-PARTY

INSPECTION.

Section 704(g)(11) (21 U.S.C. 374(g)(11)) is
amended by striking ““‘October 1, 2012 and in-
serting “‘October 1, 2017"°.

SEC. 613. HUMANITARIAN DEVICE EXEMPTIONS.

(a) IN GENERAL.—Section 520(m) (21 U.S.C.
3607(m)) is amended—

(1) in paragraph (6)—

(A) in subparagraph (A)—

(i) by striking clause (i) and inserting the fol-
lowing:

‘(i) The device with respect to which the ex-
emption is granted—

“(1) is intended for the treatment or diagnosis
of a disease or condition that occurs in pediatric
patients or in a pediatric subpopulation, and
such device is labeled for use in pediatric pa-
tients or in a pediatric subpopulation 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 pe-
diatric patients in such numbers that the devel-
opment of the device for such patients is impos-
sible, highly impracticable, or unsafe.”’; and

(ii) 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 annual distribution number
for such device. In this paragraph, the term ‘an-
nual distribution number’ means the number of
such devices reasonably needed to treat, diag-
nose, or cure a population of 4,000 individuals
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in the United States. The Secretary shall deter-
mine the annual distribution number when the
Secretary grants such exemption.”’; and

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

‘““(C) A person may petition the Secretary to
modify the annual distribution number deter-
mined by the Secretary under subparagraph
(A)(ii) with respect to a device if additional in-
formation arises, and the Secretary may modify
such annual distribution number.”’;

(2) in paragraph (7), by striking ‘‘regarding a
device’” and inserting ‘‘regarding a device de-
scribed in paragraph (6)(A)()(1)’; and

(3) in paragraph (8), by striking ‘“‘of all de-
vices described in paragraph (6)”’ and inserting
“of all devices described in paragraph
6)(A)DD)”.

(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 Cosmetic Act (21
U.S.C. 360j(m)) before the date of enactment of
this Act may seek a determination under sub-
clause (I) or (II) of section 520(m)(6)(A)(i) (as
amended by subsection (a)). If the Secretary of
Health and Human Services determines that
such subclause (I) or (II) applies with respect to
a device, clauses (ii), (iii), and (iv) of subpara-
graph (A) and subparagraphs (B), (C), (D), and
(E) of paragraph (6) of such section 520(m) shall
apply to such device, and the Secretary shall de-
termine the annual distribution number for pur-
poses of clause (ii) of such subparagraph (A)
when making the determination under this sub-
section.

SEC. 614. UNIQUE DEVICE IDENTIFIER.

Section 519(f) (21 U.S.C. 360i(f)) is amended—

(1) by striking ‘‘The Secretary shall promul-
gate” and inserting ‘‘Not later than December
31, 2012, the Secretary shall issue proposed’’;
and

(2) by adding at the end the following: ‘“‘The
Secretary shall finalize the proposed regulations
not later than 6 months after the close of the
comment period and shall implement the final
regulations with respect to devices that are
implantable, life-saving, and life sustaining not
later than 2 years after the regulations are fi-
nalized, taking into account patient access to
medical devices and therapies.”.

SEC. 615. SENTINEL.

Section 519 (21 U.S.C. 360i) is amended by
adding at the end the following:

‘“(h) INCLUSION OF DEVICES IN THE
POSTMARKET RISK IDENTIFICATION AND ANAL-
YSIS SYSTEM.—

“(1) IN GENERAL.—

‘““(A) APPLICATION TO DEVICES.—The Secretary
shall amend the procedures established and
maintained under clauses (i), (ii), (iii), and (v)
of section 505(k)(3)(C) in order to expand the
postmarket risk identification and analysis sys-
tem established under such section to include
and apply to devices.

‘““(B) EXCEPTION.—Subclause (II) of clause (i)
of section 505(k)(3)(C) shall not apply to devices.

““(C) CLARIFICATION.—With respect to devices,
the private sector health-related electronic data
provided under section 505(k)(3)(C)(i)(111)(bb)
may include medical device utilization data,
health insurance claims data, and procedure
and device registries.

““(2) DATA—In expanding the system as de-
scribed in paragraph (1)(A), the Secretary shall
use relevant data with respect to devices cleared
under section 510(k) or approved under section
515, including claims data, patient survey data,
and any other data deemed appropriate by the
Secretary.

‘““(3) STAKEHOLDER INPUT.—To help ensure ef-
fective implementation of the system as de-
seribed in paragraph (1) with respect to devices,
the Secretary shall engage outside stakeholders
in development of the system, and gather infor-
mation from outside stakeholders regarding the
content of an effective sentinel program,
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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 voluntary surveys or
questionnaires, initiated by the Secretary for
purposes of postmarket risk identification, miti-
gation, and analysis for devices.” .

SEC. 616. POSTMARKET SURVEILLANCE.

Section 522 (21 U.S.C. 3601) is amended—

(1) in subsection (a)(1)(4), in the matter pre-
ceding clause (i), by inserting ‘‘, at the time of
approval or clearance of a device or at any time
thereafter,”” after “‘by order’’; and

(2) in subsection (b)(1), by inserting ‘‘The
manufacturer shall commence surveillance
under this section not later than 15 months after
the day on which the Secretary issues an order
under this section.’’ after the second sentence.
SEC. 617. CUSTOM DEVICES.

Section 520(b) (21 U.S.C. 3607(b)) 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 comply
with the order of an individual physician or
dentist (or any other specially qualified person
designated under regulations promulgated by
the Secretary after an opportunity for an oral
hearing);

‘““(B) in order to comply with an order de-
scribed in subparagraph (A), necessarily devi-
ates from an otherwise applicable performance
standard under section 514 or requirement under
section 515;

“(C) is not generally available in the United
States in finished form through labeling or ad-
vertising by the manufacturer, importer, or dis-
tributor for commercial distribution;

‘(D) is designed to treat a unique pathology
or physiological condition that no other device
is domestically available to treat;

‘“(E)(1) 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 pa-
tient named in such order of such physician or
dentist (or other specially qualified person so
designated);

‘““(F) is assembled from components or manu-
factured and finished on a case-by-case basis to
accommodate the unique needs of individuals
described in clause (i) or (ii) of subparagraph
(E); and

‘“(G) may have common, standardized design
characteristics, chemical and material composi-
tions, and manufacturing processes as commer-
cially distributed devices.

““(2) LIMITATIONS.—Paragraph (1) shall apply
to a device only if—

““(A) such device is for the purpose of treating
a sufficiently rare condition, such that con-
ducting 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 notifies
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 Sec-
retary shall issue final guidance on replication
of multiple devices described in paragraph
(2)(B).”.

SEC. 618. HEALTH INFORMATION TECHNOLOGY.

(a) REPORT.—Not later than 18 months after
the date of enactment of this Act, the Secretary

CONGRESSIONAL RECORD —HOUSE

of Health and Human Services (referred to in
this section as the ‘‘Secretary’’), acting through
the Commissioner of Food and Drugs, and in
consultation with the National Coordinator for
Health Information Technology and the Chair-
man of the Federal Communications Commis-
sion, shall post on the Internet Web sites of the
Food and Drug Administration, the Federal
Communications Commission, and the Office of
the National Coordinator for Health Informa-
tion Technology, a report that contains a pro-
posed strategy and recommendations on an ap-
propriate, risk-based regulatory framework per-
taining to health information technology, in-
cluding mobile medical applications, that pro-
motes innovation, protects patient safety, and
avoids regulatory duplication.

(b) WORKING GROUP.—

(1) IN GENERAL.—In carrying out subsection
(a), the Secretary may convene a working group
of external stakeholders and experts to provide
appropriate input on the strategy and rec-
ommendations required for the report under sub-
section (a).

(2) REPRESENTATIVES.—If the Secretary con-
venes the working group under paragraph (1),
the Secretary, in consultation with the Commis-
sioner of Food and Drugs, the National Coordi-
nator for Health Information Technology, and
the Chairman of the Federal Communications
Commission, shall determine the number of rep-
resentatives participating in the working group,
and shall, to the extent practicable, ensure that
the working group is geographically diverse and
includes representatives of patients, consumers,
health care providers, startup companies, health
plans or other third-party payers, venture cap-
ital investors, information technology vendors,
health information technology vendors, small
businesses, purchasers, employers, and other
stakeholders with relevant expertise, as deter-
mined by the Secretary.

SEC. 619. GOOD GUIDANCE PRACTICES RELATING
TO DEVICES.

Subparagraph (C) of section 701(h)(1) (21
U.S.C. 371(h)(1)) is amended—

(1) by striking ‘‘(C) For guidance documents”
and inserting ‘‘(C)(i) For guidance documents’’;
and

(2) by adding at the end the following:

“‘(ii) With respect to devices, if a notice to in-
dustry guidance letter, a notice to industry ad-
visory letter, or any similar notice sets forth ini-
tial interpretations of a regulation or policy or
sets forth changes in interpretation or policy,
such notice shall be treated as a guidance docu-
ment for purposes of this subparagraph.’.

SEC. 620. PEDIATRIC DEVICE CONSORTIA.

(a) IN GENERAL.—Section 305(e) of Pediatric
Medical Device Safety and Improvement Act
(Public Law 110-85; 42 U.S.C. 282 note)) is
amended by striking ‘86,000,000 for each of fis-
cal years 2008 through 2012° and inserting
“$5,250,000 for each of fiscal years 2013 through
2017.

(b) FINAL RULE RELATING TO TRACKING OF PE-
DIATRIC 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.

TITLE VII—DRUG SUPPLY CHAIN
SEC. 701. REGISTRATION OF DOMESTIC DRUG ES-
TABLISHMENTS.

Section 510 (21 U.S.C. 360) is amended—

(1) in subsection (b)—

(4) in paragraph (1), by striking “On or be-
fore”” and all that follows through the period at
the end and inserting the following: ‘‘During
the period beginning on October 1 and ending
on December 31 of each year, every person who
owns or operates any establishment in any State
engaged in the manufacture, preparation, prop-
agation, compounding, or processing of a drug
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or drugs shall register with the Secretary the
name of such person, places of business of such
person, all such establishments, the unique fa-
cility identifier of each such establishment, and
a point of contact e-mail address.; and

(B) by adding at the end the following:

““(3) The Secretary shall specify the unique fa-
cility identifier system that shall be used by reg-
istrants under paragraph (1). The requirement
to include a unique facility identifier in a reg-
istration under paragraph (1) shall not apply
until the date that the identifier system is speci-
fied by the Secretary under the preceding sen-
tence.”’; and

(2) in subsection (c), by striking ‘‘with the
Secretary his name, place of business, and such
establishment’ and inserting ‘‘with the Sec-
retary—

‘(1) with respect to drugs, the information de-
scribed under subsection (b)(1); and

““(2) with respect to devices, the information
described under subsection (b)(2).”.

SEC. 702. REGISTRATION OF FOREIGN ESTAB-
LISHMENTS.

(a) ENFORCEMENT OF REGISTRATION OF FOR-
EIGN  ESTABLISHMENTS.—Section  502(o) (21
U.S.C. 352(0)) is amended by striking ‘‘in any
State’.

(b) REGISTRATION OF FOREIGN DRUG ESTAB-
LISHMENTS.—Section 510(i) (U.S.C. 360(i)) is
amended—

(1) in paragraph (1)—

(A) by amending the matter preceding sub-
paragraph (4) to read as follows: ‘“Every person
who owns or operates any establishment within
any foreign country engaged in the manufac-
ture, preparation, propagation, compounding,
or processing of a drug or device that is im-
ported or offered for import into the United
States shall, through electronic means in ac-
cordance with the criteria of the Secretary—’;

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

“(A) upon first engaging in any such activity,
immediately submit a registration to the Sec-
retary that includes—

““(i) with respect to drugs, the name and place
of business of such person, all such establish-
ments, the unique facility identifier of each such
establishment, a point of contact e-mail address,
the name of the United States agent of each
such establishment, the name of each importer
of such drug in the United States that is known
to the establishment, and the name of each per-
son who imports or offers for import such drug
to the United States for purposes of importation;
and

“(it) with respect to devices, the name and
place of business of the establishment, the name
of the United States agent for the establishment,
the name of each importer of such device in the
United States that is known to the establish-
ment, and the name of each person who imports
or offers for import such device to the United
States for purposes of importation; and’’; and

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

‘“‘(B) each establishment subject to the require-
ments of subparagraph (A) shall thereafter reg-
ister with the Secretary during the period begin-
ning on October 1 and ending on December 31 of
each year.”’; and

(2) by adding at the end the following:

‘“(4) The Secretary shall specify the unique fa-
cility identifier system that shall be used by reg-
istrants under paragraph (1) with respect to
drugs. The requirement to include a unique fa-
cility identifier in a registration under para-
graph (1) with respect to drugs shall not apply
until the date that the identifier system is speci-
fied by the Secretary under the preceding sen-
tence.”.

SEC. 703. IDENTIFICATION OF DRUG EXCIPIENT
INFORMATION WITH PRODUCT LIST-
ING.

Section 510(5) (21 U.S.C. 360(j)) is amended—

(1) in paragraph (1)—

(4) in subparagraph (C), by striking ‘‘;
and inserting a semicolon;

and”’
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(B) in subparagraph (D), by striking the pe-
riod at the end and inserting ‘‘; and’’; and

(C) by adding at the end the following:

‘“(E) in the case of a drug contained in the ap-
plicable list, the name and place of business of
each manufacturer of an excipient of the listed
drug with which the person listing the drug con-
ducts business, including all establishments
used in the production of such excipient, the
unique facility identifier of each such establish-
ment, and a point of contact e-mail address for
each such excipient manufacturer.”’; and

(2) by adding at the end the following:

‘““(4) The Secretary shall require persons sub-
ject to this subsection to use, for purposes of this
subsection, the unique facility identifier systems
specified under subsections (b)(3) and (i)(4) with
respect to drugs. Such requirement shall not
apply until the date that the identifier system
under subsection (b)(3) or (i)(4), as applicable, is
specified by the Secretary.’’.

SEC. 704. ELECTRONIC SYSTEM FOR REGISTRA-
TION AND LISTING.

Section 510(p) (21 U.S.C. 360(p)) is amended—

(1) by striking ‘‘(p) Registrations and listings’’
and inserting the following:

““(p) ELECTRONIC REGISTRATION AND LIST-
ING.—

‘(1) IN GENERAL.—Registrations and listings’’;
and

(2) by adding at the end the following:

““(2) ELECTRONIC DATABASE.—Not later than 2
years after the Secretary specifies a unique fa-
cility identifier system under subsections (b) and
(i), the Secretary shall maintain an electronic
database, which shall not be subject to inspec-
tion under subsection (f), populated with the in-
formation submitted as described under para-
graph (1) that—

““(A) enables personnel of the Food and Drug
Administration to search the database by any
field of information submitted in a registration
described under paragraph (1), or combination
of such fields; and

““(B) uses the unique facility identifier system
to link with other relevant databases within the
Food and Drug Administration, including the
database for submission of information under
section 801(r).

““(3) RISK-BASED INFORMATION AND COORDINA-
TION.—The Secretary shall ensure the accuracy
and coordination of relevant Food and Drug
Administration databases in order to identify
and inform risk-based inspections under section
510(h).”.

SEC. 705. RISK-BASED INSPECTION FREQUENCY.

Section 510(h) (21 U.S.C. 360(h)) is amended to
read as follows:

““(h) INSPECTIONS.—

‘(1) 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.

““(2) BIENNIAL INSPECTIONS FOR DEVICES.—
Every establishment described in paragraph (1),
in any State, that is engaged in the manufac-
ture, propagation, compounding, or processing
of a device or devices classified in class II or II1
shall be so inspected by one or more officers or
employees duly designated by the Secretary, or
by persons accredited to conduct inspections
under section 704(g), at least once in the 2-year
period beginning with the date of registration of
such establishment pursuant to this section and
at least once in every successive 2-year period
thereafter.

‘““(3) RISK-BASED SCHEDULE FOR DRUGS.—The
Secretary, acting through one or more officers or
employees duly designated by the Secretary,
shall inspect establishments described in para-
graph (1) that are engaged in the manufacture,
preparation, propagation, compounding, or
processing of a drug or drugs (referred to in this
subsection as ‘drug establishments’) in accord-
ance with a risk-based schedule established by
the Secretary.

‘““(4) RISK FACTORS.—In establishing the risk-
based scheduled under paragraph (3), the Sec-
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retary shall inspect establishments according to
the known safety risks of such establishments,
which shall be based on the following factors:

“(A) The compliance history of the establish-
ment.

““(B) The record, history, and nature of recalls
linked to the establishment.

““(C) The inherent risk of the drug manufac-
tured, prepared, propagated, compounded, or
processed at the establishment.

“(D) The inspection frequency and history of
the establishment, including whether the estab-
lishment has been inspected pursuant to section
704 within the last 4 years.

‘““(E) Whether the establishment has been in-
spected by a foreign government or an agency of
a foreign govermment recogniced under section
809.

“(F) Any other criteria deemed mecessary and
appropriate by the Secretary for purposes of al-
locating inspection resources.

““(5) EFFECT OF STATUS.—In determining the
risk associated with an establishment for pur-
poses of establishing a risk-based schedule
under paragraph (3), the Secretary shall not
consider whether the drugs manufactured, pre-
pared, propagated, compounded, or processed by
such establishment are drugs described in sec-
tion 503(b).

“(6) ANNUAL REPORT ON INSPECTIONS OF ES-
TABLISHMENTS.—Beginning in 2014, not later
than February 1 of each year, the Secretary
shall make available on the Internet Web site of
the Food and Drug Administration a report re-
garding—

“(A)(i) the number of domestic and foreign es-
tablishments registered pursuant to this section
in the previous fiscal year; and

“(ii) the number of such domestic establish-
ments and the number of such foreign establish-
ments that the Secretary inspected in the pre-
vious fiscal year;

“(B) with respect to establishments that man-
ufacture, prepare, propagate, compound, or
process an active ingredient of a drug, a fin-
ished drug product, or an excipient of a drug,
the number of each such type of establishment;
and

“(C) the percentage of the budget of the Food
and Drug Administration used to fund the in-
spections described under subparagraph (4).”.
SEC. 706. 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 estab-
lishment that is engaged in the manufacture,
preparation, propagation, compounding, or
processing of a drug shall, upon the request of
the Secretary, be provided to the Secretary by
such person, in advance of or in lieu of an in-
spection, within a reasonable timeframe, within
reasonable limits, and in a reasonable manner,
and in either electronic or physical form, at the
expense of such person. The Secretary’s request
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 receipt.

“(C) Nothing in this paragraph supplants the
authority of the Secretary to conduct inspec-
tions otherwise permitted under this Act in
order to ensure compliance with this Act.”.

SEC. 707. 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 following:

“(j) If it is a drug and it has been manufac-
tured, processed, packed, or held in any factory,
warehouse, or establishment and the owner, op-
erator, or agent of such factory, warehouse, or
establishment delays, denies, or limits an inspec-
tion, or refuses to permit entry or inspection.”’.

(b) GUIDANCE.—Not later than 1 year after the
date of enactment of this section, the Secretary

June 20, 2012

of Health and Human Services shall issue guid-
ance that defines the circumstances that would
constitute delaying, denying, or limiting inspec-
tion, or refusing to permit entry or inspection,
for purposes of section 501(j) of the Federal
Food, Drug, and Cosmetic Act (as added by sub-
section (a)).
SEC. 708. 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 may destroy, without the
opportunity for export, any drug refused admis-
sion under this section, if such drug is valued at
an amount that is $2,500 or less (or such higher
amount as the Secretary of the Treasury may
set by regulation pursuant to section 498(a)(1) of
the Tariff Act of 1930 (19 U.S.C. 1498(a)(1)) and
was not brought into compliance as described
under subsection (b).”’.

(b) NOTICE.—Subsection (a) of section 801 (21
U.S.C. 381), as amended by subsection (a), is
further amended by inserting after the sixth
sentence the following: ‘‘The Secretary of
Health and Human Services shall issue regula-
tions providing for notice and an opportunity to
appear before the Secretary of Health and
Human Services and introduce testimony, as de-
scribed in the first sentence of this subsection,
on destruction of a drug under the sixth sen-
tence of this subsection. The regulations shall
provide that prior to destruction, appropriate
due process is available to the owner or con-
signee seeking to challenge the decision to de-
stroy the drug. Where the Secretary of Health
and Human Services provides notice and an op-
portunity to appear and introduce testimony on
the destruction of a drug, the Secretary of
Health and Human Services shall store and, as
applicable, dispose of the drug after the
issuance of the notice, except that the owner
and consignee shall remain liable for costs pur-
suant to subsection (c). Such process may be
combined with the notice and opportunity to ap-
pear before the Secretary and introduce testi-
mony, as described in the first sentence of this
subsection, as long as appropriate notice is pro-
vided to the owner or consignee.’’.

(c) APPLICABILITY.—The amendment made by
subsection (a) shall apply beginning on the ef-
fective date of the regulations promulgated pur-
suant to the amendment made by subsection (b).

(d) REGULATIONS.—

(1) IN GENERAL.—Not later than 2 years after
the date of enactment of this Act, the Secretary
of Health and Human Services shall adopt final
regulations implementing the amendments made
this section.

(2) PROCEDURE.—In promulgating a regula-
tion implementing the amendments made by this
section, the Secretary of Health and Human
Services shall—

(A) issue a notice of proposed rulemaking that
includes a copy of the proposed regulation;

(B) provide a period of not less than 60 days
for comments on the proposed regulation; and

(C) publish the final regulation not less than
30 days before the effective date of the regula-
tion.

(3) RESTRICTIONS.—Notwithstanding any
other provision of law, the Secretary of Health
and Human Services shall promulgate regula-
tions implementing the amendments made by
this section only as described in paragraph (2).
SEC. 709. ADMINISTRATIVE DETENTION.

(a) IN GENERAL.—Section 304(g) (21 U.S.C.
335a(g)) is amended—

(1) in paragraph (1), by inserting
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) REGULATIONS.—

I

, drug,”
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(1) IN GENERAL.—Not later than 2 years after
the date of the enactment of this Act, the Sec-
retary of Health and Human Services shall pro-
mulgate regulations in accordance with section
304(i) of the Federal Food, Drug, and Cosmetic
Act, as added by paragraph (2) of this sub-
section, to implement administrative detention
authority with respect to drugs, as authorized
by the amendments made by subsection (a). Be-
fore promulgating such regulations, the Sec-
retary shall consult with stakeholders, includ-
ing manufacturers of drugs.

(2) IN GENERAL.—Section 304 (21 U.S.C. 334) is
amended by adding at the end the following:

““(i) PROCEDURES FOR PROMULGATING REGULA-
TIONS.—

‘““(1) IN GENERAL.—In promulgating a regula-
tion implementing this section, the Secretary
shall—

‘““(A) issue a mnotice of proposed rulemaking
that includes the proposed regulation;

““(B) provide a period of not less than 60 days
for comments on the proposed regulation; and

““(C) publish the final regulation not less than
30 days before the regulation’s effective date.

““(2)  RESTRICTIONS.—Notwithstanding any
other provision of Federal law, in implementing
this section, the Secretary shall only promulgate
regulations as described in paragraph (1).”.

(c) EFFECTIVE DATE.—The amendments made
by subsection (a) shall not take effect until the
Secretary has issued a final regulation under
subsection (b).

SEC. 710. EXCHANGE OF INFORMATION.

Section 708 (21 U.S.C. 379) is amended—

(1) by striking ‘‘CONFIDENTIAL INFORMATION’’
and all that follows through ‘‘The Secretary
may provide’’ and inserting the following:

“SEC. 708. CONFIDENTIAL INFORMATION.

‘““(a) CONTRACTORS.—The Secretary may pro-
vide’’; and

(2) by adding at the end the following:

“(b) ABILITY TO RECEIVE AND PROTECT CON-
FIDENTIAL INFORMATION OBTAINED FROM FOR-
EIGN GOVERNMENTS.—

‘(1) IN GENERAL.—The Secretary shall not be
required to disclose under section 552 of title 5,
United States Code (commonly referred to as the
‘Freedom of Information Act’), or any other pro-
vision of law, any information relating to drugs
obtained from a foreign government agency, if—

‘““(A) the information concerns the inspection
of a facility, is part of an investigation, alerts
the United States to the potential need for an
investigation, or concerns a drug that has a rea-
sonable probability of causing serious adverse
health consequences or death to humans or ani-
mals;

‘“‘(B) the information is provided or made
available to the United States Government vol-
untarily on the condition that it not be released
to the public; and

“(C) the information is covered by, and sub-
ject to, a written agreement between the Sec-
retary and the foreign government.

“(2) TIME LIMITATIONS.—The written agree-
ment described in paragraph (1)(C) shall specify
the time period for which paragraph (1) shall
apply to the voluntarily disclosed information.
Paragraph (1) shall not apply with respect to
such information after the date specified in such
agreement, but all other applicable legal protec-
tions, including the provisions of section 552 of
title 5, United States Code, and section
319L(e)(1) of the Public Health Service Act, as
applicable, shall continue to apply to such in-
formation. If no date is specified in the written
agreement, paragraph (1) shall not apply with
respect to such information for a period of more
than 36 months.

““(3) DISCLOSURES NOT AFFECTED.—Nothing in
this section authorizes any official to withhold,
or to authorize the withholding of, information
from Congress or information required to be dis-
closed pursuant to an order of a court of the
United States.

‘““(4) RELATION TO OTHER LAW.—For purposes
of section 552 of title 5, United States Code, this
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subsection shall be considered a statute de-
scribed in subsection (b)(3)(B) of such section
552.

“(c) AUTHORITY TO ENTER INTO MEMORANDA
OF UNDERSTANDING FOR PURPOSES OF INFORMA-
TION EXCHANGE.—The Secretary may enter into
written agreements to provide information ref-
erenced in section 301(j) to foreign governments
subject to the following criteria:

‘(1) CERTIFICATION.—The Secretary may enter
into a written agreement to provide information
under this subsection to a foreign government
only if the Secretary has certified such govern-
ment as having the authority and demonstrated
ability to protect trade secret information from
disclosure. Responsibility for this certification
shall not be delegated to any officer or employee
other than the Commissioner of Food and
Drugs.

““(2) WRITTEN AGREEMENT.—The written
agreement to provide information to the foreign
government under this subsection shall include
a commitment by the foreign government to pro-
tect information exchanged under this sub-
section from disclosure unless and until the
sponsor gives written permission 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
information.

““(3) INFORMATION EXCHANGE.—The Secretary
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
only the following circumstances:

“(A) Information concerning the inspection of
a facility may be provided to a foreign govern-
ment if—

‘(i) the Secretary reasonably believes, or the
written agreement described in paragraph (2) es-
tablishes, that the government has authority to
otherwise obtain such information; and

“(ii) the written agreement executed under
paragraph (2) limits the recipient’s use of the in-
formation to the recipient’s civil regulatory pur-
poses.

“(B) Information not described in subpara-
graph (A) may be provided as part of an inves-
tigation, or to alert the foreign government to
the potential nmeed for an investigation, if the
Secretary has reasonable grounds to believe that
a drug has a reasonable probability of causing
serious adverse health consequences or death to
humans or animals.

““(4) EFFECT OF SUBSECTION.—Nothing in this
subsection affects the ability of the Secretary to
enter into any written agreement authorized by
other provisions of law to share confidential in-
formation.”.

SEC. 711. ENHANCING THE SAFETY AND QUALITY
OF THE DRUG SUPPLY.

Section 501 (21 U.S.C. 351) is amended by add-
ing at the end the following flush text:

“For purposes of paragraph (a)(2)(B), the term
‘current good manufacturing practice’ includes
the implementation of oversight 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 manufacturing of drugs, and finished drug
products.”’.

SEC. 712. RECOGNITION OF FOREIGN GOVERN-

MENT INSPECTIONS.

Chapter VIII (21 U.S.C. 381 et seq.) is amend-
ed by adding at the end the following:

“SEC. 809. RECOGNITION OF FOREIGN GOVERN-
MENT INSPECTIONS.

“(a) INSPECTION.—The Secretary—

‘(1) may enter into arrangements and agree-
ments with a foreign government or an agency
of a foreign government to recognize the inspec-
tion of foreign establishments registered under
section 510(i) in order to facilitate risk-based in-
spections in accordance with the schedule estab-
lished in section 510(h)(3);

“(2) may enter into arrangements and agree-
ments with a foreign government or an agency
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of a foreign government under this section only
with a foreign government or an agency of a
foreign government that the Secretary has deter-
mined as having the capability of conduction
inspections that meet the applicable require-
ments of this Act; and

““(3) shall perform such reviews and audits of
drug safety programs, systems, and standards of
a foreign government or agency for the foreign
government as the Secretary deems necessary to
determine that the foreign government or agen-
cy of the foreign government is capable of con-
ducting inspections that meet the applicable re-
quirements of this Act.

““(b) RESULTS OF INSPECTION.—The results of
inspections performed by a foreign government
or an agency of a foreign government under this
section may be used as—

‘““(1) evidence of compliance with section
501(a)(2)(B) or section 801(r); and

““(2) for any other purposes as determined ap-
propriate by the Secretary.”.

SEC. 713. STANDARDS FOR ADMISSION OF IM-
PORTED DRUGS.

Section 801 (21 U.S.C. 381) is amended—

(1) in subsection (o), by striking “‘drug or’’;
and

(2) by adding at the end the following:

“(r)(1) The Secretary may require, pursuant
to the regulations promulgated under paragraph
(4)(4), as a condition of granting admission to a
drug imported or offered for import into the
United States, that the importer electronically
submit information demonstrating that the drug
complies with applicable requirements of this
Act.

‘““(2) The information described under para-
graph (1) may include—

‘“(A) information demonstrating the regu-
latory status of the drug, such as the new drug
application, abbreviated new drug application,
or investigational new drug or drug master file
number;

“(B) facility information, such as proof of reg-
istration and the unique facility identifier;

‘“(C) indication of compliance with current
good manufacturing practice, testing results,
certifications relating to satisfactory inspec-
tions, and compliance with the country of ex-
port regulations; and

‘(D) any other information deemed mecessary
and appropriate by the Secretary to assess com-
pliance of the article being offered for import.

“(3) Information requirements referred to in
paragraph (2)(C) may, at the discretion of the
Secretary, be satisfied—

““(A) through representation by a foreign gov-
ernmment, if an inspection is conducted by a for-
eign government using standards and practices
as determined appropriate by the Secretary;

‘““(B) through representation by a foreign gov-
ermment or an agency of a foreign government
recognized under section 809; or

““(C) other appropriate documentation or evi-
dence as described by the Secretary.

‘““(4)(A) Not later than 18 months after the
date of enactment of the Food and Drug Admin-
istration Safety and Innovation Act, the Sec-
retary shall adopt final regulations imple-
menting this subsection. Such requirements
shall be appropriate for the type of import, such
as whether the drug is for import into the
United States for use in preclinical research or
in a clinical investigation under an investiga-
tional new drug exemption under 505(i).

‘““(B) In promulgating the regulations under
subparagraph (A4), the Secretary—

‘“(i) may, as appropriate, take into account
differences among importers and types of im-
ports, and, based on the level of risk posed by
the imported drug, provide for expedited clear-
ance for those importers that volunteer to par-
ticipate in partnership programs for highly com-
pliant companies and pass a review of internal
controls, including sourcing of foreign manufac-
turing inputs, and plant inspections; and

“(ii) shall—

“(I) issue a motice of proposed rulemaking
that includes the proposed regulation;
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““(II) provide a period of not less than 60 days
for comments on the proposed regulation; and

“(1II) publish the final regulation not less
than 30 days before the effective date of the reg-
ulation.

“(C) Notwithstanding any other provision of
law, the Secretary shall promulgate regulations
implementing this subsection only as described
in subparagraph (B).”’.

SEC. 714. REGISTRATION OF COMMERCIAL IM-
PORTERS.

(a) PROHIBITIONS.—Section 301 (21 U.S.C. 331)
is amended by adding at the end the following:

‘“(aaa) The failure to register in accordance
with section 801(s).”’.

(b) REGISTRATION.—Section 801 (21 U.S.C.
381), as amended by section 713 of this Act, is
further amended by adding at the end the fol-
lowing:

““(s) REGISTRATION OF COMMERCIAL IMPORT-
ERS.—

‘““(1) REGISTRATION.—The Secretary shall re-
quire a commercial importer of drugs—

““(A) to be registered with the Secretary in a
form and manner specified by the Secretary;
and

‘““(B) subject to paragraph (4), to submit, at
the time of registration, a unique identifier for
the principal place of business for which the im-
porter is required to register under this sub-
section.

“(2) REGULATIONS.—

‘““(A) IN GENERAL.—The Secretary, in consulta-
tion with the Secretary of Homeland Security
acting through U.S. Customs and Border Protec-
tion, shall promulgate regulations to establish
good importer practices that specify the meas-
ures an importer shall take to ensure imported
drugs are in compliance with the requirements
of this Act and the Public Health Service Act.

‘““(B) PROCEDURE.—In promulgating a regula-
tion under subparagraph (A), the Secretary
shall—

‘(i) issue a mnotice of proposed rulemaking
that includes the proposed regulation;

““(ii) provide a period of not less than 60 days
for comments on the proposed regulation; and

““(iii) publish the final regulation not less
than 30 days before the regulation’s effective
date.

“(C) RESTRICTIONS.—Notwithstanding any
other provision of Federal law, in implementing
this subsection, the Secretary shall only promul-
gate regulations as described in subparagraph
(B).
““(3) DISCONTINUANCE OF REGISTRATION.—The
Secretary shall discontinue the registration of
any commercial importer of drugs that fails to
comply with the regulations promulgated under
this subsection.

““(4) UNIQUE FACILITY IDENTIFIER.—The Sec-
retary shall specify the unique facility identifier
system that shall be used by registrants under
paragraph (1). The requirement to include a
unique facility identifier in a registration under
paragraph (1) shall not apply until the date
that the identifier system is specified by the Sec-
retary under the preceding sentence.

‘““(5) EXEMPTIONS.—The Secretary, by notice
in the Federal Register, may establish eremp-
tions 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 commer-
cial importer of drugs not duly registered 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 Homeland Se-
curity acting through U.S. Customs and Border
Protection, shall promulgate the regulations re-
quired to carry out section 801(s) of the Federal
Food, Drug, and Cosmetic Act, as added by sub-
section (b).

(2) PROCEDURES FOR PROMULGATING REGULA-
TIONS.—
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(A) IN GENERAL.—In promulgating a regula-
tion under paragraph (1), 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 regulation; and

(iii) publish the final regulation not less than
30 days before the regulation’s effective date.

(B)  RESTRICTIONS.—Notwithstanding any
other provision of Federal law, in implementing
section 801(s) of the Federal Food, Drug, and
Cosmetic Act, as added by subsection (b), the
Secretary shall promulgate regulations only as
described in subparagraph (A).

(3) EFFECTIVE DATE.—In establishing the ef-
fective date of the regulations under paragraph
(1), the Secretary of Health and Human Services
shall, in consultation with the Secretary of
Homeland Security acting through U.S. Customs
and Border Protection, as determined appro-
priate by the Secretary of Health and Human
Services, provide a reasonable period of time for
an importer of a drug to comply with good im-
porter practices, taking into account differences
among importers and types of imports, including
based on the level of risk posed by the imported
product.

SEC. 715. NOTIFICATION.

(a) PROHIBITED AcCTS.—Section 301 (21 U.S.C.
331), as amended by section 714 of this Act, is
further 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 noti-
fication 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 counter-
feited; and

“(B)(i) the counterfeit product is in commerce
in the United States or could be reasonably ex-
pected to be introduced into commerce in the
United States; or

““(ii) such drug has been or is being imported
into the United States or may reasonably be ex-
pected to be offered for import into the United
States.

““(b) MANNER OF NOTIFICATION.—Notification
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 section
shall be construed as limiting any other author-
ity of the Secretary to require notifications re-
lated 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 product;
or

“(3) any other person that distributes drugs
except a person that distributes drugs exclu-
sively for retail sale.”.

SEC. 716. 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 adul-
terates a drug such that the drug is adulterated
under subsection (a)(1), (b), (c), or (d) of section
501 and has a reasonable probability of causing
serious adverse health consequences or death to
humans or animals shall be imprisoned for not
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more than 20 years or fined mot more than

31,000,000, or both.”.

SEC. 717. PENALTIES FOR COUNTERFEITING
DRUGS.

(a) COUNTERFEIT DRUG PENALTY ENHANCE-
MENT.—

(1) OFFENSE.—Section 2320(a) of title 18,
United States Code, is amended—

(A) by striking “‘or’’ at the end of paragraph
(),

(B) by inserting ‘“‘or’’ at the end of paragraph
(3);

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

““(4) traffics in a counterfeit drug,’’; and

(D) by striking ‘‘through (3)” and inserting
“through (4)”’.

(2) PENALTIES.—Section 2320(b)(3) of title 18,
United States Code, is amended—

(A) in the heading, by inserting ‘‘AND COUN-
TERFEIT DRUGS”’ after ‘‘SERVICES”’; and

(B) by inserting ‘‘or counterfeit drug’’ after
“‘service’’.

(3) DEFINITION.—Section 2320(f) of title 18,
United States Code, is amended—

(4) by striking “‘and’ at the end of paragraph
(4,

(B) by striking the period at the end of para-
graph (5) and inserting *‘; and’’; and

(C) by adding at the end the following:

““(6) the term ‘counterfeit drug’ means a drug,
as defined by section 201 of the Federal Food,
Drug, and Cosmetic Act, that uses a counterfeit
mark on or in connection with the drug.”’.

(4) PRIORITY GIVEN TO CERTAIN INVESTIGA-
TIONS AND PROSECUTIONS.—The Attorney Gen-
eral shall give increased priority to efforts to in-
vestigate and prosecute offenses under section
2320 of title 18, United States Code, that involve
counterfeit drugs.

(b) SENTENCING COMMISSION DIRECTIVE.—

(1) DIRECTIVE TO SENTENCING COMMISSION.—
Pursuant to its authority under section 994(p) of
title 28, United States Code, and in accordance
with this subsection, the United States Sen-
tencing Commission shall review and amend, if
appropriate, its guidelines and its policy state-
ments applicable to persons convicted of an of-
fense described in section 2320(a)(4) of title 18,
United States Code, as amended by subsection
(a), in order to reflect the intent of Congress
that such penalties be increased in comparison
to those currently provided by the guidelines
and policy statements.

(2) REQUIREMENTS.—In carrying out this sub-
section, the Commission shall—

(4) ensure that the sentencing guidelines and
policy statements reflect the intent of Congress
that the guidelines and policy statements reflect
the serious nature of the offenses described in
paragraph (1) and the need for an effective de-
terrent and appropriate punishment to prevent
such offenses;

(B) consider the extent to which the guide-
lines may or may not appropriately account for
the potential and actual harm to the public re-
sulting from the offense;

(C) assure reasonable consistency with other
relevant directives and with other sentencing
guidelines;

(D) account for any additional aggravating or
mitigating circumstances that might justify ex-
ceptions to the generally applicable sentencing
ranges;

(E) make any mnecessary conforming changes
to the sentencing guidelines; and

(F) assure that the guidelines adequately meet
the purposes of sentencing as set forth in section
3553(a)(2) of title 18, United States Code.

SEC. 718. EXTRATERRITORIAL JURISDICTION.

Chapter III (21 U.S.C. 331 et seq.) is amended
by adding at the end the following:

“SEC. 311. EXTRATERRITORIAL JURISDICTION.

“There is extraterritorial jurisdiction over any
violation of this Act relating to any article regu-
lated under this Act if such article was intended
for import into the United States or if any act



June 20, 2012

in furtherance of the violation was committed in
the United States.”’.

TITLE VIII—GENERATING ANTIBIOTIC

INCENTIVES NOW
SEC. 801. EXTENSION OF EXCLUSIVITY PERIOD
FOR DRUGS.

(a) IN GENERAL.—Chapter V (21 U.S.C. 351 et
seq.) is amended by inserting after section 505D
the following:

“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 designated as a qualified in-
fectious disease product under subsection (d),
the 4- and 5-year periods described in sub-
sections (c)(3)(E)(ii) and (7)(5)(F)(ii) of section
505, the 3-year periods described in clauses (iii)
and (iv) of subsection (c)(3)(E) and clauses (iii)
and (iv) of subsection (7)(5)(F) of section 505, or
the 7-year period described in section 527, as ap-
plicable, shall be extended by 5 years.

“(b) RELATION TO PEDIATRIC EXCLUSIVITY.—
Any extension under subsection (a) of a period
shall be in addition to any extension of the pe-
riod 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 sec-
tion 505(b) for any qualified infectious disease
product for which an extension described in
subsection (a) is in effect or has expired;

“(2) a subsequent application filed with re-
spect to a product approved under section 505
for a change that results in a new indication,
route of administration, dosing schedule, dosage
form, delivery system, delivery device, or
strength; or

“(3) a product that does not meet the defini-
tion of a qualified infectious disease product
under subsection (g) based upon its approved
uses.

““(d) DESIGNATION.—

‘““(1) IN GENERAL.—The manufacturer or spon-
sor of a drug may request the Secretary to des-
ignate a drug as a qualified infectious disease
product at any time before the submission of an
application under section 505(b) for such drug.
The Secretary shall, not later than 60 days after
the submission of such a request, determine
whether the drug is a qualified infectious dis-
ease product.

““(2) LIMITATION.—Except as provided in para-
graph (3), a designation under this subsection
shall not be withdrawn for any reason, includ-
ing modifications to the list of qualifying patho-
gens under subsection (f)(2)(C).

““(3) REVOCATION OF DESIGNATION.—The Sec-
retary may revoke a designation of a drug as a
qualified infectious disease product if the Sec-
retary finds that the request for such designa-
tion contained an untrue statement of material
fact.

““(e) REGULATIONS.—

‘(1) IN GENERAL.—Not later than 2 years after
the date of enactment of the Food and Drug Ad-
ministration Safety and Innovation Act, the
Secretary shall adopt final regulations imple-
menting this section, including developing the
list of qualifying pathogens described in sub-
section (f).

‘“(2) PROCEDURE.—In promulgating a regula-
tion implementing this section, the Secretary
shall—

‘““(A) issue a motice of proposed rulemaking
that includes the proposed regulation;

““(B) provide a period of not less than 60 days
for comments on the proposed regulation; and

“(C) publish the final regulation not less than
30 days before the effective date of the regula-
tion.

‘““(3)  RESTRICTIONS.—Notwithstanding any
other provision of law, the Secretary shall pro-
mulgate regulations implementing this section
only as described in paragraph (2), except that
the Secretary may issue interim guidance for
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sponsors seeking designation under subsection
(d) prior to the promulgation of such regula-
tions.

““(4) DESIGNATION PRIOR TO REGULATIONS.—
The Secretary shall designate drugs as qualified
infectious disease products under subsection (d)
prior to the promulgation of regulations under
this subsection, if such drugs meet the definition
of a qualified infectious disease product de-
scribed in subsection (g).

“(f) QUALIFYING PATHOGEN.—

‘““(1) DEFINITION.—In this section, the term
‘qualifying pathogen’ means a pathogen identi-
fied and listed by the Secretary under para-
graph (2) that has the potential to pose a seri-
ous threat to public health, such as—

“(A) resistant gram positive pathogens, in-
cluding methicillin-resistant  Staphylococcus
aureus, vancomycin-resistant Staphylococcus
aureus, and vancomycin-resistant enterococcus;

“(B) multi-drug resistant gram negative bac-
teria, including Acinetobacter, Klebsiella,
Pseudomonas, and E. coli species;

“(C) multi-drug resistant tuberculosis; and

“(D) Clostridium difficile.

““(2) LIST OF QUALIFYING PATHOGENS.—

““(A) IN GENERAL.—The Secretary shall estab-
lish and maintain a list of qualifying pathogens,
and shall make public the methodology for de-
veloping such list.

““(B) CONSIDERATIONS.—In establishing and
maintaining the list of pathogens described
under this section, the Secretary shall—

“(i) consider—

“(I) the impact on the public health due to
drug-resistant organisms in humans;

“(II) the rate of growth of drug-resistant or-
ganisms in humans;

“(II1) the increase in resistance rates in hu-
mans; and

“(IV) the morbidity and mortality in humans;
and

“(ii) consult with experts in infectious dis-
eases and antibiotic resistance, including the
Centers for Disease Control and Prevention, the
Food and Drug Administration, medical profes-
sionals, and the clinical research community.

“(C) REVIEW.—Every 5 years, or more often as
needed, the Secretary shall review, provide
modifications to, and publish the list of quali-
fying pathogens under subparagraph (A) and
shall by regulation revise the list as necessary,
in accordance with subsection (e).

“(9) QUALIFIED INFECTIOUS DISEASE PROD-
ucT.—The term ‘qualified infectious disease
product’ means an antibacterial or antifungal
drug for human use intended to treat serious or
life-threatening infections, including those
caused by—

“(1) an antibacterial or antifungal resistant
pathogen, including mnovel or emerging infec-
tious pathogens; or

“(2) qualifying pathogens listed by the Sec-
retary under subsection (f).”.

(b) APPLICATION.—Section 505E of the Federal
Food, Drug, and Cosmetic Act, as added by sub-
section (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. 802. PRIORITY REVIEW.

(a) AMENDMENT.—Chapter V (21 U.S.C. 351 et
seq.) is amended by inserting after section 524
the following:

“SEC. 524A. PRIORITY REVIEW FOR QUALIFIED IN-
FECTIOUS DISEASE PRODUCTS.

“If the Secretary designates a drug under sec-
tion 505E(d) as a qualified infectious disease
product, then the Secretary shall give priority
review to any application submitted for ap-
proval for such drug under section 505(b).”’.

(b) APPLICATION.—Section 524 A of the Federal
Food, Drug, and Cosmetic Act, as added by sub-
section (a), applies only with respect to an ap-
plication that is submitted under section 505(b)
of such Act (21 U.S.C. 355(b)) on or after the
date of the enactment of this Act.
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SEC. 803. FAST TRACK PRODUCT.

Section 506(a)(1) (21 U.S.C. 356(a)(1)), as
amended by section 901(b) of this Act, is amend-
ed by inserting *‘, or if the Secretary designates
the drug as a qualified infectious disease prod-
uct under section 505E(d)’’ before the period at
the end of the first sentence.

SEC. 804. CLINICAL TRIALS.

(a) REVIEW AND REVISION OF GUIDANCE DOCU-
MENTS.—

(1) IN GENERAL.—The Secretary of Health and
Human Services (referred to in this section as
the ‘‘Secretary’’) shall review and, as appro-
priate, revise not fewer than 3 guidance docu-
ments per year, which shall include—

(A) reviewing the guidance documents of the
Food and Drug Administration for the conduct
of clinical trials with respect to antibacterial
and antifungal drugs; and

(B) as appropriate, revising such guidance

documents to reflect developments in scientific
and medical information and technology and to
ensure clarity regarding the procedures and re-
quirements for approval of antibacterial and
antifungal drugs under chapter V of the Federal
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 surrogate
markers, the use of noninferiority versus superi-
ority trials, trial enrollment, data requirements,
and appropriate delta values for noninferiority
trials.

(3) RULE OF CONSTRUCTION.—Except to the ex-
tent to which the Secretary makes revisions
under paragraph (1)(B), nothing in this section
shall be construed to repeal or otherwise effect
the guidance documents of the Food and Drug
Administration.

(b) RECOMMENDATIONS FOR INVESTIGATIONS.—

(1) REQUEST.—The sponsor of a drug intended
to be designated as a qualified infectious disease
product may request that the Secretary provide
written recommendations for monclinical and
clinical investigations which the Secretary be-
lieves may be mecessary to be conducted with
the drug before such drug may be approved
under section 505 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355) for use in
treating, detecting, preventing, or identifying a
qualifying pathogen, as defined in section 505E
of such Act.

(2) RECOMMENDATIONS.—If the Secretary has
reason to believe that a drug for which a request
is made under this subsection is a qualified in-
fectious disease product, the Secretary shall pro-
vide the person making the request written rec-
ommendations for the monclinical and clinical
investigations which the Secretary believes, on
the basis of information available to the Sec-
retary at the time of the request, would be nec-
essary 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
paragraph (1).

(c) QUALIFIED INFECTIOUS DISEASE PROD-
ucT.—For purposes of this section, the term
“‘qualified infectious disease product’” has the
meaning given such term in section 505E(g) of
the Federal Food, Drug, and Cosmetic Act, as
added by section 801 of this Act.

SEC. 805. REASSESSMENT OF QUALIFIED INFEC-
TIOUS DISEASE PRODUCT INCEN-
TIVES IN 5 YEARS.

(a) IN GENERAL.—Not later than 5 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 Administra-
tion, the Centers for Disease Control and Pre-
vention, and other appropriate agencies, 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 that contains the following:

(1)(A) The number of initial designations of
drugs as qualified infectious disease products
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under section 505E of the Federal Food, Drug,
and Cosmetic Act.

(B) The number of qualified infectious disease
products approved under such section 505E.

(C) Whether such products address the need
for antibacterial and antifungal drugs to treat
serious and life-threatening infections.

(D) A list of qualified infectious disease prod-
ucts with information on the types of exclusivity
granted for each product, consistent with the
information published under section
505(7)(7)(A)(iii) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355(7)(7)(A)(iii)).

(E) The progress made regarding the review
and revision of the clinical trial guidance docu-
ments required under section 804 and the impact
such review and revision has had on the review
and approval of qualified infectious disease
products.

(F) The Federal contribution, if any, to fund-
ing of the clinical trials for each qualified infec-
tious disease product for each phase.

(2) Recommendations—

(A4) based on the information under 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 Federal Food, Drug,
and Cosmetic Act, as added by section 801 of
this Act; and

(B) on whether any additional program (such
as the development of public-private collabora-
tions to advance antibacterial drug innovation)
or changes to the incentives under this subtitle
may be meeded to promote the development of
antibacterial drugs.

(3) An examination of—

(A) the adoption of programs to measure the
use of antibacterial drugs in health care set-
tings; and

(B) the implementation and effectiveness of
antimicrobial stewardship protocols across all
health care settings.

(4) Any recommendations for ways to encour-
age further development and establishment of
stewardship programs.

(5) A description of the regulatory challenges
and impediments to clinical development, ap-
proval, and licensure of qualified infectious dis-
ease products, and the steps the Secretary has
taken and will take to address such challenges
and ensure regulatory certainty and predict-
ability with respect to qualified infectious dis-
ease products.

(b) DEFINITION.—For purposes of this section,
the term ‘‘qualified infectious disease product’
has the meaning given such term in Section
505E(g) of the Federal Food, Drug, and Cosmetic
Act, as added by section 801 of this Act.

SEC. 806. GUIDANCE ON PATHOGEN-FOCUSED
ANTIBACTERIAL DRUG DEVELOP-
MENT.

(a) DRAFT GUIDANCE.—Not later than June 30,
2013, in order to facilitate the development of
antibacterial drugs for serious or life-threat-
ening bacterial infections, particularly 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 wutilized to inform an efficient and
streamlined pathogen-focused antibacterial drug
development program that meets the approval
standards of the Food and Drug Administration;
and

(2) provides advice on approaches for the de-
velopment of antibacterial drugs that target a
more limited spectrum of pathogens.

(b) FINAL GUIDANCE.—Not later than Decem-
ber 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 guidance
consistent with this section.
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TITLE IX—DRUG APPROVAL AND PATIENT
ACCESS

SEC. 901. ENHANCEMENT OF ACCELERATED PA-
TIENT ACCESS TO NEW MEDICAL
TREATMENTS.

(a) FINDINGS; SENSE OF CONGRESS.—

(1) FINDINGS.—Congress finds as follows:

(A) The Food and Drug Administration (re-
ferred to in this section as the “FDA’’) serves a
critical role in helping to assure that new medi-
cines are safe and effective. Regulatory innova-
tion is 1 element of the Nation’s strategy to ad-
dress serious and life-threatening diseases or
conditions by promoting investment in and de-
velopment of innovative treatments for unmet
medical needs.

(B) During the 2 decades following the estab-
lishment of the accelerated approval mechanism,
advances in  medical sciences, including
genomics, molecular biology, and bioinformatics,
have provided an unprecedented understanding
of the wunderlying biological mechanism and
pathogenesis of disease. A new generation of
modern, targeted medicines is under develop-
ment to treat serious and life-threatening dis-
eases, some applying drug development strate-
gies based on biomarkers or pharmacogenomics,
predictive toxicology, clinical trial enrichment
techniques, and novel clinical trial designs, such
as adaptive clinical trials.

(C) As a result of these remarkable scientific
and medical advances, the FDA should be en-
couraged to implement more broadly effective
processes for the expedited development and re-
view of innovative mew medicines intended to
address unmet medical needs for serious or life-
threatening diseases 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
development cycle when appropriate. This may
result in fewer, smaller, or shorter clinical trials
for the intended patient population or targeted
subpopulation without compromising 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-threat-
ening diseases or conditions.

(E) For these reasons, the statutory authority
in effect on the day before the date of enactment
of this Act governing expedited approval of
drugs for serious or life-threatening diseases or
conditions should be amended in order to en-
hance the authority of the FDA to consider ap-
propriate scientific data, methods, and tools,
and to expedite development and access to novel
treatments for patients with a broad range of se-
rious or life-threatening diseases or conditions.

(2) SENSE OF CONGRESS.—It is the sense of
Congress that the Food and Drug Administra-
tion should apply the accelerated approval and
fast track provisions 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 pa-
tients of treatments for serious or life-threat-
ening diseases or conditions while maintaining
safety and effectiveness standards for such
treatments.

(b) EXPEDITED APPROVAL OF DRUGS FOR SERI-
OUS OR LIFE-THREATENING DISEASES OR CONDI-
TIONS.—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 FAST TRACK
PRODUCT.—

““(1) IN GENERAL.—The Secretary shall, at the
request of the sponsor of a new drug, facilitate
the development and expedite the review of such
drug if it is intended, whether alone or in com-
bination 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 dis-
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ease or condition. (In this section, such a drug
is referred to as a ‘fast track product’.)

““(2) REQUEST FOR DESIGNATION.—The sponsor
of a new drug may request the Secretary to des-
ignate the drug as a fast track product. A re-
quest for the designation may be made concur-
rently with, or at any time after, 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.—Within 60 calendar days
after the receipt of a request under paragraph
(2), the Secretary shall determine whether the
drug that is the subject of the request meets the
criteria described in paragraph (1). If the Sec-
retary 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
appropriate 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 PROD-
UCT.—

““(1) IN GENERAL.—

““(A) ACCELERATED APPROVAL.—The Secretary
may approve an application for approval of a
product for a serious or life-threatening disease
or condition, including a fast track product,
under section 505(c) or section 351(a) of the Pub-
lic Health Service Act upon a determination
that the product has an effect on a surrogate
endpoint that is reasonably likely to predict
clinical benefit, or on a clinical endpoint that
can be measured earlier than irreversible mor-
bidity or mortality, that is reasonably likely to
predict an effect on irreversible morbidity or
mortality or other clinical benefit, taking into
account the severity, rarity, or prevalence of the
condition and the availability or lack of alter-
native treatments. The approval described in the
preceding sentence is referred to in this section
as ‘accelerated approval’.

‘““(B) EVIDENCE.—The evidence to support that
an endpoint is reasonably likely to predict clin-
ical benefit under subparagraph (A) may in-
clude epidemiological, pathophysiological,
therapeutic, pharmacologic, or other evidence
developed using biomarkers, for example, or
other scientific methods or tools.

““(2) LIMITATION.—Approval of a product
under this subsection may be subject to 1 or both
of the following requirements:

“(A) That the sponsor conduct appropriate
postapproval studies to verify and describe the
predicted effect on irreversible morbidity or mor-
tality or other clinical benefit.

“(B) That the sponsor submit copies of all
promotional materials related to the product
during the preapproval review period and, fol-
lowing approval and for such period thereafter
as the Secretary determines to be appropriate, at
least 30 days prior to dissemination of the mate-
rials.

“(3) EXPEDITED WITHDRAWAL OF APPROVAL.—
The Secretary may withdraw approval of a
product approved under accelerated approval
using expedited procedures (as prescribed by the
Secretary in regulations which shall include an
opportunity for an informal hearing) if—

“(A) the sponsor fails to conduct any required
postapproval study of the drug with due dili-
gence;

‘“(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 effect or ben-

efit;

‘“(C) other evidence demonstrates that the
product is not safe or effective under the condi-
tions 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 determines,
after preliminary evaluation of clinical data
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submitted by the sponsor, that a fast track prod-
uct may be effective, the Secretary shall evalu-
ate for filing, and may commence review of por-
tions of, an application 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 in-
formation necessary to make the application
complete; and

‘““(B) pays any fee that may be required under
section 736.

““(2) EXCEPTION.—Any time period for review
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 Sec-
retary (relating to the use of fees collected under
section 736 to expedite the drug development
process and the review of human drug applica-
tions) shall not apply to an application sub-
mitted 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 bio-
technology companies, and other appropriate
persons a description of the provisions of this
section applicable to accelerated approval and
fast track products; and

““(2) establish a program to encourage the de-
velopment of surrogate and clinical endpoints,
including biomarkers, and other scientific meth-
ods and tools that can assist the Secretary in
determining whether the evidence submitted in
an application is reasonably likely to predict
clinical benefit for serious or life-threatening
conditions for which significant unmet medical
needs exist.

““(e) CONSTRUCTION.—

‘““(1) PURPOSE.—The amendments made by the
Food and Drug Administration Safety and In-
novation Act to this section are intended to en-
courage the Secretary to utilize innovative and
flexible approaches to the assessment of prod-
ucts under accelerated approval for treatments
for patients with serious or life-threatening dis-
eases or conditions and unmet medical needs.

““(2) CONSTRUCTION.—Nothing in this section
shall be construed to alter the standards of evi-
dence under subsection (c) or (d) of section 505
(including the substantial evidence standard in
section 505(d)) of this Act or under section
351(a) of the Public Health Service Act. Such
sections and standards of evidence apply to the
review and approval of products under this sec-
tion, including whether a product is safe and ef-
fective. Nothing in this section alters the ability
of the Secretary to rely on evidence that does
not come from adequate and well-controlled in-
vestigations for the purpose of determining
whether an endpoint is reasonably likely to pre-
dict clinical benefit as described in subsection
(b)(1)(B).”.

(¢) GUIDANCE; AMENDED REGULATIONS.—

(1) DRAFT GUIDANCE.—Not later than 1 year
after the date of enactment of this Act, the Sec-
retary of Health and Human Services (referred
to in this section as the ‘‘Secretary’’) shall issue
draft guidance to implement the amendments
made by this section. In developing such guid-
ance, the Secretary shall specifically consider
issues arising under the accelerated approval
and fast track processes under section 506 of the
Federal Food, Drug, and Cosmetic Act, as
amended by subsection (b), for drugs designated
for a rare disease or condition under section 526
of such Act (21 U.S.C. 360bb) and shall also con-
sider any unique issues associated with very
rare diseases.

(2) FINAL GUIDANCE.—Not later than 1 year
after the issuance of draft guidance under para-
graph (1), and after an opportunity for public
comment, the Secretary shall—

(4) issue final guidance; and

(B) amend the regulations governing acceler-
ated approval in parts 314 and 601 of title 21,
Code of Federal Regulations, as mecessary to
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conform such regulations with the amendment
made by subsection (b).

(3) CONSIDERATION.—In developing the guid-
ance under paragraphs (1) and (2)(A) and the
amendments under paragraph (2)(B), the Sec-
retary shall consider how to incorporate novel
approaches to the review of surrogate endpoints
based on pathophysiologic and pharmacologic
evidence 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.

(4) CONFORMING CHANGES.—The Secretary
shall issue, as mnecessary, conforming amend-
ments to the applicable regulations under title
21, Code of Federal Regulations, governing ac-
celerated approval.

(5) NO EFFECT OF INACTION ON REQUESTS.—
The issuance (or monissuance) of guidance or
conforming  regulations  implementing the
amendment made by subsection (b) shall not
preclude the review of, or action on, a request
for designation or an application for approval
submitted pursuant to section 506 of the Federal
Food, Drug, and Cosmetic Act, as amended by
subsection (b).

(d) INDEPENDENT REVIEW.—The Secretary
may, in conjunction with other planned reviews,
contract with an independent entity with exper-
tise in assessing the quality and efficiency of
biopharmaceutical development and regulatory
review programs to evaluate the Food and Drug
Administration’s application of the processes de-
scribed in section 506 of the Federal Food, Drug,
and Cosmetic Act, as amended by subsection (b),
and the impact of such processes on the develop-
ment and timely availability of innovative treat-
ments for patients suffering from serious or life-
threatening conditions. Any such evaluation
shall include consultation with regulated indus-
tries, patient advocacy and disease research
foundations, and relevant academic medical
centers.

SEC. 902. BREAKTHROUGH THERAPIES.

(a) IN GENERAL.—Section 506 (21 U.S.C. 356),
as amended by section 901 of this Act, is further
amended—

(1) by redesignating subsections (a) through
(c) as subsections (b) through (d), respectively;

(2) by redesignating subsection (d) as sub-
section (f);

(3) by inserting before subsection (b), as so re-
designated, 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
movre other drugs, to treat a serious or life-
threatening disease or condition and prelimi-
nary clinical evidence indicates that the drug
may demonstrate substantial improvement over
existing therapies on 1 or more clinically signifi-
cant endpoints, such as substantial treatment
effects observed early in clinical development.
(In this section, such a drug is referred to as a
‘breakthrough therapy’.)

““(2) REQUEST FOR DESIGNATION.—The Sponsor
of a drug may request the Secretary to designate
the drug as a breakthrough therapy. 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 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 paragraph (1). If the
Secretary finds that the drug meets the criteria,
the Secretary shall designate the drug as a
breakthrough therapy and shall take such ac-
tions as are appropriate to expedite the develop-
ment and review of the application for approval
of such drug.
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‘“‘(B) ACTIONS.—The actions to expedite the
development and review of an application under
subparagraph (A) may include, as appropriate—

““(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 regard-
ing the development of the drug to ensure that
the development program to gather the nonclin-
ical and clinical data necessary for approval is
as efficient as practicable;

““(iii) involving senior managers and experi-
enced review staff, as appropriate, in a collabo-
rative, cross-disciplinary review;

“(iv) assigning a cross-disciplinary project
lead for the Food and Drug Administration re-
view team to facilitate an efficient review of the
development program and to serve as a scientific
liaison between the review team and the spon-
sor; and

“(v) taking steps to ensure that the design of
the clinical trials is as efficient as practicable,
when scientifically appropriate, such as by
minimizing the number of patients exposed to a
potentially less efficacious treatment.”’; and

(4) in subsection (f)(1), as so redesignated, by
striking “‘applicable to accelerated approval’’
and inserting ‘‘applicable to breakthrough
therapies, accelerated approval, and’’.

(b) GUIDANCE; AMENDED REGULATIONS.—

(1) IN GENERAL.—

(A) GUIDANCE.—Not later than 18 months
after the date of enactment of this Act, the Sec-
retary of Health and Human Services (referred
to in this section as the ‘‘Secretary’’) shall issue
draft guidance on implementing the require-
ments with respect to breakthrough therapies,
as set forth in section 506(a) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
356(a)), as amended by this section. The Sec-
retary shall issue final guidance not later than
1 year after the close of the comment period for
the draft guidance.

(B) AMENDED REGULATIONS.—

(i) IN GENERAL.—If the Secretary determines
that it is mecessary to amend the regulations
under title 21, Code of Federal Regulations in
order to implement the amendments 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 enactment of this Act.

(ii) PROCEDURE.—In amending regulations
under clause (i), the Secretary shall—

(1) 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 regulation; and

(I1I) publish the final regulation not less than
30 days before the effective date of the regula-
tion.

(iii)  RESTRICTIONS.—Notwithstanding any
other provision of law, the Secretary shall pro-
mulgate regulations implementing the amend-
ments made by this section only as described in
clause (ii).

(2) REQUIREMENTS.—Guidance issued under
this section shall—

(A) specify the process and criteria by which
the Secretary makes a designation under section
506(a)(3) of the Federal Food, Drug, and Cos-
metic Act; and

(B) specify the actions the Secretary shall
take to expedite the development and review of
a breakthrough therapy pursuant to such des-
ignation under such section 506(a)(3), including
updating good review management practices to
reflect breakthrough therapies.

(c) CONFORMING AMENDMENTS.—Section
506B(e) (21 U.S.C. 356b) is amended by striking
“‘section 506(b)(2)(A)”’ each place such term ap-
pears and inserting ‘‘section 506(c)(2)(A)’’.

SEC. 903. 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 715 of this Act,
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is further 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 re-
view by the Food and Drug Administration of
new drugs and biological products for rare dis-
eases 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 described in section
101(b) of the Prescription Drug User Fee Amend-
ments of 2012, the Secretary shall ensure that
opportunities exist, at a time the Secretary de-
termines appropriate, for consultations with
stakeholders on the topics described in sub-
section (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 subsection
(c). The Secretary may, when appropriate to ad-
dress a specific regulatory question, consult
such external experts on issues related to the re-
view of new drugs and biological products for
rare diseases and drugs and biological products
that are genetically targeted, including the top-
ics described in subsection (b), when such con-
sultation is mecessary because the Secretary
lacks the specific scientific, medical, or technical
expertise necessary for the performance of the
Secretary’s regulatory responsibilities and the
necessary expertise can be provided by the exter-
nal experts.

‘(B) EXTERNAL EXPERTS.—For purposes of
subparagraph (A), external experts are individ-
uals who possess scientific or medical training
that the Secretary lacks with respect to one or
more rare diseases.

“(b) ToricS FOR CONSULTATION.—Topics for
consultation pursuant to this section may in-
clude—

‘(1) rare diseases;

““(2) the severity of rare diseases;

“(3) the unmet medical need associated with
rare diseases;

““(4) the willingness and ability of individuals
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 GOVERNMENT
EMPLOYEES.—The external experts who are con-
sulted under this section may be considered spe-
cial government employees, as defined 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 protec-
tions offered by laws, regulations, and policies
governing disclosure of confidential commercial
or trade secret information, and any other infor-
mation exempt from disclosure pursuant to sec-
tion 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 enactment of this section.

““(2) CONSENT REQUIRED FOR DISCLOSURE.—
The Secretary shall not disclose confidential
commercial or trade secret information to an ex-
pert consulted under this section without the
written consent of the sponsor unless the expert
is a special government employee (as defined
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under section 202 of title 18, United States Code)
or the disclosure is otherwise authorized by law.

““(e) OTHER CONSULTATION.—Nothing in this
section shall be construed to limit the ability of
the Secretary to consult with individuals 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 de-
scribed 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 in-
crease the number of review cycles as in effect
before the date of enactment of this section.

““(9) NO DELAY IN PRODUCT REVIEW.—

‘(1) IN GENERAL.—Prior to a consultation
with an external expert, as described in this sec-
tion, relating to an investigational new drug ap-
plication under section 505(i), a new drug appli-
cation under section 505(b), or a biologics license
application 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 Director), as
appropriate, shall determine that—

“(A) such consultation will—

‘(i) facilitate the Secretary’s ability to com-
plete the Secretary’s review; and

‘(i) address outstanding deficiencies in the
application; or

“(B) the sponsor authorized such consulta-
tion.

““(2) LIMITATION.—The requirements of this
subsection shall apply only in instances where
the consultation is undertaken solely under the
authority of this section. The requirements of
this subsection shall not apply to any consulta-
tion initiated under any other authority.”.

SEC. 904. ACCESSIBILITY OF INFORMATION ON
PRESCRIPTION DRUG CONTAINER
LABELS BY VISUALLY IMPAIRED AND
BLIND CONSUMERS.

(a) ESTABLISHMENT OF WORKING GROUP.—

(1) IN GENERAL.—The Architectural and
Transportation Barriers Compliance Board (re-
ferred to in this section as the ‘‘Access Board’’)
shall convene a stakeholder working group (re-
ferred to in this section as the ‘“‘working group’’)
to develop best practices on access to informa-
tion on prescription drug container labels for in-
dividuals who are blind or visually impaired.

(2) MEMBERS.—The working group shall be
comprised of representatives of national organi-
zations representing blind and visually impaired
individuals, national organizations representing
the elderly, and industry groups representing
stakeholders, including retail, mail-order, and
independent community pharmacies, who would
be impacted by such best practices. Representa-
tion within the working group shall be divided
equally between consumer and industry advo-
cates.

(3) BEST PRACTICES.—

(A) IN GENERAL.—The working group shall de-
velop, not later than 1 year after the date of the
enactment of this Act, best practices for phar-
macies to ensure that blind and visually im-
paired individuals have safe, consistent, reli-
able, and independent access to the information
on prescription drug container labels.

(B) PUBLIC AVAILABILITY.—The best practices
developed under subparagraph (A) may be made
publicly available, including through the Inter-
net Web sites of the working group participant
organizations, and through other means, in a
manner that provides access to interested indi-
viduals, including individuals with disabilities.

(C) LIMITATIONS.—The best practices devel-
oped under subparagraph (A4) shall not be con-
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strued as accessibility guidelines or standards of
the Access Board, and shall mot confer any
rights or impose any obligations on working
group participants or other persons. Nothing in
this section shall be construed to limit or condi-
tion any right, obligation, or remedy available
under the Americans with Disabilities Act of
1990 (42 U.S.C. 12101 et seq.) or any other Fed-
eral or State law requiring effective communica-
tion, barrier removal, or nondiscrimination on
the basis of disability.

(4) CONSIDERATIONS.—In  developing and
issuing the best practices under paragraph
(3)(A), the working group shall consider—

(A) the use of—

(i) Braille;

(ii) auditory means, such as—

(1) ““talking bottles’’ that provide audible con-
tainer label information;

(11) digital voice recorders attached to the pre-
scription drug container; and

(I11) radio frequency identification tags;

(iii) enhanced visual means, such as—

(1) large font labels or large font ‘‘duplicate”
labels that are affived or matched to a prescrip-
tion drug container;

(II) high-contrast printing; and

(I11) sans-serf font; and

(iv) other relevant alternatives as determined
by the working group;

(B) whether there are technical, financial,
manpower, or other factors unique to phar-
macies with 20 or fewer retail locations which
may pose significant challenges to the adoption
of the best practices; and

(C) such other factors as the working group
determines to be appropriate.

(5) INFORMATION CAMPAIGN.—Upon comple-
tion of development of the best practices under
subsection (a)(3), the National Council on Dis-
ability, in consultation with the working group,
shall conduct an informational and educational
campaign designed to inform individuals with
disabilities, pharmacists, and the public about
such best practices.

(6) FACA WAIVER.—The Federal Advisory
Committee Act (5 U.S.C. App.) shall not apply to
the working group.

(b) GAO STUDY.—

(1) IN GENERAL.—Beginning 18 months after
the completion of the development of best prac-
tices under subsection (a)(3)(4), the Comptroller
General of the United States shall conduct a re-
view of the extent to which pharmacies are uti-
lizing such best practices, and the extent to
which barriers to accessible information on pre-
scription drug container labels for blind and vis-
ually impaired individuals continue.

(2) REPORT.—Not later than September 30,
2016, the Comptroller General of the United
States shall submit to Congress a report on the
review conducted under paragraph (1). Such re-
port shall include recommendations about how
best to reduce the barriers experienced by blind
and visually impaired individuals to independ-
ently accessing information on prescription drug
container labels.

(c) DEFINITIONS.—In this section—

(1) the term “pharmacy’’ includes a pharmacy
that receives prescriptions and dispenses pre-
scription drugs through an Internet Web site or
by mail;

(2) the term “‘prescription drug’’ means a drug
subject to section 503(b)(1) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 353(b)(1));
and

(3) the term ‘‘prescription drug container
label”” means the label with the directions for
use that is affired to the prescription drug con-
tainer by the pharmacist and dispensed to the
consumer.

SEC. 905. RISK-BENEFIT FRAMEWORK.

Section 505(d) (21 U.S.C. 355(d)) is amended by
adding at the end the following: ‘‘The Secretary
shall implement a structured risk-benefit assess-
ment framework in the new drug approval proc-
ess to facilitate the balanced consideration of
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benefits and risks, a consistent and systematic
approach to the discussion and regulatory deci-
sionmaking, and the communication of the ben-
efits and risks of new drugs. Nothing in the pre-
ceding sentence shall alter the criteria for evalu-
ating an application for premarket approval of
a drug.”.

SEC. 906. GRANTS AND CONTRACTS FOR THE DE-

VELOPMENT OF ORPHAN DRUGS.

(a) QUALIFIED TESTING DEFINITION.—Section
5(b)(1)(A)(ii) of the Orphan Drug Act (21 U.S.C.
360ee(b)(1)(A)(ii)) is amended by striking ‘‘after
the date such drug is designated under section
526 of such Act and’.

(b) AUTHORIZATION OF APPROPRIATIONS.—Sec-
tion 5(c) of the Orphan Drug Act (21 U.S.C.
360ee(c)) is amended to read as follows:

“(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.”.

SEC. 907. REPORTING OF INCLUSION OF DEMO-
GRAPHIC SUBGROUPS IN CLINICAL
TRIALS AND DATA ANALYSIS IN AP-

PLICATIONS FOR DRUGS, BIO-
LOGICS, AND DEVICES.
(a) REPORT.—

(1) IN GENERAL.—Not later than 1 year after
the date of enactment of this Act, the Secretary,
acting through the Commissioner, shall publish
on the Internet Web site of the Food and Drug
Administration a report, consistent with the reg-
ulations of the Food and Drug Administration
pertaining to the protection of sponsors’ con-
fidential commercial information as of the date
of enactment of this Act, addressing the extent
to which clinical trial participation and the in-
clusion of safety and effectiveness data by de-
mographic subgroups including sex, age, race,
and ethnicity, is included in applications sub-
mitted to the Food and Drug Administration,
and shall provide such publication to Congress.

(2) CONTENTS OF REPORT.—The report de-
scribed in paragraph (1) shall contain the fol-
lowing:

(A) A description of existing tools to ensure
that data to support demographic analyses are
submitted in applications for drugs, biological
products, and devices, and that these analyses
are conducted by applicants consistent with ap-
plicable Food and Drug Administration require-
ments and Guidance for Industry. The report
shall address how the Food and Drug Adminis-
tration makes available information about dif-
ferences in safety and effectiveness of medical
products according to demographic subgroups,
such as sex, age, racial, and ethnic subgroups,
to health care providers, researchers, and pa-
tients.

(B) An analysis of the extent to which demo-
graphic data subset analyses on sex, age, race,
and ethnicity is presented in applications for
new drug applications for mew molecular enti-
ties under section 505 of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 355), in bio-
logics license applications under section 351 of
the Public Health Service Act (42 U.S.C. 262),
and in premarket approval applications under
section 515 of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 360e) for products approved
or licensed by the Food and Drug Administra-
tion, consistent with applicable requirements
and Guidance for Industry, and consistent with
the regulations of the Food and Drug Adminis-
tration pertaining to the protection of sponsors’
confidential commercial information as of the
date of enactment of this Act.

(C) An analysis of the extent to which demo-
graphic subgroups, including sex, age, racial,
and ethnic subgroups, are represented in clin-
ical studies to support applications for approved
or licensed mew molecular entities, biological
products, and devices.

(D) An analysis of the extent to which a sum-
mary of product safety and effectiveness data by
demographic subgroups including sex, age, race,
and ethnicity is readily available to the public
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in a timely manner by means of the product la-
beling or the Food and Drug Administration’s
Internet Web site.

(b) ACTION PLAN.—

(1) IN GENERAL.—Not later than 1 year after
the publication of the report described in sub-
section (a), the Secretary, acting through the
Commissioner, shall publish an action plan on
the Internet Web site of the Food and Drug Ad-
ministration, and provide such publication to
Congress.

(2) CONTENT OF ACTION PLAN.—The plan de-
scribed in paragraph (1) shall include—

(A) recommendations, as appropriate, to im-
prove the completeness and quality of analyses
of data on demographic subgroups in summaries
of product safety and effectiveness data and in
labeling;

(B) recommendations, as appropriate, on the
inclusion of such data, or the lack of avail-
ability of such data in labeling;

(C) recommendations, as appropriate, to oth-
erwise improve the public availability of such
data to patients, health care providers, and re-
searchers; and

(D) a determination with respect to each rec-
ommendation identified in subparagraphs (A)
through (C) that distinguishes between product
types referenced in subsection (a)(2)(B) insofar
as the applicability of each such recommenda-
tion to each type of product.

(¢c) DEFINITIONS.—In this section:

(1) The term ‘“‘Commissioner’’ means the Com-
missioner of Food and Drugs.

(2) The term ‘‘device’’ has the meaning given
such term in section 201(h) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 321(h)).

(3) The term ‘‘drug’ has the meaning given
such term in section 201(g) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 321(g)).

(4) The term ‘‘biological product’” has the
meaning given such term in section 351(i) of the
Public Health Service Act (42 U.S.C. 262(i)).

(5) The term “‘Secretary’ means the Secretary
of Health and Human Services.

SEC. 908. RARE PEDIATRIC DISEASE PRIORITY RE-
VIEW VOUCHER INCENTIVE PRO-
GRAM.

Subchapter B of chapter V (21 U.S.C. 360aa et
seq.) is amended by adding at the end the fol-
lowing:

“SEC. 529. PRIORITY REVIEW TO ENCOURAGE
TREATMENTS FOR RARE PEDIATRIC
DISEASES.

““(a) DEFINITIONS.—In this section:

““(1) PRIORITY REVIEW.—The term ‘priority re-
view’, with respect to a human drug application
as defined in section 735(1), means review and
action by the Secretary on such application not
later than 6 months after receipt by the Sec-
retary of such application, as described in the
Manual of Policies and Procedures of the Food
and Drug Administration and goals identified in
the letters described in section 101(b) of the Pre-
scription Drug User Fee Amendments of 2012.

““(2) PRIORITY REVIEW VOUCHER.—The term
‘priority review wvoucher’ means a voucher
issued by the Secretary to the sponsor of a rare
pediatric disease product application that enti-
tles the holder of such voucher to priority re-
view of a single human drug application sub-
mitted under section 505(b)(1) or section 351(a)
of the Public Health Service Act after the date
of approval of the rare pediatric 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 individuals
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 APPLI-
CATION.—The term ‘rare pediatric disease prod-
uct application’ means a human drug applica-
tion, as defined in section 735(1), that—
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““(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 mo active ingredient (in-
cluding any ester or salt of the active ingre-
dient) that has been previously approved in any
other application wunder 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;

‘“(C) the Secretary deems eligible for priority
review;

‘(D) that relies on clinical data derived from
studies examining a pediatric population and
dosages of the drug intended for that popu-
lation;

‘““(E) that does not seek approval for an adult
indication in the original rare pediatric disease
product application; and

‘“(F) is approved after the date of the enact-
ment of the Prescription Drug User Fee Amend-
ments of 2012.

““(b) PRIORITY REVIEW VOUCHER.—

““(1) IN GENERAL.—The Secretary shall award
a priority review voucher to the sponsor of a
rare pediatric disease product application upon
approval by the Secretary of such rare pediatric
disease product application.

““(2) TRANSFERABILITY.—

““(A) IN GENERAL.—The sponsor of a rare pedi-
atric disease product application that receives 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 review voucher may be trans-
ferred before such voucher is used.

“(B) NOTIFICATION OF TRANSFER.—Each per-
son to whom a voucher is transferred shall no-
tify the Secretary of such change in ownership
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 sec-
tion if the rare pediatric disease product appli-
cation was submitted to the Secretary prior to
the date that is 90 days after the date of enact-
ment of the Prescription Drug User Fee Amend-
ments 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 subject of a
priority review voucher of an intent to submit
the human drug application, including the date
on which the sponsor intends to submit the ap-
plication. Such notification shall be a legally
binding commitment 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 noti-
fication of the intent of such sponsor to use the
voucher for the human drug application under
subparagraph (A) may transfer the wvoucher
after such notification is provided, if such spon-
sor has not yet submitted the human drug appli-
cation 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 estab-
lish 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 dif-
ference between—
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‘““(A) the average cost incurred by the Food
and Drug Administration in the review of a
human drug application subject to priority re-
view 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 fis-
cal 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 intent of
such sponsor to use the voucher, as specified in
subsection (b)(4)(A). All other user fees associ-
ated with the human drug application shall be
due as required by the Secretary or under appli-
cable law.

““(B) COMPLETE APPLICATION.—An application
described under subparagraph (A) for which the
sponsor requests the use of a priority review
voucher shall be considered incomplete if the fee
required by this subsection and all other appli-
cable 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 collected
pursuant to this subsection for any fiscal year—

““(A) shall be deposited and credited as offset-
ting collections to the account providing appro-
priations to the Food and Drug Administration;
and

‘““(B) shall not be collected for any fiscal year
except to the extent provided in advance in ap-
propriations 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 request
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 submitted
under paragraph (1), the Secretary shall deter-
mine whether—

‘““(A) the disease or condition that is the sub-
ject of such request is a rare pediatric disease;
and

‘““(B) the application for the mew drug is a
rare pediatric disease product application.

““(e) MARKETING OF RARE PEDIATRIC DISEASE
PRODUCTS.—

‘““(1) REVOCATION.—The Secretary may revoke
any priority review voucher awarded under sub-
section (b) if the rare pediatric disease 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 ap-
proval of such drug under section 505 of this Act
or section 351 of the Public Health Service Act.

“(2) POSTAPPROVAL PRODUCTION REPORT.—
The sponsor of an approved rare pediatric dis-
ease product shall submit a report to the Sec-
retary not later than 5 years after the approval
of the applicable rare pediatric disease product
application. Such report shall provide the fol-
lowing information, with respect to each of the
first 4 years after approval of such product:

‘“(A) The estimated population in the United
States suffering from the rare pediatric disease.

‘““(B) The estimated demand in the United
States for such rare pediatric disease product.
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“(C) The actual amount of such rare pediatric
disease product distributed in the United States.

“(f) NOTICE AND REPORT.—

““(1) NOTICE OF ISSUANCE OF VOUCHER AND AP-
PROVAL OF PRODUCTS UNDER VOUCHER.—The
Secretary shall publish a notice in the Federal
Register and on the Internet 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 pursuant
to an application submitted under section 505(b)
of this Act or section 351(a) of the Public Health
Service Act for which the sponsor of the appli-
cation used a priority review voucher under this
section.

““(2) NOTIFICATION.—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 sec-
tion 505(b) of this Act or section 351(a) of the
Public Health Service Act for a drug uses a pri-
ority review voucher under this section for such
application, the Secretary shall 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 document—

“(A) notifying such Committees of the use of
such voucher; and

“(B) identifying the drug for which such pri-
ority review voucher is used.

“(9) ELIGIBILITY FOR OTHER PROGRAMS.—
Nothing in this section precludes a sponsor who
seeks a priority review voucher under this sec-
tion 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 tropical 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 pediatric
disease priority voucher under this section, the
Comptroller General of the United States shall
conduct a study of the effectiveness of awarding
rare pediatric disease priority vouchers under
this section in the development of human drug
products that treat or prevent such diseases.

““(B) CONTENTS OF STUDY.—In conducting the
study under subparagraph (A), the Comptroller
General shall examine the following:

‘(i) The indications for which each rare dis-
ease product for which a priority review vouch-
er was awarded was approved under section 505
or section 351 of the Public Health Service Act.

““(i1) Whether, and to what extent, an unmet
need related to the treatment or prevention of a
rare pediatric disease was met through the ap-
proval 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 between
the date on which a priority review voucher was
awarded and the date on which it was used.

““(2) REPORT.—Not later than 1 year after the
date under paragraph (1)(A), the Comptroller
General shall submit to the Committee on En-
ergy and Commerce of the House of Representa-
tives and the Committee on Health, Education,
Labor, and Pensions of the Senate, a report con-
taining the results of the study under para-
graph (1).”.

TITLE X—DRUG SHORTAGES
SEC. 1001. DISCONTINUANCE OR INTERRUPTION
IN THE PRODUCTION OF LIFE-SAV-
ING DRUGS.

(a) IN GENERAL.—Section 506C (21 U.S.C. 356¢c)

is amended to read as follows:
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“SEC. 506C. DISCONTINUANCE OR INTERRUPTION
IN THE PRODUCTION OF LIFE-SAV-

ING DRUGS.
‘““(ta) IN GENERAL—A manufacturer of a
drug—
“(1) that is—

“(A) life-supporting;

‘““(B) life-sustaining; or

‘“(C) intended for use in the prevention or
treatment of a debilitating disease or condition,
including any such drug used in emergency
medical care or during surgery; and

“(2) that is not a radio pharmaceutical drug
product or any other product as designated by
the Secretary,
shall notify the Secretary, in accordance with
subsection (b), of a permanent discontinuance
in the manufacture of the drug or an interrup-
tion of the manufacture of the drug that is like-
ly to lead to a meaningful disruption in the sup-
ply of that drug in the United States, and the
reasons for such discontinuance or interruption.

““(b) TIMING.—A notice required under sub-
section (a) shall be submitted to the Secretary—

‘(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 extent
practicable, the Secretary shall distribute,
through such means as the Secretary deems ap-
propriate, information on the discontinuation or
interruption of the manufacture of the drugs de-
scribed in subsection (a) to appropriate organi-
zations, including physician, health provider,
and patient organizations, as described in sec-
tion 506E.

‘“(d) CONFIDENTIALITY.—Nothing in this sec-
tion shall be construed as authorizing the Sec-
retary 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 receipt
of a notification described in subsection (a), the
Secretary shall—

‘““(1) determine whether the notification per-
tains to a controlled substance subject to a pro-
duction quota under section 306 of the Con-
trolled Substances Act; and

“(2) if necessary, as determined by the Sec-
retary—

““(A) notify the Attorney General that the Sec-
retary has received such a notification;

‘““(B) request that the Attorney General in-
crease the aggregate and individual production
quotas under section 306 of the Controlled Sub-
stances Act applicable to such controlled sub-
stance and any ingredient therein to a level the
Secretary deems necessary 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 determination.
The Secretary shall make the written response
provided under subparagraph (C) available to
the public on the Internet 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 noncompliance and
providing information required under subsection
(a); and

“(3) not later than 45 calendar days after the
issuance of a letter under paragraph (1), the
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Secretary shall make such letter and any re-
sponse to such letter under paragraph (2) avail-
able to the public on the Internet Web site of the
Food and Drug Administration, with appro-
priate redactions made to protect information
described in subsection (d), except that, if the
Secretary determines that the letter under para-
graph (1) was issued in error or, after review of
such response, the person had a reasonable
basis for not notifying as required under sub-
section (a), the requirements of this paragraph
shall not apply.

““(9) EXPEDITED INSPECTIONS AND REVIEWS.—
If, based on notifications described in subsection
(a) or any other relevant information, the Sec-
retary concludes that there is, or is likely to be,
a drug shortage of a drug described in sub-
section (a), the Secretary may—

“(1) expedite the review of a supplement to a
new drug application submitted under section
505(b), an abbdreviated mew drug application
submitted under section 505(j), or a supplement
to such an application submitted under section
505(j) that could help mitigate or prevent such
shortage; or

““(2) expedite an inspection or reinspection of
an establishment that could help mitigate or
prevent such drug shortage.

‘““(h) DEFINITIONS.—For purposes of this sec-
tion—

“(1) the term ‘drug’—

‘“(A) means a drug (as defined in section
201(g)) that is intended for human use and that
is subject to section 503(b)(1); and

“(B) does not include biological products (as
defined in section 351 of the Public Health Serv-
ice Act), unless otherwise provided by the Sec-
retary in the regulations promulgated under
subsection (i);

“(2) the term ‘drug shortage’ or ‘shortage’,
with respect to a drug, means a period of time
when the demand or projected demand for the
drug within the United States exceeds the sup-
ply of the drug; and

“(3) the term ‘meaningful disruption’—

‘““(A) means a change in production that is
reasonably likely to lead to a reduction in the
supply of a drug by a manufacturer that is more
than negligible and affects the ability of the
manufacturer to fill orders or meet expected de-
mand for its product; and

‘““(B) does mot include interruptions in manu-
facturing due to matters such as routine mainte-
nance or insignificant changes in manufac-
turing so long as the manufacturer expects to
resume operations in a short period of time.

‘(i) REGULATIONS.—

‘““(1) IN GENERAL.—Not later than 18 months
after the date of enactment of the Food and
Drug Administration Safety and Innovation
Act, the Secretary shall adopt a final regulation
implementing this section.

““(2) CONTENTS.—Such regulation shall define,
for purposes of this section, the terms ‘life-sup-
porting’, ‘life-sustaining’, and ‘intended for use
in the prevention or treatment of a debilitating
disease or condition’.

““(3) INCLUSION OF BIOLOGICAL PRODUCTS.—

‘““(A) IN GENERAL.—The Secretary may by reg-
ulation apply this section to biological products
(as defined in section 351 of the Public Health
Service Act), including plasma products derived
from human plasma protein and their recom-
binant analogs, if the Secretary determines such
inclusion would benefit the public health. Such
regulation shall take into account any supply
reporting programs and shall aim to reduce du-
plicative notification.

““(B) RULE FOR VACCINES.—If the Secretary
applies this section to vaccines pursuant to sub-
paragraph (A), the Secretary shall—

““(i) consider whether the notification require-
ment under subsection (a) may be satisfied by
submitting a notification to the Centers for Dis-
ease Control and Prevention under the vaccine
shortage notification program of such Centers;
and

‘“‘(ii) explain the determination made by the
Secretary under clause (i) in the regulation.
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‘“(4) PROCEDURE.—In promulgating a regula-
tion implementing this section, the Secretary
shall—

““(A) issue a motice of proposed rulemaking
that includes the proposed regulation;

“(B) provide a period of not less than 60 days
for comments on the proposed regulation; and

“(C) publish the final regulation not less than
30 days before the regulation’s effective date.

““(5)  RESTRICTIONS.—Notwithstanding any
other provision of Federal law, in implementing
this section, the Secretary shall only promulgate
regulations as described in paragraph (4).”.

(b) EFFECT OF NOTIFICATION.—The submission
of a notification to the Secretary of Health and
Human Services (referred to in this title as the
“Secretary’’) for purposes of complying with the
requirement in section 506C(a) of the Federal
Food, Drug, and Cosmetic Act (as amended by
subsection (a)) shall not be construed—

(1) as an admission that any product that is
the subject of such notification violates any pro-
vision of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 301 et seq.); or

(2) as evidence of an intention to promote or
market the product for an indication or use for
which the product has not been approved by the
Secretary.

SEC. 1002. ANNUAL REPORTING ON DRUG SHORT-
AGES.

Chapter V (21 U.S.C. 351 et seq.) is amended
by inserting after section 506C, as amended by
section 1001 of this Act, the following:

“SEC. 506C-1. ANNUAL REPORTING ON DRUG
SHORTAGES.

“(a) ANNUAL REPORTS TO CONGRESS.—Not
later than the end of calendar year 2013, and
not later than the end of each calendar year
thereafter, the Secretary shall 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 drug shortages that—

‘(1) specifies the number of manufacturers
that submitted a mnotification to the Secretary
under section 506C(a) during such calendar
year;

““(2) describes the communication between the
field investigators of the Food and Drug Admin-
istration and the staff of the Center for Drug
Evaluation and Research’s Office of Compliance
and Drug Shortage Program, including the Food
and Drug Administration’s procedures for ena-
bling and ensuring such communication;

“(3)(A) lists the major actions taken by the
Secretary to prevent or mitigate the drug short-
ages described in paragraph (7);

“(B) in the list under subparagraph (4), in-
cludes—

‘(i) the number of applications and supple-
ments for which the Secretary expedited review
under section 506C(g)(1) during such calendar
year; and

“‘(ii) the number of establishment inspections
or reinspections that the Secretary expedited
under section 506C(g)(2) during such calendar
year;

““(4) describes the coordination between the
Food and Drug Administration and the Drug
Enforcement Administration on efforts to pre-
vent or alleviate drug shortages;

“‘(5) identifies the number of and describes the
instances in which the Food and Drug Adminis-
tration exercised regulatory flexibility and dis-
cretion to prevent or alleviate a drug shortage;

“(6) lists the nmames of manufacturers that
were issued letters under section 506C(f); and

““(7) specifies the number of drug shortages oc-
curring during such calendar year, as identified
by the Secretary.

““(b) TREND ANALYSIS.—The Secretary is au-
thorized to retain a third party to conduct a
study, if the Secretary believes such a study
would help clarify the causes, trends, or solu-
tions related to drug shortages.

‘““(c) DEFINITION.—In this section, the term
‘drug shortage’ or ‘shortage’ has the meaning
given such term in section 506C.”".
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SEC. 1003. COORDINATION; TASK FORCE AND
STRATEGIC PLAN.

Chapter V (21 U.S.C. 351 et seq.) is amended
by inserting after section 506C-I1, as added by
section 1002 of this Act, the following:

“SEC. 506D. COORDINATION; TASK FORCE AND
STRATEGIC PLAN.

“(a) TASK FORCE AND STRATEGIC PLAN.—

‘(1) IN GENERAL.—

““(A) TASK FORCE.—As soon as practicable
after the date of enactment of the Food and
Drug Administration Safety and Innovation
Act, the Secretary shall establish a task force to
develop and implement a strategic plan for en-
hancing the Secretary’s response to preventing
and mitigating drug shortages.

‘““(B) STRATEGIC PLAN.—The strategic plan de-
scribed in subparagraph (A) shall include—

‘“(i) plans for enhanced interagency and
intra-agency coordination, communication, and
decisionmaking;

‘“(ii) plans for ensuring that drug shortages
are considered when the Secretary initiates a
regulatory action that could precipitate a drug
shortage or exacerbate an existing drug short-
age;

““(iii) plans for effective communication with
outside stakeholders, including who the Sec-
retary should alert about potential or actual
drug shortages, how the communication should
occur, and what types of information should be
shared;

““(iv) plans for considering the impact of drug
shortages on research and clinical trials; and

“(v) an examination of whether to establish a
‘qualified manufacturing partner program’, as
described in subparagraph (C).

“(C) DESCRIPTION OF PROGRAM.—In con-
ducting the examination of a ‘qualified manu-
facturing partner program’ under subparagraph
(B)(v), the Secretary—

““(i) shall take into account that—

“(I) a ‘qualified manufacturer’, for purposes
of such program, would need to have the capa-
bility and capacity to supply products deter-
mined or anticipated to be in shortage; and

“(11) in examining the capability and capacity
to supply products in shortage, the ‘qualified
manufacturer’ could have a site that manufac-
tures a drug listed under section 506E or have
the capacity to produce drugs in response to a
shortage within a rapid timeframe; and

““(ii) shall examine whether incentives are
necessary to encourage the participation of
‘qualified manufacturers’ in such a program.

‘D) CONSULTATION.—In carrying out this
paragraph, the task force shall ensure consulta-
tion with the appropriate offices within the
Food and Drug Administration, including the
Office of the Commissioner, the Center for Drug
Evaluation and Research, the Office of Regu-
latory Affairs, and employees within the De-
partment of Health and Human Services with
expertise regarding drug shortages. The Sec-
retary shall engage external stakeholders and
experts as appropriate.

‘““(2) TIMING.—Not later than 1 year after the
date of enactment of the Food and Drug Admin-
istration Safety and Innovation Act, the task
force shall—

‘““(A) publish the strategic plan described in
paragraph (1); and

“(B) submit such plan to Congress.

““(b) COMMUNICATION.—The Secretary shall
ensure that, prior to any enforcement action or
issuance of a warning letter that the Secretary
determines could reasonably be anticipated to
lead to a meaningful disruption in the supply in
the United States of a drug described under sec-
tion 506C(a), there is communication with the
appropriate office of the Food and Drug Admin-
istration with expertise regarding drug short-
ages regarding whether the action or letter
could cause, or exacerbate, a shortage of the
drug.

‘““(c) AcCTION.—If the Secretary determines,
after the communication described in subsection
(b), that an enforcement action or a warning
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letter could reasonably cause or exacerbate a
shortage of a drug described wunder section
506C(a), then the Secretary shall evaluate the
risks associated with the impact of such short-
age upon patients and those risks associated
with the violation involved before taking such
action or issuing such letter, unless there is im-
minent risk of serious adverse health con-
sequences or death to humans.

‘“(d) REPORTING BY OTHER ENTITIES.—The
Secretary shall identify or establish a mecha-
nism by which health care providers and other
third-party organizations may report to the Sec-
retary evidence of a drug shortage.

‘““(e) REVIEW AND CONSTRUCTION.—No deter-
mination, finding, action, or omission of the
Secretary under this section shall—

‘(1) be subject to judicial review; or

““(2) be construed to establish a defense to an
enforcement action by the Secretary.

“(f) SUNSET.—Subsections (a), (b), (c), and (e)
shall cease to be effective on the date that is 5
years after the date of enactment of the Food
and Drug Administration Safety and Innovation
Act.”.

SEC. 1004. DRUG SHORTAGE LIST.

Chapter V (21 U.S.C. 351 et seq.) is amended
by inserting after section 506D, as added by sec-
tion 1003 of this Act, the following:

“SEC. 506E. DRUG SHORTAGE LIST.

“(a) ESTABLISHMENT.—The Secretary shall
maintain an up-to-date list of drugs that are de-
termined by the Secretary to be in shortage in
the United States.

‘““(b) CONTENTS.—For each drug on such list,
the Secretary shall include the following infor-
mation:

‘““(1) The name of the drug in shortage, includ-
ing the National Drug Code number for such
drug.

‘“(2) The name of each manufacturer of such
drug.

‘““(3) The reason for the shortage, as deter-
mined by the Secretary, selecting from the fol-
lowing 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 com-
ponent.

‘““(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 shortage as
determined by the Secretary.

““(c) PUBLIC AVAILABILITY.—

‘““(1) IN GENERAL.—Subject to paragraphs (2)
and (3), the Secretary shall make the informa-
tion in such list publicly available.

““(2) TRADE SECRETS AND CONFIDENTIAL INFOR-
MATION.—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 col-
lected wunder this section publicly available
under paragraph (1) or section 506C(c) if the
Secretary determines that disclosure of such in-
formation would adversely affect the public
health (such as by increasing the possibility of
hoarding or other disruption of the availability
of drug products to patients).”’.

SEC. 1005. 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 receipt
of a request described in paragraph (2), the At-
torney General shall—

““(A) complete review of such request; and

‘“(B)(i) as necessary to address a shortage of
a controlled substance, increase the aggregate
and individual production quotas under this
section applicable to such controlled substance
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and any ingredient therein to the level re-
quested; or

““(i1) 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 detail-
ing the basis for the Attorney General’s deter-
mination.
The Secretary shall make the written response
provided under subparagraph (B)(ii) available
to the public on the Internet Web site of the
Food and Drug Administration.

“(2) A request is described in this paragraph
if—

“(A) the request pertains to a controlled sub-
stance on the list of drugs in shortage main-
tained under section 506E of the Federal Food,
Drug, and Cosmetic Act;

““(B) the request is submitted by the manufac-
turer of the controlled substance; and

“(C) the controlled substance is in schedule
1.7,

SEC. 1006. ATTORNEY GENERAL REPORT
DRUG SHORTAGES.

Not later than 6 months after the date of the
enactment of this Act, and annually thereafter,
the Attorney General shall submit to the Com-
mittee on Energy and Commerce of the House of
Representatives and the Committee on the Judi-
ciary of the Senate a report on drug shortages
that—

(1) identifies the number of requests received
under section 306(h) of the Controlled Sub-
stances Act (as added by section 1005 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 de-
nial;

(2) describes the coordination between the
Drug Enforcement Administration and Food
and Drug Administration on efforts to prevent
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 de-
termined by the Secretary to be in shortage.

SEC. 1007. HOSPITAL REPACKAGING OF DRUGS IN
SHORTAGE.

Chapter V (21 U.S.C. 351 et seq.) is amended
by inserting after section 506E, as added by sec-
tion 1004 of this Act, the following:

“SEC. 506F. 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 Sys-
tem’ means a collection of hospitals that are
owned and operated by the same entity and that
share access to databases with drug order infor-
mation for their patients.

““(3) REPACKAGE.—For the purposes of this
section only, the term ‘repackage’, with respect
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 response
to the placement of the drug on a drug shortage
list under section 506E; and

“(B) facilitate access to the drug by hospitals
within the same health system.

“(b) EXCLUSION FROM REGISTRATION.—Not-
withstanding any other provision of this Act, a
hospital shall not be considered an establish-
ment for which registration is required under
section 510 solely because it repackages a drug
and transfers it to another hospital within the
same health system in accordance with the con-
ditions in subsection (¢)—

“(1) during any period in which the drug is
listed on the drug shortage list under section
506E; 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 repack-
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aging of a drug for transfer 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 other-
wise distributed by the health system or a hos-
pital within the system to an entity or indi-
vidual that is not a hospital within such health
system.

““(2) COMPLIANCE WITH STATE RULES.—Repack-
aging of a drug under this section shall be done
in compliance with applicable State require-
ments of each State in which the drug is repack-
aged and received.

“(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 re-
garding hospital pharmacies repackaging and
safely transferring repackaged drugs to other
hospitals within the same health system during
a drug shortage.”.

SEC. 1008. 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 formulate rec-
ommendations on how to prevent or alleviate
such shortages.

(b) CONSIDERATION.—In conducting the study
under this section, the Comptroller General
shall consider the following questions:

(1) What are the dominant characteristics of
drugs that have gone into a drug shortage over
the preceding 3 years?

(2) Are there systemic high-risk factors (such
as drug pricing structure, including Federal re-
imbursements, 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 vulner-
able to drug shortages?

(3) Is there a reason why drug shortages have
occurred primarily in the sterile injectable mar-
ket and in certain therapeutic areas?

(4)(A) How have regulations, guidance docu-
ments, regulatory practices, policies, and other
actions of Federal departments and agencies
(including the effectiveness of interagency and
intra-agency coordination, communication, stra-
tegic planning, and decisionmaking), including
those used to enforce statutory requirements, af-
fected drug shortages?

(B) Do any such regulations, guidances, poli-
cies, or practices cause, exacerbate, prevent, or
mitigate drug shortages?

(C) How can regulations, guidances, policies,
or practices be modified, streamlined, expanded,
or discontinued in order to reduce or prevent
such drug shortages?

(D) What effect would the changes described
in subparagraph (C) have on the public health?

(5) How does hoarding affect drug shortages?

(6) How would incentives alleviate or prevent
drug shortages?

(7) To what extent are health care providers,
including hospitals and physicians responding
to drug shortages, able to adjust care effectively
to compensate for such shortages, and what im-
pediments exist that hinder provider ability to
adjust to such shortages?

(8)(A) Have drug shortages led market partici-
pants to stockpile affected drugs or sell such
drugs at inflated prices?

(B) What has been the impact of any such ac-
tivities described in subparagraph (A) on Fed-
eral revenue, and are there any economic fac-
tors that have exacerbated or created a market
for such activities?

(C) Is there a need for any additional report-
ing or enforcement actions to address such ac-
tivities?

(9)(A) How have the activities under section
506D of the Federal Food, Drug, and Cosmetic
Act (as added by section 1003 of this Act) im-
proved the efforts of the Food and Drug Admin-
istration to mitigate and prevent drug short-
ages?
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(B) Is there a need to continue the task force
and strategic plan under such section 506D, or
are there any other recommendations to increase
communication and coordination inside the
Food and Drug Administration, between the
Food and Drug Administration and other agen-
cies, and between the Food and Drug Adminis-
tration and stakeholders?

(c) CONSULTATION WITH STAKEHOLDERS.—In
conducting the study wunder this section, the
Comptroller General shall consult with relevant
stakeholders, including physicians, pharmacists,
hospitals, patients, drug manufacturers, and
other health providers.

(d) REPORT.—Not later than 18 months after
the date of the enactment of this Act, the Comp-
troller General shall submit a report 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
on the results of the study under this section.

TITLE XI—OTHER PROVISIONS
Subtitle A—Reauthorizations
SEC. 1101. REAUTHORIZATION OF PROVISION RE-
LATING TO EXCLUSIVITY OF CER-
TAIN DRUGS CONTAINING SINGLE
ENANTIOMERS.

(a) IN GENERAL.—Section 505(u)(4) (21 U.S.C.
355(u)(4)) is amended by striking 2012’ and in-
serting “2017”’.

(b) AMENDMENT.—Section 505(u)(1)(A)(ii)(11)
(21 U.S.C. 355(u)(1)(A)(ii)(I1)) is amended by in-
serting “‘clinical’’ after “‘any’.

SEC. 1102. 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 B—Medical Gas Product Regulation
SEC. 1111. 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 standards
set forth in an official compendium.

‘““(D) Carbon dioxide that meets the standards
set forth in an official compendium.

‘““(E) Helium that meets the standards set forth
in an official compendium.

‘“(F) Carbon monoxide that meets the stand-
ards set forth in an official compendium.

‘“(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 application
or investigational new animal drug application
for the same medical gas submitted in accord-
ance with regulations applicable to such appli-
cations in title 21 of the Code of Federal Regula-
tions, unless any period of exclusivity under
section 505(c)(3)(E)(ii) or section 505(5)(5)(F)(ii),
or the extension of any such period under sec-
tion 5054, applicable to such medical gas has
not expired.

‘““(2) The term ‘medical gas’ means a drug
that—

“(A) is manufactured or stored in a liquefied,
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 per-
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son may file with the Secretary a request for
certification of a medical gas as a designated
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 whether 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 informa-
tion required under paragraph (1) or otherwise
lacks sufficient information to permit the Sec-
retary to determine that the medical gas is a
designated medical gas; or

“(C) denying the request is necessary to pro-
tect the public health.

““(3) EFFECT OF CERTIFICATION.—

“(4) IN GENERAL.—

“(i) APPROVED USES.—A designated medical
gas for which a certification is granted under
paragraph (2) is deemed, alone or in combina-
tion, as medically appropriate, with another
designated medical gas or gases for which a cer-
tification 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 indica-
tions 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.

“(111) In the case of nitrous oxide, analgesia.

“(IV) In the case of carbon dioxide, use in
extracorporeal membrane oxygenation therapy
or respiratory stimulation.

“(V) In the case of helium, the treatment of
upper airway obstruction or increased airway
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 des-
ignated medical gas or combination of des-
ignated medical gases deemed appropriate by
the Secretary, unless any period of exclusivity
under clause (iii) or (iv) of section 505(c)(3)(E),
clause (iii) or (iv) of section 505(7)(5)(F), or sec-
tion 527, or the extension of any such period
under section 505A, applicable to such indica-
tion for use for such gas or combination of gases
has not expired.

““(ii)) LABELING.—The requirements of sections
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 medical 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 Sec-
retary by regulation; and

“(I11) appropriate directions and warnings
concerning storage and handling.

““(B) INAPPLICABILITY OF EXCLUSIVITY PROVI-
SIONS.—

““(i) NO EXCLUSIVITY FOR A CERTIFIED MEDICAL
GAS.—No designated medical gas deemed under
subparagraph (A)(i) to have in effect an ap-
proved application is eligible for any period of
exclusivity under section 505(c), 505(7), or 527, or
the extension of any such period under section
5054, on the basis of such deemed approval.

““(ii) EFFECT ON CERTIFICATION.—No period of
exclusivity under section 505(c), 505(j), or sec-
tion 527, or the extension of any such period
under section 505A, with respect to an applica-
tion for a drug product shall prohibit, limit, or
otherwise affect the submission, grant, or effect
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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, including a des-
ignated medical gas deemed under this section
to have in effect an approved application under
section 505 or section 512 of this Act.

“(B) REVOCATION OF CERTIFICATION.—The
Secretary may revoke the grant of a certification
under paragraph (2) if the Secretary determines
that the request for certification contains any
material omission or falsification.

““(b) PRESCRIPTION REQUIREMENT.—

‘(1) IN GENERAL.—A designated medical gas
shall be subject to the requirements of section
503(b)(1) unless the Secretary exercises the au-
thority provided in section 503(b)(3) to remove
such medical gas from the requirements of sec-
tion 503(b)(1), the gas is approved for use with-
out a prescription pursuant to an application
under section 505 or 512, or the use in question
is authorized pursuant to another provision of
this Act relating to use of medical products in
emergencies.

“(2) OXYGEN.—

““(A) NO PRESCRIPTION REQUIRED FOR CERTAIN
USES.—Notwithstanding paragraph (1), oxygen
may be provided without a prescription for the
following uses:

‘““(i) For use in the event of depressurization
or other environmental oxygen deficiency.

““(it) For oxygen deficiency or for use in emer-
gency resuscitation, when administered by prop-
erly trained personnel.

‘““(B) LABELING.—For oxygen provided pursu-
ant 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 oxy-
gen 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 com-
bination with another designated gas or gases
(as medically appropriate) deemed under section
576 to have in effect an approved application
shall not be assessed fees under section 736(a)
on the basis of such deemed approval.’.

SEC. 1112. CHANGES TO REGULATIONS.

(a) REPORT.—Not later than 18 months after
the date of the enactment of this Act, the Sec-
retary, after obtaining input from medical gas
manufacturers and any other interested mem-
bers of the public, shall—

(1) determine whether any changes to the
Federal drug regulations are necessary for med-
ical gases; and

(2) 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 regarding any
such changes.

(b) REGULATIONS.—If the Secretary determines
under subsection (a) that changes to the Federal
drug regulations are mnecessary for medical
gases, the Secretary shall issue final regulations
revising the Federal drug regulations with re-
spect 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 Fed-
eral Regulations pertaining to drugs.

(2) The term ‘“‘medical gas’ has the meaning
given to such term in section 575 of the Federal
Food, Drug, and Cosmetic Act, as added by sec-
tion 1111 of this Act.

(3) The term ‘“Secretary’ means the Secretary
of Health and Human Services, acting through
the Commissioner of Food and Drugs.

SEC. 1113. RULES OF CONSTRUCTION.

Nothing in this subtitle and the amendments

made by this subtitle applies with respect to—
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(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 sec-
tion 1111 of this Act, or any combination of any
such gases, for an indication that—

(4) 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 section
505 or 512; or

(3) any designated medical gas added pursu-
ant to subparagraph (H) of section 575(1) of
such Act for an indication that—

(4) 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)(E)(VIII); and

(B) is approved on or after May 1, 2012, pur-
suant to an application submitted under section
505 or 512 of such Act.

Subtitle C—Miscellaneous Provisions
SEC. 1121. GUIDANCE DOCUMENT REGARDING
PRODUCT PROMOTION USING THE
INTERNET.

Not later than 2 years after the date of enact-
ment of this Act, the Secretary of Health and
Human Services shall issue guidance that de-
scribes Food and Drug Administration policy re-
garding the promotion, using the Internet (in-
cluding social media), of medical products that
are regulated by such Administration.
SEC. 1122. COMBATING PRESCRIPTION

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’’), in coordination with other
Federal agencies, as appropriate, shall review
current Federal initiatives and identify gaps
and opportunities with respect to—

(1) ensuring the safe use of prescription drugs
with the potential for abuse; and

(2) the treatment of prescription drug
dependance.

(b) REPORT.—Not later than 1 year after the
date of enactment of this Act, the Secretary
shall post on the Department of Health and
Human Service’s Internet Web site a report on
the findings of the review under subsection (a).
Such report shall include findings and rec-
ommendations on—

(1) how best to leverage and build upon exist-
ing Federal and federally funded data sources,
such as prescription drug monitoring program
data and the sentinel initiative 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 in-
formation relevant to adverse events, patient
safety, and patient outcomes, to create a cen-
traliced data clearinghouse and early warning
tool;

(2) how best to develop and disseminate wide-
ly best practices models and suggested standard
requirements to States for achieving greater
interoperability and effectiveness of prescription
drug monitoring programs, especially with re-
spect to provider participation, producing
standardized data on adverse events, patient
safety, and patient outcomes; and

(3) how best to develop provider, pharmacist,
and patient education tools and a strategy to
widely disseminate such tools and assess the ef-
ficacy of such tools.

(c) GUIDANCE ON ABUSE-DETERRENT PROD-
UCTS.—Not later than 6 months after the date of
enactment of this Act, the Secretary shall pro-
mulgate guidance on the development of abuse-
deterrent drug products.

SEC. 1123. OPTIMIZING GLOBAL CLINICAL TRIALS.

Subchapter E of chapter V (21 U.S.C. 360bbb
et seq.), as amended by section 903 of this Act,

DRUG
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is further amended by adding at the end the fol-

lowing:

“SEC. 569A. OPTIMIZING GLOBAL CLINICAL
TRIALS.

“(a) IN GENERAL.—The Secretary shall—

‘(1) work with other regulatory authorities of
similar standing, medical research companies,
and international organizations to foster and
encourage uniform, scientifically driven clinical
trial standards with respect to medical products
around the world; and

““(2) enhance the commitment to provide con-
sistent parallel scientific advice to manufactur-
ers seeking simultaneous global development of
new medical products in order to—

“(A) enhance medical product development;

“‘(B) facilitate the use of foreign data; and

“(C) minimize the need to conduct duplicative
clinical studies, preclinical studies, or nonclin-
ical studies.

““(b) MEDICAL PRODUCT.—In this section, the
term ‘medical product’ means a drug, as defined
in subsection (g) of section 201, a device, as de-
fined in subsection (h) of such section, or a bio-
logical product, as defined in section 351(i) of
the Public Health Service Act.

““(c) SAVINGS CLAUSE.—Nothing in this section
shall alter the criteria for evaluating the safety
or effectiveness of a medical product under this
Act.

“SEC. 569B. USE OF CLINICAL INVESTIGATION
DATA FROM OUTSIDE THE UNITED
STATES.

“(a) IN GENERAL.—In determining whether to
approve, license, or clear a drug or device pur-
suant to an application submitted under this
chapter, the Secretary shall accept data from
clinical investigations conducted outside of the
United States, including the European Union, if
the applicant demonstrates that such data are
adequate under applicable standards to support
approval, licensure, or clearance of the drug or
device in the United States.

“(b) NOTICE TO SPONSOR.—If the Secretary
finds under subsection (a) that the data from
clinical investigations conducted outside the
United States, including in the European
Union, are inadequate for the purpose of mak-
ing a determination on approval, clearance, or
licensure of a drug or device pursuant to an ap-
plication submitted under this chapter, the Sec-
retary shall provide written notice to the spon-
sor of the application of such finding and in-
clude the rationale for such finding.”.

SEC. 1124. ADVANCING REGULATORY SCIENCE TO
PROMOTE PUBLIC HEALTH INNOVA-
TION.

(a) IN GENERAL.—Not later than 1 year after
the date of enactment of this Act, the Secretary
of Health and Human Services (referred to in
this section as the ‘‘Secretary’’) shall develop a
strategy and implementation plan for advancing
regulatory science for medical products in order
to promote the public health and advance inno-
vation in regulatory decisionmaking.

(b) REQUIREMENTS.—The strategy and imple-
mentation plan developed under subsection (a)
shall be consistent with the user fee perform-
ance goals in the Prescription Drug User Fee
Agreement commitment letter, the Generic Drug
User Fee Agreement commitment letter, and the
Biosimilar User Fee Agreement commitment let-
ter transmitted by the Secretary to Congress on
January 13, 2012, and the Medical Device User
Fee Agreement commitment letter transmitted by
the Secretary to Congress on April 20, 2012, and
shall—

(1) identify a clear vision of the fundamental
role of efficient, consistent, and predictable,
science-based decisions throughout regulatory
decisionmaking of the Food and Drug Adminis-
tration with respect to medical products;

(2) identify the regulatory science priorities of
the Food and Drug Administration directly re-
lated to fulfilling the mission of the agency with
respect to decisionmaking concerning medical
products and allocation of resources toward
such regulatory science priorities;
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(3) identify regulatory and scientific gaps that
impede the timely development and review of,
and regulatory certainty with respect to, the ap-
proval, licensure, or clearance of medical prod-
ucts, including with respect to companion prod-
ucts and mew technologies, and facilitating the
timely introduction and adoption of new tech-
nologies and methodologies in a safe and effec-
tive manner;

(4) identify clear, measurable metrics by which
progress on the priorities identified under para-
graph (2) and gaps identified under paragraph
(3) will be measured by the Food and Drug Ad-
ministration, including metrics specific to the
integration and adoption of advances in regu-
latory science described in paragraph (5) and
improving medical product decisionmaking, in a
predictable and science-based manner; and

(5) set forth how the Food and Drug Adminis-
tration will ensure that advances in regulatory
science for medical products are adopted, as ap-
propriate, on an ongoing basis and in an man-
ner integrated across centers, divisions, and
branches of the Food and Drug Administration,
including by senior managers and reviewers, in-
cluding through the—

(A) development, updating, and consistent ap-
plication of guidance documents that support
medical product decisionmaking; and

(B) adoption of the tools, methods, and proc-
esses under section 566 of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 360bbb-5).

(c) PERFORMANCE REPORTS.—The annual per-
formance reports submitted to Congress under
sections 736B(a) (as amended by section 104 of
this Act), 738A(a) (as amended by section 204 of
this Act), 744C(a) (as added by section 303 of
this Act), and 7441(a) (as added by section 403 of
this Act) of the Federal Food, Drug, and Cos-
metic Act for each of fiscal years 2014 and 2016,
shall include a report from the Secretary on the
progress made with respect to—

(1) advancing the regulatory science priorities
identified under paragraph (2) of subsection (b)
and resolving the gaps identified under para-
graph (3) of such subsection, including report-
ing on specific metrics identified under para-
graph (4) of such subsection;

(2) the integration and adoption of advances
in regulatory science as set forth in paragraph
(5) of such subsection; and

(3) the progress made in advancing the regu-
latory science goals outlined in the Prescription
Drug User Fee Agreement commitment letter, the
Generic Drug User Fee Agreement commitment
letter, and the Biosimilar User Fee Agreement
commitment letter transmitted by the Secretary
to Congress on January 13, 2012, and the Med-
ical Device User Fee Agreement transmitted by
the Secretary to Congress on April 20, 2012.

(d) MEDICAL PRODUCT.—In this section, the
term ‘“‘medical product’” means a drug, as de-
fined in subsection (g) of section 201 of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C.
321), a device, as defined in subsection (h) of
such section, or a biological product, as defined
in section 351(i) of the Public Health Service
Act.

SEC. 1125. INFORMATION TECHNOLOGY.

(a) HHS REPORT.—Not later than 1 year after
the date of enactment of this Act, the Secretary
of Health and Human Services shall—

(1) report to Congress on—

(A) the milestones and a completion date for
developing and implementing a comprehensive
information technology strategic plan to align
the information technology systems moderniza-
tion projects with the strategic goals of the Food
and Drug Administration, including results-ori-
ented goals, strategies, milestones, performance
measures;

(B) efforts to finalize and approve a com-
prehensive inventory of the information tech-
nology systems of the Food and Drug Adminis-
tration that includes information describing
each system, such as costs, system function or
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purpose, and status information, and incor-
porate use of the system portfolio into the infor-
mation investment management process of the
Food and Drug Administration;

(C) the ways in which the Food and Drug Ad-
ministration uses the plan described in subpara-
graph (A4) to guide and coordinate the mod-
ernization projects and activities of the Food
and Drug Administration, including the inter-
dependencies among projects and activities; and

(D) the extent to which the Food and Drug
Administration has fulfilled or is implementing
recommendations of the Govermnment Account-
ability Office with respect to the Food and Drug
Administration and information technology;
and

(2) develop—

(A) a documented enterprise architecture pro-
gram management plan that includes the tasks,
activities, and timeframes associated with devel-
oping and using the architecture and addresses
how the enterprise architecture program man-
agement will be performed in coordination with
other management disciplines, such as organiza-
tional strategic planning, capital planning and
investment control, and performance manage-
ment; and

(B) a skills inventory, needs assessment, gap
analysis, and initiatives to address skills gaps as
part of a strategic approach to information
technology human capital planning.

(b) GAO REPORT.—Not later than January 1,
2016, the Comptroller General of the United
States shall issue a report regarding the stra-
tegic plan described in subsection (a)(1)(4) and
related actions carried out by the Food and
Drug Administration. Such report shall assess
the progress the Food and Drug Administration
has made on—

(1) the development and implementation of a
comprehensive information technology strategic
plan, including the results-oriented goals, strat-
egies, milestones, and performance measures
identified in subsection (a)(1)(A);

(2) the effectiveness of the comprehensive in-
formation technology strategic plan described in
subsection (a)(1)(A4), including the results-ori-
ented goals and performance measures; and

(3) the extent to which the Food and Drug
Administration has fulfilled recommendations of
the Government Accountability Office with re-
spect to such agency and information tech-
nology.

SEC. 1126. NANOTECHNOLOGY.

(a) IN GENERAL.—The Secretary of Health and
Human Services (referred to in this section as
the ‘“‘Secretary’’) shall intensify and expand ac-
tivities related to enhancing scientific knowl-
edge regarding manomaterials included or in-
tended for inclusion in products regulated under
the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 301 et seq.) or other statutes administered
by the Food and Drug Administration, to ad-
dress issues relevant to the regulation of those
products, including the potential toxicology of
such nanomaterials, the potential benefit of new
therapies derived from nanotechnology, the ef-
fects of such manomaterials on biological sys-
tems, and the interaction of such nanomaterials
with biological systems.

(b) ACTIVITIES.—In conducting activities re-
lated to nanotechnology, the Secretary may—

(1) assess scientific literature and data on
general nanomaterials interactions with biologi-
cal systems and on specific nanomaterials of
concern to the Food and Drug Administration;

(2) in cooperation with other Federal agen-
cies, develop and organize information using
databases and models that will facilitate the
identification of generaliced principles and
characteristics regarding the behavior of classes
of nanomaterials with biological systems;

(3) promote Food and Drug Administration
programs and participate in collaborative ef-
forts, to further the wunderstanding of the
science of novel properties of nanomaterials that
might contribute to toxicity;
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(4) promote and participate in collaborative
efforts to further the understanding of measure-
ment and detection methods for nanomaterials;

(5) collect, synthesize, interpret, and dissemi-
nate scientific information and data related to
the interactions of nanomaterials with biological
systems;

(6) build scientific expertise on nanomaterials
within the Food and Drug Administration, in-
cluding field and laboratory expertise, for moni-
toring the production and presence of nano-
materials in domestic and imported products
regulated under this Act;

(7) ensure ongoing training, as well as dis-
semination of new information within the cen-
ters of the Food and Drug Administration, and
more broadly across the Food and Drug Admin-
istration, to ensure timely, informed consider-
ation of the most current science pertaining to
nanomaterials;

(8) encourage the Food and Drug Administra-
tion to participate in international and national
consensus standards activities pertaining to
nanomaterials; and

(9) carry out other activities that the Sec-
retary determines are necessary and consistent
with the purposes described in paragraphs (1)
through (8).

SEC. 1127. ONLINE PHARMACY REPORT TO CON-
GRESS.

Not later than 1 year after the date of enact-
ment of this Act, the Comptroller General of the
United States shall submit to the Committee on
Health, Education, Labor, and Pensions of the
Senate and the Committee on Energy and Com-
merce of the House of Representatives a report
that describes any problems posed by pharmacy
Internet Web sites that violate Federal or State
law, including—

(1) the methods by which Internet Web sites
are used to sell prescription drugs in violation of
Federal or State law or established industry
standards;

(2) the harmful health effects that patients ex-
perience when they consume prescription drugs
purchased through such pharmacy Internet Web
sites;

(3) efforts by the Federal Government and
State and local governments to investigate and
prosecute the owners or operators of pharmacy
Internet Web sites, to address the threats such
Web sites pose, and to protect patients;

(4) the level of success that Federal, State,
and local governments have experienced in in-
vestigating and prosecuting such cases;

(5) whether the law, as in effect on the date
of the report, provides sufficient authorities to
Federal, State, and local governments to inves-
tigate and prosecute the owners and operators
of pharmacy Internet Web sites that violate Fed-
eral or State law or established industry stand-
ards;

(6) additional authorities that could assist
Federal, State, and local governments in inves-
tigating and prosecuting the owners and opera-
tors of pharmacy Internet Web sites that violate
Federal or State law or established industry
standards;

(7) laws, policies, and activities that would
educate consumers about how to distinguish
pharmacy Internet Web sites that comply with
Federal and State laws and established industry
standards from those pharmacy Internet Web
sites that do not comply with such laws and
standards; and

(8) activities that private sector actors are tak-
ing to address the prevalence of illegitimate
pharmacy Internet Web sites, and any policies
to encourage further activities.

SEC. 1128. REPORT ON SMALL BUSINESSES.

Not later than 1 year after the date of enact-
ment of this Act, the Commissioner of Food and
Drugs shall submit a report to Congress that in-
cludes—

(1) a listing of and staffing levels of all small
business offices at the Food and Drug Adminis-
tration, including the small business liaison pro-
gram;
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(2) the status of partnership efforts between
the Food and Drug Administration and the
Small Business Administration;

(3) a summary of outreach efforts to small
businesses and small business associations, in-
cluding availability of toll-free telephone help
lines;

(4) with respect to the program under the Or-
phan Drug Act (Public Law 97-414), the number
of applications made by small businesses and
number of applications approved for research
grants and the number of companies receiving
protocol assistance for the development of drugs
for rare diseases and disorders;

(5) the number of small businesses submitting
applications and receiving approval for unsolic-
ited grant applications from the Food and Drug
Administration;

(6) the number of small businesses submitting
applications and receiving approval for solicited
grant applications from the Food and Drug Ad-
ministration; and

(7) barriers small businesses encounter in the
drug and medical device approval process.

SEC. 1129. PROTECTIONS FOR THE COMMIS-
SIONED CORPS OF THE PUBLIC
HEALTH SERVICE ACT.

(a) IN GENERAL.—Section 221(a) of the Public
Health Service Act (42 U.S.C. 213a(a)) is amend-
ed by adding at the end the following:

““(18) Section 1034, Protected Communications;
Prohibition of Retaliatory Personnel Actions.”’.

(b) CONFORMING AMENDMENT.—Section 221(b)
of the Public Health Service Act (42 U.S.C.
213a(b)) is amended by adding at the end the
following: ‘““For purposes of paragraph (18) of
subsection (a), the term ‘Inspector General’ in
section 1034 of such title 10 shall mean the In-
spector General of the Department of Health
and Human Services.”’.

SEC. 1130. COMPLIANCE DATE FOR RULE RELAT-
ING TO SUNSCREEN DRUG PROD-
UCTS FOR OVER-THE-COUNTER
HUMAN USE.

In accordance with the final rule issued by
the Commissioner of Food and Drug entitled
“Labeling and Effectiveness Testing; Sunscreen
Drug Products for Over-the- Counter Human
Use; Delay of Compliance Dates’ (77 Fed. Reg.
27591 (May 11, 2012)), a product subject to the
final rule issued by the Commissioner entitled
“Labeling and Effectiveness Testing; Sunscreen
Drug Products for Qver-the-Counter Human
Use” (76 Fed. Reg. 35620 (June 17, 2011)), shall
comply with such rule not later than—

(1) December 17, 2013, for products subject to
such rule with annual sales of less than $25,000
and

(2) December 17, 2012, for all other products
subject to such rule.

SEC. 1131. STRATEGIC INTEGRATED MANAGE-
MENT PLAN.

Not later than 1 year after the date of enact-
ment of this Act, the Secretary of Health and
Human Services shall submit to Congress a stra-
tegic integrated management plan for the Center
for Drug Evaluation and Research, the Center
for Biologics Evaluation and Research, and the
Center for Devices and Radiological Health.
Such strategic management plan shall—

(1) identify strategic institutional goals, prior-
ities, and mechanisms to improve efficiency, for
the Center for Drug Evaluation and Research,
the Center for Biologics Evaluation and Re-
search, and the Center for Devices and Radio-
logical Health;

(2) describe the actions the Secretary will take
to recruit, retain, train, and continue to develop
the workforce at the Center for Drug Evaluation
and Research, the Center for Biologics Evalua-
tion and Research, and the Center for Devices
and Radiological Health to fulfill the public
health mission of the Food and Drug Adminis-
tration; and

(3) identify results-oriented, outcome-based
measures that the Secretary will use to measure
the progress of achieving the strategic goals, pri-
orities, and mechanisms identified under para-
graph (1) and the effectiveness of the actions
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identified under paragraph (2), including
metrics to ensure that managers and reviewers
of the Center for Drug Evaluation and Re-
search, the Center for Biologics Evaluation and
Research, and the Center for Devices and Radi-
ological Health are familiar with and appro-
priately and consistently apply the requirements
under the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 301 et seq.), including new re-
quirements under parts 2, 3, 7, and 8 of sub-
chapter C of title VII of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 379f et seq.).

SEC. 1132. 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
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 modifica-
tion to,”’;

(B) in subparagraph (C), by striking ‘‘new
safety or effectiveness information indicates
that” and all that follows and inserting the fol-
lowing: ‘“‘an assessment is meeded to evaluate
whether the approved strategy should be modi-
fied to—

““(i) ensure the benefits of the drug outweigh
the risks of the drug; or

““(ii) minimize the burden on the health care
delivery system of complying with the strat-
egy.”’; and

(C) by striking subparagraph (D);

(3) in paragraph (3), by striking ‘‘for a drug
shall include—"" and all that follows and insert-
ing the following ‘‘for a drug shall include, 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 elements should be modified.”’;
and

(4) by amending paragraph (4) to read as fol-
lows:

““(4) MODIFICATION.—

““(A) ON INITIATIVE OF RESPONSIBLE PERSON.—
After the approval of a risk evaluation and miti-
gation 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, modi-
fication, or removal of any goal or element of
the approved strategy and shall include an ade-
quate rationale to support such proposed addi-
tion, 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 mitigation
strategy by the Secretary, the Secretary may, at
any time, require a responsible person to submit
a proposed modification to the strategy within
120 days or within such reasonable time as the
Secretary specifies, if the Secretary, in consulta-
tion 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 outweigh
the risks of the drug; or

““(ii) minimize the burden on the health care

delivery system of complying with the strat-
egy.”’.
(b) REVIEW OF PROPOSED STRATEGIES; REVIEW
OF ASSESSMENTS AND MODIFICATIONS OF AP-
PROVED  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 modification
to” after “‘under subsection (a) and each assess-
ment of”’; and

(B) by inserting *‘, and, if necessary, promptly
initiate discussions with the responsible person

T

, and pro-
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about such proposed strategy, assessment, or
modification’ after ‘‘subsection (g)’’;

(3) by striking paragraph (2);

(4) by redesignating paragraphs (3) through
(9) as paragraphs (2) through (8), respectively;

(5) in paragraph (2), as redesignated by para-
graph (4)—

(A) by amending subparagraph (4) to read as
follows:

“(A) IN GENERAL.—

‘(i) TIMEFRAME.—Unless the dispute resolu-
tion process described under paragraph (3) or (4)
applies, and, except as provided in clause (ii) or
clause (iii) below, the Secretary, in consultation
with the offices described in subsection (c)(2),
shall review and act on the proposed risk eval-
uation and mitigation strategy for a drug or any
proposed modification to any required strategy
within 180 days of receipt of the proposed strat-
egy or modification.

““(ii) MINOR MODIFICATIONS.—The Secretary
shall review and act on a proposed minor modi-
fication, as defined by the Secretary in guid-
ance, within 60 days of receipt of such modifica-
tion.

“(iii) REMS MODIFICATION DUE TO SAFETY
LABEL CHANGES.—Not later than 60 days after
the Secretary receives a proposed modification
to an approved risk evaluation and mitigation
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 safe-
ty label change that the Secretary has directed
the holder of the application to make pursuant
to section 505(0)(4), the Secretary shall review
and act on such proposed modification to the
approved strategy.

““(iv) GUIDANCE.—The Secretary shall estab-
lish, through guidance, that responsible persons
may implement certain modifications to an ap-
proved 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 strat-
egy or proposed modification to a risk evalua-
tion and mitigation strategy under subpara-
graph (A), the Secretary shall make publicly
available an action letter describing the actions
taken by the Secretary wunder such subpara-
graph (A).”’;

(6) in paragraph (4), as redesignated by para-
graph (4)—

(4) 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 inserting
“The’’; and

(ii) by inserting *‘, after the sponsor is re-
quired to make a submission under subsection
(a)(2) or (9),” before ‘‘request in writing’’; 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 review by the
Drug Safety Oversight Board, providing a writ-
ten recommendation, and issuing an action let-
ter under subparagraphs (B), (F), and (G), re-
spectively.”’;

(7) in paragraph (5), as redesignated by para-
graph (4)—

(A) in subparagraph (A), by striking “‘any of
subparagraphs (B) through (D)’ and inserting
“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 para-
graph (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 Secretary 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
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U.S.C. 355-1(h)(2)(4)), describes the types of

modifications to approved risk evaluation and

mitigation strategies that shall be considered to

be minor modifications of such strategies.

SEC. 1133. 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 ending
on the date of enactment of this Act and such
application initially contains a certification de-
scribed in paragraph (2)(A)(vii)(IV) of section
505(7) of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 355(7)), or if a first applicant files
an application and the application is amended
during such period to first contain such a cer-
tification, the phrase ‘30 months’’ in paragraph
(5)(D)(i)(IV) of such section shall, with respect
to such application, be read as meaning—

(A) during the period beginning on the date of
enactment of this Act, and ending on September
30, 2015, “‘40 months’’; and

(B) 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 ap-
plicable period under paragraph (1).

(b) PERIOD FOR OBTAINING TENTATIVE AP-
PROVAL OF CERTAIN APPLICATIONS.—If an appli-
cation is filed on or before the date of enactment
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 certifi-
cation described in paragraph (2)(A)(ii)(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 filing 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(7).

(c) DEFINITIONS.—For the purposes of this sec-
tion, the terms ‘“‘application’ and ‘‘first appli-
cant’” mean application and first applicant, as
such terms are used in section 505(7)(5)(D)(i)(IV)
of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355(3)(5)(D)(i)(IV)).

SEC. 1134. DEADLINE FOR DETERMINATION ON
CERTAIN PETITIONS.

(a) IN GENERAL.—Section 505 (21 U.S.C. 355) is
amended by adding at the end the following:

‘“(w) DEADLINE FOR DETERMINATION ON CER-
TAIN PETITIONS.—The Secretary shall issue a
final, substantive determination on a petition
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 petition 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. 1135. FINAL AGENCY ACTION RELATING TO
PETITIONS AND CIVIL ACTIONS.

Section 505(q) (21 U.S.C. 355(q)) is amended—

(1) in paragraph (1)—

(4) in subparagraph (A), by striking ‘‘sub-
section (b)(2) or (j)”’ and inserting ‘‘subsection
(b)(2) or (j) of this section or section 351(k) of
the Public Health Service Act’’; and

(B) in subparagraph (F), by striking
days’ and inserting ‘150 days’’;

(2) in paragraph (2)(A)—

(A) in the subparagraph heading, by striking
‘180" and inserting ‘150°°; and

(B) in clause (i), by striking “180-day’ and
inserting ‘‘150-day’’;

(3) in paragraph (4)—

<180
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(4) by redesignating subparagraphs (A) and
(B) as clauses (i) and (ii), respectively, and mov-
ing such clauses, as so redesignated, 2 ems to
the right;

(B) by striking ‘‘This subsection does not
apply to—"" and inserting the following:

‘““(A) This subsection does not apply to—’;
and

(C) by adding at the end the following:

‘““(B) Paragraph (2) does not apply to a peti-
tion addressing issues concerning an application
submitted pursuant to section 351(k) of the Pub-
lic Health Service Act.”’; and

(4) in paragraph (5), by striking ‘‘subsection
(b)(2) or ()’ inserting ‘‘subsection (b)(2) or (j) of
the Act or 351(k) of the Public Health Service
Act”.

SEC. 1136. 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 opportunity for
comment, submissions under subsection (b), (i),
or (7) of section 505 of this Act or subsection (a)
or (k) of section 351 of the Public Health Service
Act shall be submitted 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 ex-
emptions from the requirements of this sub-
section.

‘““(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, presubmissions and submissions 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 presubmissions or sub-
missions, shall include an electronic copy of
such presubmissions 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 ex-
emptions from the requirements of this sub-
section.”’.

SEC. 1137. PATIENT PARTICIPATION IN MEDICAL
PRODUCT DISCUSSIONS.

Subchapter E of chapter V (21 U.S.C. 360bbb
et seq.), as amended by section 1123 of this Act,
is further amended by adding at the end the fol-
lowing:

“SEC. 569C. PATIENT PARTICIPATION IN MEDICAL
PRODUCT DISCUSSION.

‘““(a) IN GENERAL.—The Secretary shall de-
velop and implement strategies to solicit the
views of patients during the medical product de-
velopment process and consider the perspectives
of patients during regulatory discussions, in-
cluding by—

‘(1) fostering participation of a patient rep-
resentative who may serve as a special govern-
ment employee in appropriate agency meetings
with medical product sponsors and investiga-
tors; and

““(2) exploring means to provide for identifica-
tion of patient representatives who do not have
any, or have minimal, financial interests in the
medical products industry.

‘““(b) PROTECTION OF PROPRIETARY INFORMA-
TION.—Nothing in this section shall be con-
strued to alter the protections offered by laws,
regulations, or policies governing disclosure of
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confidential commercial or trade secret informa-
tion and any other information exempt from dis-
closure pursuant to section 552(b) of title 5,
United States Code, as such laws, regulations,
or policies would apply to consultation with in-
dividuals and organizations prior to the date of
enactment of this section.

““(c) OTHER CONSULTATION.—Nothing in this
section shall be construed to limit the ability of
the Secretary to consult with individuals and
organizations as authoriced prior to the date of
enactment of this section.

“(d) NO RIGHT OR OBLIGATION.—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. Nothing in this section shall be
construed to alter agreed upon goals and proce-
dures identified in the letters described in sec-
tion 101(b) of the Prescription Drug User Fee
Amendments of 2012. Nothing in this section is
intended to increase the number of review cycles
as in effect before the date of enactment of this
section.

““(e) FINANCIAL INTEREST.—In this section, the
term ‘financial interest’ means a financial inter-
est under section 208(a) of title 18, United States
Code.”.

SEC. 1138. ENSURING ADEQUATE INFORMATION
REGARDING PHARMACEUTICALS
FOR ALL POPULATIONS, PARTICU-
LARLY UNDERREPRESENTED SUB-
POPULATIONS, INCLUDING RACIAL
SUBGROUPS.

(a) COMMUNICATION PLAN.—The Secretary of
Health and Human Services (referred to in this
section as the ‘‘Secretary’’), acting through the
Commissioner of Food and Drugs, shall review
and modify, as necessary, the Food and Drug
Administration’s communication plan to inform
and educate health care providers and patients
on the benefits and risks of medical products,
with particular focus on underrepresented sub-
populations, including racial subgroups.

(b) CONTENT.—The communication plan de-
scribed under subsection (a)—

(1) shall take into account—

(A) the goals and principles set forth in the
Strategic Action Plan to Reduce Racial and
Ethnic Health Disparities issued by the Depart-
ment of Health and Human Services;

(B) the nature of the medical product; and

(C) health and disease information available
from other agencies within such Department, as
well as any new means of communicating health
and safety benefits and risks related to medical
products;

(2) taking into account the nature of the med-
ical product, shall address the best strategy for
communicating safety alerts, labeled indications
for the medical products, changes to the label or
labeling of medical products (including black-
boxr warnings, health advisories, health and
safety benefits and risks), particular actions to
be taken by health care professionals and pa-
tients, any information identifying particular
subpopulations, and any other relevant infor-
mation as determined appropriate to enhance
communication, including varied means of elec-
tronic communication; and

(3) shall include a process for implementation
of any improvements or other modifications de-
termined to be necessary.

(c) ISSUANCE AND POSTING OF COMMUNICATION
PLAN.—

(1) COMMUNICATION PLAN.—Not later than 1
year after the date of enactment of this Act, the
Secretary, acting through the Commissioner of
Food and Drugs, shall issue the communication
plan described under this section.

(2) POSTING OF COMMUNICATION PLAN ON THE
OFFICE OF MINORITY HEALTH WEB SITE.—The
Secretary, acting through the Commissioner of
Food and Drugs, shall publicly post the commu-
nication plan on the Internet Web site of the Of-
fice of Minority Health of the Food and Drug
Administration, and provide links to any other
appropriate Internet Web site, and seek public
comment on the communication plan.
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SEC. 1139. SCHEDULING OF HYDROCODONE.

(a) IN GENERAL.—Not later than 60 days after
the date of enactment of this Act, if practicable,
the Secretary of Health and Human Services (re-
ferred to in this section as the ‘‘Secretary’’)
shall hold a public meeting to solicit advice and
recommendations to assist in conducting a sci-
entific and medical evaluation in connection
with a scheduling recommendation to the Drug
Enforcement Administration regarding drug
products containing hydrocodone, combined
with other analgesics or as an antitussive.

(b) STAKEHOLDER INPUT.—In conducting the
evaluation under subsection (a), the Secretary
shall solicit input from a variety of stakeholders
including patients, health care providers, harm
prevention experts, the National Institute on
Drug Abuse, the Centers for Disease Control
and Prevention, and the Drug Enforcement Ad-
ministration regarding the health benefits and
risks, including the potential for abuse and the
impact of up-scheduling of these products.

(c) TRANSCRIPT.—The transcript of any public
meeting conducted pursuant to this section shall
be published on the Internet Web site of the
Food and Drug Administration.

SEC. 1140. STUDY ON DRUG LABELING BY ELEC-
TRONIC MEANS.

(a) STUDY.—The Comptroller General of the
United States shall conduct a study on the ben-
efits and efficiencies of electronic patient label-
ing of prescription drugs, as a complete or par-
tial substitute for patient labeling in paper form.
The study shall address the implementation
costs to the different levels of the distribution
system, logistical barriers to utilizing a system of
electronic patient labeling, and any anticipated
public health impact of movement to electronic
labeling.

(b) REPORT.—Not later than 1 year after the
date of enactment of this Act, the Comptroller
General shall submit to Congress a report on the
results of the study under subsection (a).

SEC. 1141. RECOMMENDATIONS ON INTEROPER-
ABILITY STANDARDS.

(a) IN GENERAL.—The Secretary of Health and
Human Services may facilitate, and, as appro-
priate, may consult with the Attorney General
to facilitate, the development of recommenda-
tions on interoperability standards to inform
and facilitate the exchange of prescription drug
information across State lines by States receiv-
ing grant funds under—

(1) the Harold Rogers Prescription Drug Moni-
toring Program established under the Depart-
ments of Commerce, Justice, and State, the Judi-
ciary, and Related Agencies Appropriations Act,
2002 (Public Law 107-77; 115 Stat. 748); and

(2) the Controlled Substance Monitoring Pro-
gram established under section 3990 of the Pub-
lic Health Service Act (42 U.S.C. 280g-3).

(b) REQUIREMENTS.—The Secretary of Health
and Human Services shall consider the following
in facilitating the development of recommenda-
tions on interoperability of prescription drug
monitoring programs under subsection (a)—

(1) open standards that are freely available,
without cost and without restriction, in order to
promote broad implementation;

(2) the use of exchange intermediaries, or
hubs, as necessary to facilitate interstate inter-
operability by accommodating State-to-hub,
hub-to-hub, and direct State-to-State commu-
nication;

(3) the support of transmissions that are fully
secured as required, using industry standard
methods of encryption, to ensure that protected
health information and personally identifiable
information are not compromised at any point
during such transmission;

(4) access control methodologies to share pro-
tected information solely in accordance with
State laws and regulations; and

(5) consider model interoperability standards
developed by the Alliance of States with Pre-
scription Monitoring Programs.

(c) REPORT.—
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(1) IN GENERAL.—Not later than 1 year after
the date of enactment of this Act, the Secretary
of Health and Human Services shall submit to
the Committee on Health, Education, Labor,
and Pensions of the Senate and the Committee
on Energy and Commerce of the House of Rep-
resentatives a report on enhancing the inter-
operability of State prescription drug monitoring
programs with other technologies and databases
used for detecting and reducing fraud, diver-
sion, and abuse of prescription drugs.

(2) CONTENTS.—The report required under
paragraph (1) shall include—

(4) an assessment of legal, technical, fiscal,
privacy, or security challenges that have an im-
pact on interoperability;

(B) a discussion of how State prescription
drug monitoring programs could increase the
production and distribution of unsolicited re-
ports to prescribers and dispensers of prescrip-
tion drugs, law enforcement officials, and
health professional licensing agencies, including
the enhancement of such reporting through
interoperability with other States and relevant
technology and databases;

(C) any recommendations for addressing chal-
lenges that impact interoperability of State pre-
scription drug monitoring programs in order to
reduce fraud, diversion, and abuse of prescrip-
tion drugs; and

(D) an assessment of the extent to which pro-
viders use prescription drug management pro-
grams in delivering care and preventing pre-
scription drug abuse.

SEC. 1142. CONFLICTS OF INTEREST.

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

(1) by striking subsections (b) and (c) and in-
serting the following subsections:

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

‘(1) IN GENERAL.—The Secretary shall—

‘“(A) develop and implement strategies on ef-
fective outreach to potential members of advi-
sory committees at universities, colleges, other
academic research centers, professional and
medical societies, and patient and consumer
groups;

‘““(B) seek input from professional medical and
scientific societies to determine the most effec-
tive informational and recruitment activities;

“(C) at least every 180 days, request referrals
for potential members of advisory committees
from a variety of stakeholders, including—

“(i) product developers, patient groups, and
disease advocacy organications; and

““(ii) relevant—

““(I) professional societies;

““(11) medical societies;

‘““(111) academic organizations; and

“(IV) governmental organizations; and

‘““(D) in carrying out subparagraphs (4) and
(B), take into account the levels of activity (in-
cluding the numbers of annual meetings) and
the numbers of vacancies of the advisory com-
mittees.

““(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 sci-
entific society conferences;

‘““(B) making widely available, including by
using existing electronic communications chan-
nels, the contact information for the Food and
Drug Administration point of contact regarding
advisory committee nominations; and

“(C) developing a method through which an
entity receiving funding from the National Insti-
tutes of Health, the Agency for Healthcare Re-
search and Quality, the Centers for Disease
Control and Prevention, or the Veterans Health
Administration can identify a person whom the
Food and Drug Administration can contact re-
garding the nomination of individuals to serve
on advisory committees.

‘““(3) EXPERTISE.—In carrying out this sub-
section, the Secretary shall seek to ensure that
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the Secretary has access to the most current ex-
pert 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 para-
graph (2)) not later than 15 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 referred to in section
208(b)(3) of such title, applies, the Secretary
shall disclose (other than information erempted
from disclosure under section 552 or section 552a
of title 5, United States Code (popularly known
as the Freedom of Information Act and the Pri-
vacy Act of 1974, respectively)) on the Internet
Web site of the Food and Drug Administration—

“(A) the type, nature, and magnitude of the
financial interests of the advisory committee
member to which such determination or certifi-
cation applies; and

““(B) the reasons of the Secretary for such de-
termination or certification, including, as ap-
propriate, the public health interest in having
the expertise of the member with respect to the
particular matter before the advisory 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 referred to in section
208(b)(3) of such title applies, the Secretary
shall disclose (other than information erempted
from disclosure under section 552 or 552a of title
5, United States Code) on the Internet Web site
of the Food and Drug Administration, the infor-
mation described in subparagraphs (A) and (B)
of paragraph (1) as soon as practicable after the
Secretary makes such determination or certifi-
cation, but in no case later than the date of
such meeting.”’;

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

(3) by amending subsection (e) to read as fol-
lows:

““(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 Appropria-
tions and the Committee on Energy and Com-
merce of the House of Representatives, a report
that describes—

“(A) with respect to the fiscal year that ended
on September 30 of the previous year, the num-
ber of persons mominated for participation at
meetings for each advisory committee, the num-
ber of persons so mominated, 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 com-
mittee meeting for each advisory committee who
did not participate because of the potential for
such participation to constitute a disqualifying
financial 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 advi-
sory committee who did not participate because
of reasons other than the potential for such par-
ticipation to constitute a disqualifying financial
interest under section 208 of title 18, United
States Code;

“(C) with respect to such year, the number of
members attending meetings for each advisory
committee; and

“(D) with respect to such year, the aggregate
number of disclosures required under subsection
(d) and the percentage of individuals to whom
such disclosures did mot apply who served on
such committee.
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‘“(2) PUBLIC AVAILABILITY.—Not later than 30
days after submitting any report under para-
graph (1) to the committees specified in such
paragraph, the Secretary shall make each such
report available to the public.’’;

(4) in subsection (f), by striking ‘‘shall review
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 commit-
tees 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 en-
sure that the Food and Drug Administration re-
ceives appropriate access to needed scientific ex-
pertise, with due consideration of the require-
ments of such section 208.”’; and

(5) by adding at the end the following:

““(9) GUIDANCE ON REPORTED DISCLOSED FI-
NANCIAL INTEREST OR INVOLVEMENT.—The Sec-
retary shall issue guidance that describes how
the Secretary reviews the financial interests and
involvement of advisory committee members that
are disclosed under subsection (c) but that the
Secretary determines not to meet the definition
of a disqualifying interest under section 208 of
title 18, United States Code for the purposes of
participating in a particular matter.”’.

(b) APPLICABILITY.—The amendments made by
subsection (a) apply beginning on October 1,
2012.
SEC. 1143. NOTIFICATION
REGULATE
OPED TESTS.

(a) IN GENERAL.—The Food and Drug Admin-
istration may not issue any draft or final guid-
ance on the regulation of laboratory-developed
tests under the Federal Food, Drug, and Cos-
metic 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 Administra-
tion’s intent to take such action; and

(2) including in such notification the antici-
pated details of such action.

(b) SUNSET.—Subsection (a) shall cease to
have force or effect on the date that is 5 years
after the date of enactment of this Act.

Subtitle D—Synthetic Drugs

SEC. 1151. SHORT TITLE.

This subtitle may be cited as the ‘‘Synthetic
Drug Abuse Prevention Act of 2012°.

SEC. 1152. ADDITION OF SYNTHETIC DRUGS TO
SCHEDULE I OF THE CONTROLLED
SUBSTANCES ACT.

(a) CANNABIMIMETIC AGENTS.—Schedule I, as
set forth in section 202(c) of the Controlled Sub-
stances Act (21 U.S.C. 812(c)) is amended by
adding at the end the following:

““(d)(1) Unless specifically exempted or unless
listed in another schedule, any material, com-
pound, mixture, or preparation which contains
any quantity of cannabimimetic agents, or
which contains their salts, isomers, and salts of
isomers whenever the existence of such salts,
isomers, and salts of isomers is possible within
the specific chemical designation.

“(2) In paragraph (1):

‘““(A) The term ‘cannabimimetic agents’ means
any substance that is a cannabinoid receptor
type 1 (CBI receptor) agonist as demonstrated
by binding studies and functional assays within
any of the following structural classes:

““(i) 2-(3-hydroxycyclohexyl)phenol with sub-
stitution at the 5-position of the phenolic ring
by alkyl or alkenyl, whether or not substituted
on the cyclohexyl ring to any extent.

““(ii) 3-(1-naphthoyl)indole or 3-(1-
naphthylmethane)indole by substitution at the
nitrogen atom of the indole ring, whether or not
further substituted on the indole ring to any ex-
tent, whether or not substituted on the naph-
thoyl or naphthyl ring to any extent.

OF FDA INTENT TO
LABORATORY-DEVEL-
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““(iii) 3-(I-naphthoyl)pyrrole by substitution
at the nitrogen atom of the pyrrole ring, wheth-
er or not further substituted in the pyrrole ring
to any extent, whether or not substituted on the
naphthoyl ring to any extent.

“(iv) 1-(I-naphthylmethylene)indene by sub-
stitution of the 3-position of the indene ring,
whether or not further substituted in the indene
ring to any extent, whether or not substituted
on the naphthyl ring to any extent.

“(v) 3-phenylacetylindole or 3-benzoylindole
by substitution at the nitrogen atom of the
indole ring, whether or not further substituted
in the indole ring to any extent, whether or not
substituted on the phenyl ring to any extent.

“(B) Such term includes—

“(i) 5-(1,1-dimethylheptyl)-2-[(1R,3S)-3-
hydroxycyclohexyl]-phenol (CP-47,497);

“(ii) 5-(1,1-dimethyloctyl)-2-[(1R,3S)-3-
hydroxycyclohexyl]-phenol
(cannabicyclohexanol or CP-47,497 C8-homolog);

““(iii) 1-pentyl-3-(I-naphthoyl)indole (JWH-018
and AMG678);

“Giv)  1-butyl-3-(I-naphthoyl)indole
073);

“(v) 1-hexyl-3-(1-naphthoyl)indole (JWH-019);

“(vi) 1-[2-(4-morpholinyl)ethyl]-3-(1-naph-
thoyl)indole (JWH-200);

“(vii) 1-pentyl-3-(2-
methoxyphenylacetyl)indole (JWH-250);

“(viii) 1-pentyl-3-[1-(4-
methoxynaphthoyl)Jindole (JWH-081);

“(ix) 1-pentyl-3-(4-methyl-1-naphthoyl)indole

(JWH-

(JWH-122);

‘“(x) 1-pentyl-3-(4-chloro-1-naphthoyl)indole
(JWH-398);

“(xi) 1-(5-fluoropentyl)-3-(1-naphthoyl)indole
(AM2201);

““(xii) 1-(5-fluoropentyl)-3-(2-

iodobenzoyl)indole (AM694);

“(xiii) 1-pentyl-3-[(4-methozxy)-benzoyllindole
(SR-19 and RCS—4);

“(xiv) 1-cyclohexylethyl-3-(2-
methoxyphenylacetyl)indole (SR-18 and RCS-8);
and

‘“(xv) 1-pentyl-3-(2-chlorophenylacetyl)indole
(JWH-203).”".

(b) OTHER DRUGS.—Schedule I of section
202(c) of the Controlled Substances Act (21
U.S.C. 812(c)) is amended in subsection (c) by
adding at the end the following:

““(18) 4-methylmethcathinone (Mephedrone).

“(19) 3,4-methylenedioxypyrovalerone
(MDPV).
“(20) 2-(2,5-Dimethoxy-4-

ethylphenyl)ethanamine (2C-E).

“21) 2-(2,5-Dimethoxy-4-
methylphenyl)ethanamine (2C-D).

“(22) 2-(4-Chloro-2,5-
dimethoxyphenyl)ethanamine (2C-C).

“23) 2-(4-Iodo-2,5-
dimethoxyphenyl)ethanamine (2C-I).

“(24) 2-[4-(Ethylthio)-2,5-
dimethoxyphenyljethanamine (2C-T-2).

“(25) 2-[4-(Isopropylthio)-2,5-
dimethoxyphenyl]ethanamine (2C-T—4).

“(26) 2-(2,5-Dimethoxyphenyl)ethanamine
(2C-H).
“27) 2-(2,5-Dimethoxy-4-nitro-

phenyl)ethanamine (2C-N).
“(28) 2-(2,5-Dimethoxy-4-(n)-
propylphenyl)ethanamine (2C-P).”".
SEC. 1153. TEMPORARY SCHEDULING TO AVOID
IMMINENT HAZARDS TO PUBLIC
SAFETY EXPANSION.

Section 201(h)(2) of the Controlled Substances
Act (21 U.S.C. 811(h)(2)) is amended—

(1) by striking ‘“‘one year’ and inserting ‘2
years’’; and

(2) by striking ‘‘six months’’ and inserting ‘1
year’’.

The SPEAKER pro tempore. Pursu-
ant to the rule, the gentleman from
Michigan (Mr. UPTON) and the gen-
tleman from California (Mr. WAXMAN)
each will control 20 minutes.

The Chair recognizes the gentleman
from Michigan.

CONGRESSIONAL RECORD —HOUSE

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 material in the
RECORD.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from California?

There was no objection.

Mr. UPTON. Mr. Speaker, I yield my-
self 2 minutes.

Mr. Speaker, I want to thank Mr.
WAXMAN, Chairman HARKIN, Senator
ENzI, and Members on both sides of the
aisle in both the House and the Senate
who played a role in this process. S.
3187 is a reflection of the hard work put
in by both Members and staff, and of
everyone’s willingness to put partisan-
ship aside to look at the issues to-
gether. Because of that outstanding
dedication, we have a bill today that
will make a real difference in the lives
of so many patients and provide much-
needed support for innovators across
our great country.

At the outset of this Congress, I set a
goal of enacting this bill by the end of
June—and here we are, well before the
clock expires for this month—in order
to provide certainty for American pa-
tients and innovators. I never lost con-
fidence that we could deliver the bipar-
tisan reforms we needed, and I am so
proud that we will accomplish that
goal.

Mr. Speaker, this is a jobs bill, and
it’s a medical innovation bill. And as
we put this package together, our goal
was to improve the predictability, con-
sistency, transparency, and efficiency
of FDA regulation. These reforms will
help get new treatments to patients
more quickly. They will help us not
only keep jobs in Michigan and all
across the country, but also to create
new ones. In order to get it right, we
turned to patients, innovators, and job
creators who provided firsthand experi-
ence of how the current system is bro-
ken. And we included many of their
suggestions in the bill.

This bill includes significant ac-
countability and reform measures de-
signed to hold the FDA responsible for
its performance. The measure includes
independent assessments of FDA’s drug
and device review process. It also in-
cludes requiring quarterly reporting
from the device center so we don’t have
to wait a year to find out FDA’s
progress. The bill is about patients,
and that’s why so many patient advo-
cates have spoken out in support of
these reforms. Whether it is steps that
we took to support treatments for rare
diseases or mitigate drug shortages or
speed up the approval of devices that
will improve a patient’s quality of life,
these are steps that will make a real
and significant difference.
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They’re going to keep the U.S. at the
forefront of medical innovation where
we belong.
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This bill is just the first step. This
bill provides the resources and the
game plans so that FDA can improve
its performance.

The SPEAKER pro tempore.
time of the gentleman has expired.

Mr. UPTON. I yield myself an addi-
tional minute.

It is now up to the FDA to execute
that game plan. And I give my commit-
ment today that our committee will
continue to monitor and hold the FDA
accountable for its performance. So,
together, the Members of the House
and the Senate have produced a bill
that is a win for American patients, in-
novation, and job creation.

Before I conclude, I would like to rec-
ognize Warren Burke and Megan
Renfrew from the Legislative Counsel’s
Office for their tireless work. The role
of Legislative Counsel often goes unno-
ticed. I also want to appreciate our
staff, starting with our staff director,
Gary Andres, for pushing this legisla-
tion over the finish line; Clay Alspach,
on the majority staff; Rachel Sher, on
the minority staff; and in particular,
Ryan Long, the chief counsel for the
Health Subcommittee.

This bill, when it becomes law, pa-
tients will benefit from faster, newer,
and better treatments, and American
workers will keep us on the cutting
edge of medical innovation.

I reserve the balance of my time.

Mr. WAXMAN. Mr. Speaker, I yield
myself 3 minutes.

Today, the House considers a bill
that represents a significant bipartisan
and bicameral achievement.

On May 30 of this year, the House
passed its user fee legislation by a dra-
matic vote of 387-5. That bill was a
strong one, but through our collabo-
rative process with the Senate, we have
made it even better.

It has been a pleasure to work not
only with Mr. UpTON, Mr. PITTS, Mr.
PALLONE, and Mr. DINGELL, among
many involved House colleagues, but
also with our Senate colleagues, Sen-
ators HARKIN and ENZI.

When we began this process, there
were divergent views on the various
issues contained in this bill. But we
worked together and found ways to
bridge our differences in a fashion that
protects patients and fosters innova-
tion.

This legislation contains many provi-
sions that are critical to the func-
tioning of major parts of the FDA. We
reauthorize the FDA’s drug and med-
ical device user fee programs which
will provide resources to enable the ef-
ficient review of applications and give
patients rapid access to new therapies.
We’re also reauthorizing two pediatric
programs which foster the development
and safe use of prescription drugs in
children.

This year, we’re establishing two new
programs to help the FDA speed up
their review of new generics and
biosimilars. These provisions illustrate
our bipartisan commitment to ensur-
ing a vibrant generic marketplace. All

The
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of us will see the benefits when more
low-cost generics are on the market.

One of the most important improve-
ments to the House-passed bill is in the
area of antibiotics. We accepted the
Senate language that directs incen-
tives for the development of antibiotics
toward serious and life-threatening in-
fections.

This bill also includes provisions to
modernize FDA’s authorities with re-
spect to the drug supply chain. Today,
80 percent of active ingredients and
bulk chemicals used in U.S. drugs come
from abroad and 40 percent of finished
drugs are manufactured abroad. FDA
has been trying to keep pace with this
increasingly globalized drug supply
change using an outdated statute. This
legislation will give the FDA critical
new tools to police this dramatically
different marketplace.

We have also worked to address the
area of drug shortages, which is a com-
plex and multifaceted problem, but
this legislation takes some sensible
first steps.

I want to thank my colleagues on
both sides of the aisle and their staffs
for the hard work they’ve put into
making this a strong bipartisan bill. I
particularly want to thank Mr. PAL-
LONE and Mr. DINGELL’s staff members,
Tiffany Guarascio and Kim Trzeciak,
as well as Mr. UPTON and Mr. PITT’S
staff, Ryan Long and Clay Alspach.

The SPEAKER pro tempore.
time of the gentleman has expired.

Mr. WAXMAN. I yield myself an ad-
ditional 30 seconds.

Warren Burke and Megan Renfrew
have done tremendous work on this
bill. I'd like to express my appreciation
for their efforts. I want to thank my
own staff: Karen Nelson, Rachel Sher,
Eric Flamm, and Arun Patel.

The American public will benefit
from the provisions of this bill. The
FDA will have the resources to remain
the gold standard for the future. This
is an important bill, a good one. I urge
its support.

I reserve the balance of my time.

Mr. UPTON. Mr. Speaker, I yield 1
minute to the chairman emeritus of
the Energy and Commerce Committee,
the gentleman from Texas (Mr. BAR-
TON).

(Mr. BARTON of Texas asked and
was given permission to revise and ex-
tend his remarks.)

Mr. BARTON of Texas. I thank the
distinguished chairman.

Mr. Speaker, I rise in strong support
of this bill. When the American public
asks, “Why can’t Congress just work
together?”’ we should hold this bill up
as Exhibit A that it is possible.

As the ranking member just pointed
out, this is a bipartisan, bicameral
preconference agreement for a very
complicated bill. We reauthorize the
Food and Drug Administration user fee
program for 5 years. We also reauthor-
ize the medical device user fee program
for 5 years, and, I believe for the first
time, do one for generic and
biosimilars. This is a complicated,

The
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complex piece of legislation, but it has
been worked out in a bipartisan agree-
ment.

I have had some concerns about the
extent and the cost of the user fees. I
will continue to monitor that, Mr.
Speaker. But this is a good piece of leg-
islation. The chairman and ranking
member and the subcommittee chair-
man and ranking member and all the
others who have worked on this should
be commended. This is an excellent
bill, and I hope that the Congress will
unanimously support it and the Senate
will agree when we send it to the other
body.

Mr. WAXMAN. Mr. Speaker, at this
time, I'd like to yield 3 minutes to the
gentleman from New Jersey (Mr. PAL-
LONE), the ranking member of the
Health Subcommittee, the sub-
committee that was responsible for
this legislation in its first instance.

I ask unanimous consent that Mr.
PALLONE be permitted to manage the
rest of the time on our side of the aisle.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from California?

There was no objection.

Mr. PALLONE. Thank you, Chairman
WAXMAN.

I want to say I'm very proud to sup-
port the bill before us, which would re-
authorize and revitalize a number of
different programs at the FDA.

This bill really represents a great
compromise between the House and the
Senate and strikes the right balance by
including strong provisions that will be
good for both innovation and patient
safety.

When we passed the House version of
this bill, I spoke highly of a great cor-
dial process, and I'm happy to be able
to echo those sentiments again here
today. This process should be a model
for congressional bipartisan coopera-
tion in the future. Not only did we all
work so well together, staffs were able
to rectify the differences among the
two Chambers’ versions of the bill in a
matter of 2 weeks. That’s commend-
able. It’s a clear indication that Con-
gress is certainly capable of greatness
if we just allow ourselves to set politics
aside and simply legislate.

I want to thank Chairman UPTON and
Ranking Member WAXMAN for your
leadership. And to all the staff who
worked around the clock—and of
course particularly Tiffany Guarascio,
who is my staff person—they were all
dedicated to achieving a comprehen-
sive and consensus product, and
they’ve done just that.

The bill before us today provides the
FDA with more than $6 billion over 5
yvears to pay for the timely and effi-
cient reviews of medical products. To-
gether, these agreements will ensure
that Americans have access to safe and
effective new medicines and medical
devices. It will reduce the drug costs
for consumers by speeding the approval
of lower cost generic drugs with the es-
tablishment of a new user fee program
for generic drugs and for lower cost
versions of biotech drugs as well.
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It also includes promising provisions
that address the safety of the supply
chain, help to foster the development
and safe use of prescription drugs for
children, increase efforts to address
drug shortages, change conflict of in-
terest rules so that the FDA has access
to the best expertise on their advisory
panels, and other provisions which are
important to the pubic health of our
Nation.

This bill is good for the FDA; it’s
good for industry; it’s good for patients
alike. I'm confident we will pass this
critical bill overwhelmingly today and
that the Senate will act early next
week so we can send it to the President
for his signature as soon as possible.

I urge all Members to support this
bill, and I reserve the balance of my
time.

Mr. UPTON. Mr. Speaker, I yield 2
minutes to the distinguished chairman
of the Health Subcommittee, the gen-
tleman from Pennsylvania (Mr. PITTS).

Mr. PITTS. Mr. Speaker, I stand to
strongly support this legislation.

This bipartisan agreement represents
over 18 months of work from the En-
ergy and Commerce Health Sub-
committee, and I'm especially proud
and appreciative of the hard work of
Ryan Long and Clay Alspach for their
diligent and tireless efforts in helping
to make this bill possible.

The FDA Safety and Innovation Act
is critical to saving lives, improving
regulatory operations, and sustaining a
vital and dynamic American industry.

O 1440

American companies are the leading
developers of new medical devices and
drugs to save and sustain life. To en-
sure that products are both safe and ef-
fective, we’ve tasked the Food and
Drug Administration with reviewing
products before they make their way
into the market, and this is a critical
responsibility.

The device and drug industries are
dynamic and innovative. Companies
spend hundreds of millions of dollars
and years of research and work to de-
velop products. The review stage is a
critical time for any company. Incon-
sistent reviews mean that the true cost
of developing new products is hidden,
making it difficult to properly prepare.

When our Health Subcommittee
began considering this legislation last
year, we heard from a number of indi-
viduals about the increasing difficulty
of working through the review process.
American patients were waiting almost
4 years longer for new devices that had
already been approved in Europe. And
despite the slower U.S. review process,
the safety outcomes were comparable.

The FDA Safety and Innovation Act
contains important reforms to the
Medical Device User Fee Act and will
hold the FDA accountable and keep re-
views on schedule. There are many re-
forms in this bill.

Finally, we include language to help
patients and doctors and hospitals deal
with drug shortages. Mr. Speaker, I'm



June 20, 2012

proud of the work we’ve done. I'm
proud that we have such a bipartisan
effort.

I'd like to especially thank Ranking
Member FRANK PALLONE and his staff
for patiently working with us, for Mr.
DINGELL, Mr. WAXMAN. We’ve accom-
plished much with this legislation, and
it will help save lives, create jobs—two
goals that we can all agree on. Thanks
to our chairman, Mr. UPTON.

Mr. PALLONE. Mr. Speaker, I yield 3
minutes to our chairman emeritus, the
gentleman from Michigan (Mr. DIN-
GELL), who worked so hard on this bill,
particularly with regard to the safety
provisions.

(Mr. DINGELL asked and was given
permission to revise and extend his re-
marks.)

Mr. DINGELL. Mr. Speaker, this is a
good bill. I urge my colleagues to sup-
port it. I rise in strong support of it,
and I urge my colleagues to join.

This legislation enjoys broad bipar-
tisan support on both sides of the Cap-
itol and from industry and patient
groups. We should also be proud of the
work we have done to get it here today.

I would observe that it has been done
because the Members worked together
in the finest traditions of this body.
And I’'m also proud of the work that
my colleagues on the committee and
the staff have done on this matter. I
was pleased to work with them to in-
clude strong upstream drug supply
chain provisions, something that’s
been a long priority of mine.

I'm also pleased that, for the first
time, commercial importers will be re-
quired to register, so we’ll know who’s
bringing what in and whether it’s safe
or not. There will also be parity be-
tween inspections of domestic and for-
eign drug facilities, something which is
a major problem because foreign facili-
ties and foreign manufacturers now im-
port much into this country, much of
which is unsafe and improperly in-
spected.

FDA will be able to maintain a prac-
tice in which they will detain and de-
struct counterfeit drugs and those
which are unsafe or intentionally or
otherwise adulterated, and they will be
able to impose increased penalties on
those who adulterate these drugs and
pharmaceuticals.

These provisions, which mirror safe-
ty provisions in my drug safety bill,
will equip FDA with the authorities it
needs to better oversee our increas-
ingly globalized drug supply chain and
will give American families comfort
that the pharmaceuticals that they are
taking are safe, and help to deter and
to respond to any future heparin-like
incidents which killed some 80 Ameri-
cans and hurt thousands more.

While I am disappointed we were un-
able to come forward with a consensus
on a national track-and-trace standard,
it’s my hope that we will continue to
work on this in coming days. And I
want to commend my colleagues, Mr.
MATHESON and Mr. BILBRAY, for the
fine work they have done on this mat-
ter.
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I've also been working on this issue
for many years, and we’ve come closer
than ever before to finding a consensus.
Given additional time, I think we could
have resolved this issue; but because of
time pressures, we were not able to.

I also want to thank my friends, Mr.
UPTON, Mr. HARKIN, Ranking Members
WAXMAN and ENzI, and their staff for
the hard work they did to send this
critical bill to the President before
July 4. I also want to thank Kimberly
Trzeciak of my staff for her diligence
on the supply chain provisions and
other matters.

I urge my colleagues to support this
bill. It will be something of which we
will be proud. It will confer much safe-
ty on the American people in areas of
very substantial danger; and it will see
to it that, to a modest degree at least,
the industry-supported provisions, in-
cluding those which involved the col-
lection of fees, will begin to work for
the benefit of the American people.

Mr. UPTON. Mr. Speaker, I yield 2
minutes to the gentleman from Texas
(Mr. BURGESS), the distinguished vice
chair of the Health Subcommittee.

Mr. BURGESS. I thank the chairman
for yielding and the Speaker for the
recognition.

Today, we are considering the Food
and Drug Administration’s Safety In-
novation Act, and I urge my colleagues
to support it. This bill reauthorizes
Food and Drug Administration’s user
fee programs. The bill will allow indus-
try to continue to partner in providing
our physicians the tools they need to
prevent and alleviate human suffering.

The legislation retains significant re-
forms that were made in our House bill
and enhances other provisions, such as
those on drug shortages. The bill will
ensure that the Food and Drug Admin-
istration has the scientific and medical
expertise they need when reviewing
products utilizing emerging science, or
for those populations with very rare
diseases.

This bill will spur innovation for
antibiotics, will help those with rare
diseases, and be particularly helpful to
the community of physicians that
takes care of our pediatric cancer pa-
tients.

The Food and Drug Administration is
now required to notify Congress before
issuing guidance regarding the regula-
tion of laboratory-developed tests. I
still believe we should strengthen and
improve CLIA’s oversight of labora-
tory-developed tests, instead of even
contemplating any type of duplicative
regulation.

The bill avoids provisions added by
the other Chamber that I thought
crossed the line into the practice of
medicine by Congress and actually
threatened patient treatment. It will
address numerous other issues to en-
hance the work of the FDA, while cor-
recting missteps of the Agency in such
areas as public input, good guidance
practices, and the manufacture of cus-
tom devices.

The process to this vote from the
very beginning was respectful and re-
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sulted from hundreds of hours of nego-
tiations. Chairman UPTON, thank you,
and Chairman PITTS, Ranking Members
WAXMAN and PALLONE. I specifically
want to thank Ryan Long and Clay
Alspach on the staff of the majority
who sacrificed much to get this prod-
uct to the floor today.

This vote is really about patients
who will be served by the passage of
this bill, and I urge its expeditious pas-
sage.

Mr. PALLONE. Mr. Speaker, I yield 2
minutes to the gentlewoman from Col-
orado (Ms. DEGETTE), who worked very
hard on the drug shortage provisions of
the legislation.

Ms. DEGETTE. Mr. Speaker, I'm de-
lighted to support this bipartisan legis-
lation which addresses critical prob-
lems affecting the safety of drugs and
medical devices in this country. There
are several highlights I'd like to talk
about, like Dr. GINGREY’s incentives for
antibiotic development, or the supply
chain legislation that Mr. DINGELL has
worked on tirelessly for years.

But there’s one issue that I've been
working on on a bipartisan basis
throughout this Congress that I want
to discuss briefly. Drug shortages have
rattled our hospitals, our doctors, and
our families. Figures recently released
by the University of Utah show there
were b6 more newly reported drug
shortages in the U.S. last year than in
2010 when there were 211.

So, again, let me say 211 drugs in
shortage. How can this be happening,
and what can we do about it?

Representative ToM ROONEY from
Florida and I introduced the bipartisan
Preserving Access to Life-Saving Medi-
cations Act, which eventually had 85
cosponsors. The bill creates an early
warning system between the FDA, drug
companies, and providers so a commu-
nity can respond to a drug shortage
quickly and efficiently. It won’t solve
the root problems of the drug shortage
crisis, but it will help providers and
doctors and hospitals identify those
crises and help with the patient.

This February, for example, under a
voluntary program, the FDA stepped in
to allow for temporary emergency im-
portation of the cancer drug, Doxil,
which was in shortage. And at the same
time, the FDA prioritized the review of
a new manufacturer of the same drug
when the cancer drug went into short-
age.

So what our bill will do is make this
program mandatory. What we think it
will do is it will help patients across
the spectrum get the drugs they need.
It will help the hospitals and the pro-
viders identify potential shortages, and
it will help the manufacturers better
make sure that they get the drugs to
the patients that need them.

I'm thrilled that this is contained,
and I want to thank the chairman.
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Mr. UPTON. Mr. Speaker, I yield 1
minute to the distinguished gentleman
from Florida (Mr. STEARNS).
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Mr. STEARNS. My colleagues, this
reauthorization of the FDA’s user fees
will provide stability for the FDA’s
new product review as companies sub-
mit new and innovative drugs, medical
devices, and biologics for approval.

I am especially proud that my bill,
the Faster Access to Specialized Treat-
ments, H.R. 4132, FAST, was included
in the FDA Reform Act. FAST modern-
izes the FDA’s accelerated approval
pathway to reflect scientific develop-
ments that have occurred over the past
20 years. This will allow for new drugs
for people suffering from rare diseases.
There are 30 million Americans suf-
fering from one of over 7,000 rare dis-
eases, but only 250 currently have any
treatment. FAST will save lives.

I am pleased also that the bill in-
cludes the EXPERRT Act, H.R. 4156.
This will help the FDA consult with
medical experts when evaluating drugs
designed for rare diseases, such as cys-
tic fibrosis. As the cofounder of the
Cystic Fibrosis Caucus, I am glad we
are finally providing this tool to the
FDA.

I obviously support the passage of
this bill.

Mr. Speaker, the Food and Drug Administra-
tion Safety and Innovation Act (S. 3187) is
based on user fee negotiations between FDA
and the prescription drug, generic drug, bio-
logic, and medical device industry. This reau-
thorization of the FDA user fees will provide
stability with FDA’s new product review as
companies submit new and innovative devices
and drugs for approval.

This bill is the result of hard work and nego-
tiations between industry and FDA, and the
hard work between Republicans and Demo-
crats, and between the House and the Senate.
This bill is a true bipartisan, bicameral bill that
will serve the American people well.

In codifying the User Fee Agreement, this
committee has included additional provisions
designed to address some of the defects of
the regulatory structure and overreach by the
FDA. Under my Chairmanship of the Oversight
and Investigation Subcommittee, we held a
hearing into FDA’s regulatory efforts in the
medical device space. During our hearing,
many of the witnesses talked about the reluc-
tance of FDA to approve devices and how
FDA continually moved the goalposts for ap-
proval. | am glad that Title VI of this bill in-
cludes a significant number of reform provi-
sions designed to bring certainty to the med-
ical device field.

In addition to reforming approaches to med-
ical devices through Title VI, the FDA’s ap-
proach to rare diseases must also be modern-
ized.

| want to take this opportunity to thank Dr.
Emil Kakkis, Julia Jenkins, Harry Sporidis, Tim
Perrin, Steve Stranne, everyone at the
EveryLife Foundation for Rare Diseases, Pat
Furlong, Nick Manetto, everyone at the Parent
Project Muscular Dystrophy, and the other 150
rare disease groups that supported FAST and
ULTRA. In 2011, | met with Dr. Kakkis who in-
troduced me to two parents who had children
with rare diseases and limited options as most
rare diseases do not have treatments. One
parent talked about his frustration at not hav-
ing any treatments, except for a drug trial hap-
pening in Europe, not the United States. We

CONGRESSIONAL RECORD —HOUSE

talked about how we need FDA to properly
address the issue of drug approval for the rare
disease community, which led to examining
the Accelerated Approval pathway and trying
to modernize it. We developed the Unlocking
Lifesaving Treatments for Rare-Diseases Act
(ULTRA, H.R. 3737), which | introduced with
my friend and colleague, Rep. ED TOWNS, to
nudge the FDA into using Accelerated Ap-
proval for rare diseases.

However, after further review of the law,
FDA’s history of usage of Accelerated Ap-
proval and the feedback we received from
stakeholders, we realized that amending the
law was not sufficient. Instead, we worked
with all the stakeholders to rewrite the entirety
of the Accelerated Approval statute. In March,
Representative TOWNS and | introduced the
Faster Access to Specialized Treatments Act
(FAST, H.R. 4132). FAST updates and mod-
ernizes Section 506 of the Food, Drug & Cos-
metic Act, and updates the Accelerated Ap-
proval statute to reflect two decades worth of
medical sciences that has occurred since Ac-
celerated Approval was first created. FAST will
help FDA implement broadly effective proc-
esses for the expedited development and re-
view of innovative new medicines intended to
address unmet medical needs for serious or
life-threatening diseases by using modern sci-
entific tools.

The use of surrogate endpoints may result
in fewer, smaller or shorter clinical trials with-
out compromising FDA’s existing high stand-
ards for safety or efficacy. Surrogate and clin-
ical endpoints only need to be reasonable pre-
dictors of clinical benefit to support acceler-
ated approval. They do not need to be vali-
dated or proven first. The changes made to
current law permitting the Secretary to require
validation of surrogates following accelerated
approval is not intended to change FDA'’s long
history of granting accelerated approval based

on unvalidated, but predictive, surrogate
endpoints.
Additionally, FAST includes explicit lan-

guage for FDA to think about the challenges
of rare diseases when developing their guid-
ance and gives the rare disease community
an opportunity to publically comment on FDA’s
draft guidance. FAST ensures that the voices
of the 30 million Americans with a rare dis-
ease will be heard by FDA. There are about
7,000 rare diseases and only about 250 have
any treatment. FAST will save lives, and give
a voice to the voiceless; and | am glad it is in
the final bill.

Lastly, the committee included the Expand-
ing and Promoting Expertise in Review of
Rare Treatments, (EXPERRT Act, H.R. 4156),
a bill my fellow Co-Chairs of the Cystic Fibro-
sis Caucus and | introduced. EXPERRT will
have the FDA consult with experts in rare dis-
eases. This will ensure that FDA has access
to the knowledge needed when dealing with
drug approvals for diseases where FDA may
lack subject matter expertise. As one of the
Co-Founders of the Cystic Fibrosis Caucus, |
am glad that we are giving this tool to the
FDA. | also want to thank Stephanie Krenrich
and the Cystic Fibrosis Foundation for all their
hard work in developing EXPERRT.

| would like to submit these letters from the
EveryLife Foundation for Rare Diseases and
the Parent Project Muscular Dystrophy into the
RECORD.

S. 3187 is a good bill that will help new
drugs and new medicines get into the market
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and be available to patients. | support pas-
sage of the FDA Safety and Innovation Act.

PARENT PROJECT
MUSCULAR DYSTROPHY,
Hackensack, NJ, June 20, 2012.
Hon. CLIFF STEARNS,
U.S. Congress, Washington, DC.
Rayburn House Office Building,

DEAR REPRESENTATIVE STEARNS: On behalf
of all patients and families living with
Duchenne muscular dystrophy—the most
common form of muscular dystrophy and the
most common lethal genetic condition diag-
nosed in childhood—Parent Project Muscular
Dystrophy (PPMD) would like to express its
deep gratitude for your efforts to include
provisions of deep interest to the rare dis-
ease community in S. 3187, the Food and
Drug Administration Safety and Innovation
Act. The final user fee reconciliation pack-
age between the House of Representatives
and Senate includes a number of measures
that will accelerate the Food and Drug Ad-
ministration (FDA) process of reviewing po-
tential therapies for serious life-threatening
conditions like Duchenne, will ensure that
the patient voice has a seat at the table
when key decisions are made, and will incent
industry to develop treatments for pediatric
rare diseases.

As you know, Duchenne muscular dys-
trophy exemplifies the challenges faced by
many patients and families afflicted by rare
diseases. It is a fatal condition with most pa-
tients not living past their late 20s, and the
only approved therapies are steroids, which
cause significant complications long-term.
With nearly 20 potential therapies in various
stages of clinical trials, our community is
hopeful that better times are ahead, and we
recognize that a more efficient FDA attuned
to the needs of the rare disease patient popu-
lation is critical to our success. Again, we
are most appreciative of your efforts to en-
sure that the above mentioned provisions
were included in the final legislation. On be-
half of Duchenne and the broader rare dis-
ease community, thank you for your leader-
ship and support.

Sincerely,
PAT FURLONG,
Founding President and CEO.
EVERYLIFE FOUNDATION
FOR RARE DISEASES,
Novato, CA, June 19, 2012.
Hon. CLIFF STEARNS,
House of Representatives, Rayburn House Office
Building, Washington, DC.
Hon. EDOLPHUS TOWNS,
House of Representatives, Rayburn House Office
Building, Washington, DC.

DEAR REPRESENTATIVES STEARNS AND
TowNS: On behalf of the EveryLife Founda-
tion for Rare Diseases and our 180 patient or-
ganization partners, thank you for cham-
pioning the FAST Act which is included in
The Food and Drug Administration Safety
and Innovation Act, S. 3187. This essential
legislation will improve access to the Accel-
erated Approval pathway for rare diseases
and spur the development of lifesaving treat-
ments.

Currently, there are fewer than 400 ap-
proved treatments for 7,000 rare diseases af-
fecting more than 30 million Americans.
Without a treatment, diagnosis of a rare dis-
ease can be a death sentence for these pa-
tients, many of whom are young children.
The science exists for many of these diseases
to be treated, and the inclusion of this legis-
lation will provide a more predictable devel-
opment and regulatory pathway to unlock
the investment potential for rare disease
treatments.

The language from the FAST Act will fix a
“‘catch-22”’ that prevents very rare diseases
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from accessing the Accelerated Approval
pathway. We applaud you both for your tre-
mendous leadership in ensuring that this es-
sential provision be included in the FDA user
fee legislation. This provision provides FDA
the ability to utilize all the tools available
to them to help bring new drugs to market
to treat rare and ultra-rare diseases while
maintaining the FDA’s strong safety and ef-
ficacy standards. Access to the Accelerated
Approval pathway will significantly decrease
the time and cost to develop a treatment and
has been extremely successful in getting
treatments approved for cancer and AIDS pa-
tients. Additionally, this provision has an
added benefit of promoting private invest-
ment in new biotechnology companies and
job growth in the United States.

We thank you for your strong commitment
to accelerating the delivery of safe and effec-
tive therapies to patients in need. We also
would like to thank the more than 200 pa-
tient organizations including Parent Project
Muscular Dystrophy, and the thousands of
patient advocates who worked to support
this legislation. Passage of this legislation is
testament of perseverance of the rare disease
community and the commitment of the Con-
gress to promote the development of life-
saving treatments.

Sincerely,
EMIL KAKKIS,
President.

Mr. PALLONE. Mr. Speaker, I yield
1%2 minutes to the gentlewoman from
California (Mrs. CAPPS).

Mrs. CAPPS. I thank my colleague
for yielding.

Mr. Speaker, I rise today in strong
support of the FDA Safety and Innova-
tion Act. This bipartisan effort will im-
prove the health and safety of the
American people; and at the same
time, it will support good jobs and in-
novation in the health care industry. I
am especially pleased that this bill in-
cludes two provisions which I authored:

The first is modeled on my SAFE De-
vices Act, which will improve the post-
market surveillance of medical devices
and the implementation of the unique
device identifier program. This essen-
tial provision will allow us to identify
potential device problems early, there-
by protecting patients and identifying
issues when they are easier and less
costly to address;

The second provision I authored
comes from my bipartisan HEART for
Women Act, which the House has
passed two times. It requires the FDA
to report on the availability of new
drug and device safety and efficacy
data by sex, age, and racial and ethnic
subgroups. Drugs and devices can have
dissimilar effects among various popu-
lations, and this provision will help re-
duce substantial disparities in health
care, especially for women and minori-
ties.

So I thank the chairmen and ranking
members for their leadership on the
FDA Safety and Innovation Act and for
their support of these two provisions. I
urge my colleagues to support this bi-
partisan bill.

Mr. UPTON. Mr. Speaker, I yield 1
minute to the distinguished gentle-
woman from North Carolina, the vice
chair of the Energy and Commerce
Committee, Mrs. MYRICK.
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Mrs. MYRICK. Thank you, Mr. Chair-
man.

The bill before us contains critical
improvements to the current Ilaw.
Among them is the creation of a pri-
ority review voucher program for com-
panies that develop treatments for rare
pediatric diseases. I am pleased with
this and other advances.

Yet the long-term success or failure
of crucial drug and device approvals
doesn’t just depend on approving new
funds and guidelines for the FDA. It
also depends on instilling a culture at
the FDA that seeks out practical solu-
tions to the diseases that our constitu-
ents face. The FDA must recognize
that patients, especially those with
fatal illnesses, deserve to have poten-
tial treatments made available.

Whenever possible, the FDA should
use all the tools it has available to ap-
propriately warn doctors and patients
of risks associated with a treatment
without removing patient access. Pa-
tients facing fatal diagnoses, whether
it’s metastatic cancer, ALS or others,
should be given the benefit of the doubt
unless treatments are very risky. This
should be a guiding principle of the
FDA and not simply a consideration.

I urge the support of the bill.

Mr. PALLONE. Mr. Speaker, I yield 1
minute to the gentleman from New
York (Mr. ENGEL).

Mr. ENGEL. I thank my friend for
yielding to me.

I rise in strong support of S. 3187, the
Food and Drug Administration Safety
and Innovation Act of 2012.

This is one of these rare occasions
these days when Congress is working in
a bipartisan manner to get good things
done. This bipartisan, bicameral agree-
ment is something of which we can all
be proud; and it is a prime example,
again, of the good legislative work that
can be done by this body when com-
promises are accepted.

In particular, I would like to thank
the chairmen and ranking members of
the full Energy and Commerce Com-
mittee and of the Health Sub-
committee for their hard work to final-
ize this bill in such a timely manner. I
would also like to thank them for in-
cluding the reauthorization of the Crit-
ical Path Public-Private Partnerships
in this legislation, something for which
I pushed for a long time so that needed
improvements in regulatory science
can continue.

I believe this bill will help meet the
needs of the FDA industry and, most
importantly, of the patients. I look for-
ward to its passage.

Mr. UPTON. I yield 1 minute to the
distinguished gentleman from Pennsyl-
vania, Dr. MURPHY.

Mr. MURPHY of Pennsylvania. Mr.
Speaker, what good are life-saving
drugs if you can’t afford them?

That’s why real reform of the Na-
tion’s health care system begins with
promoting quality and affordability. I
am excited this legislation is moving
forward because the FDA will finally
have a system for bringing more life-
saving generic drugs to market.
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Today’s bill authorizes the first ge-
neric drug user-fee program in order to
expedite the approval of generics,
which are only a fraction of the cost of
brand-name drugs. Generic medica-
tions can save a patient $1,000 a year on
medication alone, but it may well yield
billions in savings across our Nation
when affordable generic drugs are used
to treat acute and chronic illness.
Right now, consumers are spending
millions, if not billions, more in out-of-
pocket costs because the FDA doesn’t
have the resources to tackle 2,800 ge-
neric applications awaiting review.

There will be fewer strokes, heart at-
tacks, and cases of cardiovascular dis-
ease when this bill moves forward into
law, and we will be assured the medi-
cines our families take are of the high-
est quality. Under this bill, regulators
will no longer be able to look past Chi-
na’s history of tainted drugs, like the
2007 heparin scare that killed 200 peo-
ple.

I would like to thank Congressmen
DINGELL and WAXMAN and Chairman
UPTON for moving forward with this bi-
partisan bill. I urge its adoption.

Mr. PALLONE. Mr. Speaker, I in-
quire of how much time remains on
both sides.

The SPEAKER pro tempore. The gen-
tleman from New Jersey has 6% min-
utes remaining, and the gentleman
from Michigan has 9 minutes remain-
ing.

Mr. PALLONE. I now yield 1%2 min-
utes to the gentleman from North
Carolina (Mr. BUTTERFIELD).

Mr. BUTTERFIELD. Let me thank
you, Mr. PALLONE, for yielding the
time, and I thank you so very much for
your leadership on the Health Sub-
committee. You do extraordinary work
on our committee.

Mr. Speaker, I rise today in support
of S. 3187, the amended version of the
Food and Drug Administration Safety
and Innovation Act. I strongly support
this bill, and I am particularly pleased
that the intent of H.R. 3059, the Cre-
ating Hope Act, sponsored by my good
friend from Texas (Mr. McCAUL) and
myself, was included in the final bill.

I am thrilled to highlight section 908,
the Rare Pediatric Disease Priority Re-
view Voucher Incentive program. The
program will incentivize pharma-
ceutical 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 the FDA review of
more profitable drugs in return for de-
veloping treatments for rare pediatric
diseases. I think that is a good trade-
off.

I would like to thank Mr. McCAUL,
Mr. WAXMAN, Mrs. MYRICK, and all of
those who have worked on this bill
with us. I want to thank our Senate
colleagues, Messrs. CASEY and BROWN,
for working diligently with me and our
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colleagues to see to its inclusion. Fi-
nally, I want to recognize Nancy Good-
man, with Kids Versus Cancer, who
continues to be a tireless advocate for
this issue.

Mr. UPTON. Mr. Speaker, I yield 1
minute to a member of the committee,
the distinguished gentleman from Cali-
fornia (Mr. BILBRAY).

Mr. BILBRAY. Mr. Speaker, I stand
in support of this bill.

I want to thank Chairman UPTON and
the leadership on both sides of the aisle
for getting together and doing what’s
right for the American people.

In this time that we talk about eco-
nomic strife, we’ve got to remember
that the FDA can be a friend or an
enemy of not only our health but also
of our jobs and our economic opportu-
nities. In California alone, Mr. Speak-
er, we have over 267 people working in
the pharmaceutical industry.
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We have over 42,000 just working in
San Diego County.

This bill will not only help to protect
jobs, but this bill is a bipartisan bill to
save lives. What better message can we
send to the American people than
Washington is listening to the fact
that they want bipartisan support and
bipartisan efforts and bipartisan suc-
cesses on things that matter?

This bill is something that matters.
We’re talking about preserving the eco-
nomic opportunities of our fellow citi-
zens, and we’re talking about saving
the lives of our family members and
our neighbors.

Mr. PALLONE. Mr. Speaker, I yield 2
minutes to the gentleman from Massa-
chusetts (Mr. MARKEY).

Mr. MARKEY. I would like to thank
Chairman UPTON and Chairman PITTS
and Ranking Member WAXMAN and
Ranking Member PALLONE and their
staffs for their work in bringing the
FDA Safety and Innovation Act to the
floor today.

Passing this bill will allow the FDA
to continue its critical mission of
bringing safe and effective drugs and
medical devices to the patients who
need them. Reviewing drug and device
applications has become increasingly
challenging. Medical breakthroughs of
today often target rare diseases or ge-
netic subsets of those diseases. FDA re-
viewers must now assess a growing
pipeline of very specialized treatments.

I'm pleased that this bill includes
language I helped author to improve
collaboration between FDA and exter-
nal experts in rare diseases like cystic
fibrosis and sickle cell disease.

The bill before us today also includes
an important provision I helped author
to ensure that the millions of Ameri-
cans who are blind or visually impaired
have safe and independent access to the
information on prescription drug la-
bels. No one should have to sacrifice
their privacy or independence to access
the vital information on these bottles,
and I'm glad we’re taking steps to ad-
dress that here today.
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Finally, this bill helps increase the
availability of pediatric medical de-
vices and ensures that medications are
tested and labeled appropriately for
children. I was proud to work on these
provisions with my colleagues, Con-
gresswoman KESHOO and Congressman
ROGERS.

I would have liked to have seen addi-
tional measures included in this bill to
ensure the safety of medical devices
based on defective models that have al-
ready been approved by the FDA, that
unfortunately continue to be sold and
jeopardize patients’ health all across
this country. I am going to continue to
work on this critical issue. I believe
it’s a problem that we must solve. Once
the FDA approves a device and then it
turns out that there’s a defect, there
should be no excuse for allowing new
companies to build their devices based
upon the old approved defective model
that the FDA had approved. Tens of
thousands of Americans are put in
jeopardy, and I would like to work to
solve that problem.

Nonetheless, this is an excellent
piece of legislation, and I hope that the
House gives it its overwhelming ap-
proval.

Mr. UPTON. Mr. Speaker, I yield 2
minutes to the distinguished gen-
tleman from Georgia, Dr. GINGREY, a
member of the committee.

Mr. GINGREY of Georgia. Mr. Speak-
er, I thank the gentleman for yielding.

The FDA Safety and Innovation Act
of 2012 may not be a great bill, but it is
a darn good bill. And as a physician
and a member of the Energy and Com-
merce Committee, I strongly support
it.

As my colleagues have said on both
sides, this is a bicameral, bipartisan
piece of legislation, and yes, we can get
our work done. I want to particularly
thank Chairman UPTON, Ranking Mem-
ber WAXMAN, Health Subcommittee
Chairman PI1TTs, Ranking Member
PALLONE, and all of the Members that
have worked so hard on this really
vast, huge bill that covers a lot of
things, not the least of which, of
course, is to provide 65 percent of the
funding for the FDA so they can, in-
deed, hire the best and brightest sci-
entists so they get their work done in
a timely manner, get new drugs to the
market, medical devices, and bottom
line, keep the health care system in
this country the best in the world for
our constituents and our patients.

Mr. Speaker, I want to mention one
particular aspect of the bill that I was
very much involved in, and that’s this
issue of antibiotic shortage. The bill as
it stood alone was called the GAIN Act,
and I had a tremendous amount of help
on both sides of the aisle. On the
Democratic side, there was Congress-
woman ESsHOO, Congresswoman
DEGETTE, and Congressman GENE
GREEN. On my side of the aisle, there
was MIKE ROGERS of Michigan, Mr.
SHIMKUS, and Mr. WHITFIELD. What we
do with that portion of the bill is to
provide an opportunity for the manu-
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facturers of antibiotics to have an ad-
ditional 5 years of exclusivity so they
can bring these innovative fifth- and
sixth-generation antibiotics to the
market and still have an opportunity
to recoup the investment and the ex-
pense of doing so.

I want to just say to my colleagues
on both sides of the aisle, it’s a proud
day, I think, for all of us, for Chairman
Emeritus DINGELL, the former chair-
man on our side of the aisle, Mr. BAR-
TON, and everybody involved in this
bill. I thank all of you. Let’s all unani-
mously support this bill.

Mr. PALLONE. Mr. Speaker, I have
no additional speakers, so I will reserve
the balance of my time.

Mr. UPTON. Mr. Speaker, I yield 1
minute to the gentleman from New
Jersey (Mr. LANCE), a member of the
committee.

Mr. LANCE. Thank you, Mr. Chair-
man.

Mr. Speaker, such legislation will en-
sure that patients get improved access
to innovative, lifesaving therapies and
medical devices while protecting and
creating U.S. jobs. The bill is critically
important to New Jersey, where we
have a high concentration of medical
device, pharmaceutical, and life
science employees.

I'm pleased that the conference re-
port contains provisions important to
streamline and modernize FDA regula-
tions while promoting patient safety.
Just as important, today’s measure is
fiscally responsible, reducing the def-
icit by $311 billion over the next 10
years according to the CBO.

I thank Chairman UPTON, Chairman
PiTTs, Ranking Member WAXMAN,
Ranking Member PALLONE, and mem-
bers of the Energy and Commerce Com-
mittee for working together in a bipar-
tisan capacity on a final bill that pro-
tects patients and brings much needed
certainty to the medical and bio-
pharmaceutical industries. This is the
way Congress should work.

Mr. UPTON. Mr. Speaker, I yield 1
minute to the gentleman from Ken-
tucky (Mr. GUTHRIE).

Mr. GUTHRIE. Mr. Speaker, I appre-
ciate the gentleman for yielding.

I rise today in support of the legisla-
tion to reauthorize the Prescription
Drug and Medical Device User Fee Act
and authorize new user fee programs
for generic drugs and biosimilars. The
legislation also includes important re-
forms to grant patients improved ac-
cess to new therapies and promotes in-
novation and job creation.

Jobs and the economy are top issues
for most Americans, and this bill fo-
cuses on that. As a manufacturer, I've
heard many stories from many device
manufacturers across the country
about problems they face with the FDA
and how those struggles are making it
harder for them to manufacture in
America.

This bill includes important changes,
including one that I championed, to re-
form the FDA’s guidance process that
will inject certainty into the process
and create more American jobs.
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This bill is an example of working in
a bipartisan way to achieve a quality
product that creates jobs. I thank the
chairman and the ranking member for
their work. And, Mr. Speaker, I urge
my colleagues to support this bill.

The SPEAKER pro tempore (Mr.
DANIEL E. LUNGREN of California). The
gentleman from New Jersey has 3 min-
utes remaining, and the gentleman
from Michigan has 4 minutes remain-
ing.

Mr. PALLONE. Mr. Speaker, I yield
30 seconds to the gentleman from Vir-
ginia (Mr. MORAN).

Mr. MORAN. Mr. Speaker, I don’t op-
pose the bill, but I do have concerns
about one element of this bill, and that
is the provision that affects whistle-
blowers in the Public Health Service.

The law that would apply to these
employees is that of the military, the
Defense Department, which, frankly, is
weaker than that which applies to pro-
tecting whistleblowers who are in the
civil service, civilian whistleblowers.

I do think protection of whistle-
blowers needs to be a priority. In this
case, I would hope that we could work
in subsequent legislation to protect the
rights of whistleblowers who are essen-
tial to our being able to do our job, as
well as those people in the executive
branch. I just wanted to make note of
that point.
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Mr. UPTON. Mr. Speaker, I yield 1
minute to the gentleman from New
Hampshire (Mr. BASS), a member of the
committee.

Mr. BASS of New Hampshire. I thank
the distinguished chairman of the com-
mittee for recognizing me for 1 minute.

Mr. Speaker, I rise in strong support
of the Food and Drug Administration
Safety and Innovation Act.

The user fee process at the FDA is a
vital element in maintaining oper-
ations at the FDA to bring valuable
drugs and devices through the approval
pathway and to market. I am opti-
mistic that, with the enhanced finan-
cial incentives and resources available
to the FDA included in the user fee
agreements, we will see shorter ap-
proval times and more products avail-
able to patients.

Throughout this process, there has
been a commitment to addressing the
unique issues associated with the rare
disease community and bringing it to
the forefront of this debate. And I am
proud to have had my bill, the Humani-
tarian Device Reform Act, included as
a provision in this device regulatory
section. This language will make it
easier for medical device manufactur-
ers to create devices specifically for
the treatment of individuals, both chil-
dren and adults, who are afflicted with
very rare diseases.

With this increased focus on pro-
viding incentives to manufacturers to
invest in the development of these de-
vices and drugs, it can be an attainable
goal for an individual and family af-
fected by rare diseases to not only im-
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prove the quality of life but possibly
even find a cure.

Mr. UPTON. Mr. Speaker, I yield 1
minute to the gentleman from Min-
nesota (Mr. PAULSEN).

Mr. PAULSEN. Mr. Speaker, I want
to applaud, first of all, the chairman,
the subcommittee chairman, and the
ranking members for their leadership
in bringing this bipartisan package to
the floor.

Mr. Speaker, nearly every week, I get
a chance to tour a medical device com-
pany in my district. And almost every
week, I hear a similar story from these
companies that talk about how the
FDA has become so burdensome and
bureaucratic and inefficient that they
move the goalpost in the process of the
device approval process. As a result,
some of these companies are closing
their doors. Some of these companies
are investing overseas and moving jobs,
as opposed to keeping them in their
home State of Minnesota or here in the
United States.

Unfortunately, it seems that Wash-
ington tends to thrive on these types of
bureaucracies and inefficiencies. And I
think the package that is before us
today is designed to help correct that.
The FDA review process needs to be
rigorous, but it also needs to be rel-
evant. You have heard that message
time and time again: We have to find
ways to streamline and modernize the
FDA so that the United States can re-
main the leader in global medical inno-
vation.

This package absolutely moves us
closer to meeting all of those goals.
These reforms will make the device ap-
proval process much more transparent,
much more consistent, and much more
predictable. And specifically, I'm
happy that my provisions to stream-
line the third-party review process
were included as well.

I want to thank the chairman and
Members for their bipartisan support,
and I urge the support of my col-
leagues.

Mr. UPTON. Mr. Speaker, may I ask
how much time remains on each side?

The SPEAKER pro tempore. The gen-
tleman from Michigan has 2 minutes
remaining, and the gentleman from
New Jersey has 2% minutes remaining.

Mr. UPTON. Mr. Speaker, I have no
further requests for time. So if the gen-
tleman wants to close, then I will
close.

The SPEAKER pro tempore. The gen-
tleman from New Jersey is recognized
for 2% minutes.

Mr. PALLONE. Thank you,
Speaker. I won’t use all the time.

I just want to stress, again, that the
process of getting this bill passed and
moved both here and in the Senate has
been just a great model, if you will, for
what we can do when we want to get
together and work together on a bipar-
tisan, bicameral basis. So I can’t say
enough about everyone who was in-
volved on both sides of the aisle and
staff for making this happen today.

I also want to reiterate some of the
things that some of my colleagues have
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said about how important this is. Be-
cause it’s on a suspension, some people
may say, Well, how important is it? It
is extremely important. And some of
those sentiments have been echoed by
those who talk about the drug and
medical device industry, which is real-
ly so important to this country.

We pride ourselves on innovation. As
some of you know, many of these com-
panies are in my district. And we pride
ourselves on the fact that Thomas Edi-
son had his lab at Menlo Park, in my
district, and that we are an innovative
area in New Jersey, and New Jersey as
a whole. But innovation can’t continue
to happen in this industry unless we
continue to have an FDA process that
runs smoothly and effectively.

The fact of the matter is that this
legislation is designed to make sure
that that continues to happen, that the
money is available so we can have an
efficient process that continues to
make the United States the innovator
in the area of pharmaceuticals and
medical devices.

I'm very proud to have been part of
this today. I urge everyone to support
the bill. I thank my colleagues.

I yield back the balance of my time.

The SPEAKER pro tempore. The gen-
tleman from Michigan is recognized for
2 minutes.

Mr. UPTON. Thank you, Mr. Speak-
er.
Mr. Speaker, I just want to say that
with all of the positive comments here,
this bill was not a piece of cake. There
was a lot of hard work on both sides of
the aisle, particularly by the staff on
both sides of the aisle. Again, I want to
cite Clay and Ryan on our staff.

But let’s face it: All of us particu-
larly involved on the health side of the
issues, as we meet with different folks
afflicted with different diseases, we
want to find a cure. And it would be
great to find that cure here in America
because we have outstanding pharma-
ceutical industries that have the talent
and the staff to work with the different
departments, whether it be the NIH,
the CDC, certainly the FDA.

So we really did set out last summer
to embark on a good listening session
to find out what it is that we needed to
do not only to find the cures and the
prescriptions but the right process for
them to be approved so that those com-
panies that are willing to make that
investment would stay here in America
and not go overseas. Because we really
do want it made in America. We have
the best folks here. And that’s what
this bill does.

The hard work in so many of the
hearings that JOE PITTS led with Mr.
PALLONE, the work, the amendments,
the subcommittee, the full committee,
that whole process to get it done before
it really expired later on this year is so
important not only to the workers but,
more importantly, to the patients.

So dealing with the drug shortages
and working with Mr. McCAUL and the
different rare diseases, all of those dif-
ferent elements, we were able to weave
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into what I think is a mighty fine,
strong bill. And to then, of course,
work with our counterparts in the Sen-
ate, whom we often bash here, but they
actually stayed with us, and we were
able to work in a very strong bipar-
tisan way to get our two bills refined
and done in order to bring up on the
House floor this afternoon.

I want to compliment everyone—and
certainly Mr. WAXMAN, who is back on
the floor—our leadership, the team
that we had on both sides of the aisle
and, again, our hardworking staff that
really worked so hard to get this done,
which impacts millions of lives.

I urge my colleagues to support this
bill, and I yield back the balance of my
time.

Mr. RAHALL. Mr. Speaker, | support the
passage of the Food and Drug Administration
Reform Act, which reauthorizes vital programs
that will ensure the FDA continues to study
and approve life-saving drugs and medical de-
vices and work to prevent drug shortages of
much needed medications.

| am concerned, however, that the Congress
is not doing more to fight prescription drug
abuse. Members of the House were not per-
mitted to offer amendments to address pre-
scription drug addiction when this measure
came before us last month, even though the
FDA has a vital role in regulating the addictive
qualities of drugs that are manufactured and
ensuring sufficient education and awareness
for health care providers and the general pub-
lic.

This conference report is a bittersweet pill to
swallow. While it includes a provision that will
ban the sale of dangerous synthetic drugs,
which | support and the House of Representa-
tives passed late last year, the FDA’s pro-
grams could have been strengthened signifi-
cantly to address substance abuse and its im-
pact on our Nation’s economic and security
needs.

If one reads any newspaper in southern
West Virginia, you will undoubtedly find down-
right scary stories of families, children and
seniors devastated by prescription drug abuse,
and the crime that it engenders. As many of
my colleagues know, fighting back against this
unending wave of abuse will take the action of
all—local, state and federal governments. |
have introduced legislation, as have a number
of my colleagues who serve in the Prescription
Drug Abuse Caucus, which would arm our law
enforcement, physicians, and local commu-
nities in this fight—making it harder for pills to
get into the wrong hands and be misused, and
ensuring that all prescriptions are properly
monitored.

Though this bill mentions the need to com-
bat abuse of prescription drugs, it is not nearly
strong enough, nor should we consider it suffi-
cient, in addressing what has become a crisis
in too many Appalachian communities. Our
families and communities need more than rec-
ommendations—they need action, and they
simply cannot wait any longer for help.

| urge House leadership to work with mem-
bers of this body who are committed to fight-
ing back against this plague and saving our
communities to consider legislation that will
stop this scourge.

Mr. DENT. Mr. Speaker, | rise in support of
the Food and Drug Administration Safety and
Innovation Act and particularly the provisions
related to synthetic drugs.
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| introduced H.R. 1254, the Synthetic Drug
Control Act, after the issue of synthetic or de-
signer drugs was first brought to my attention
by a constituent whose son had been abusing
legal substitutes for marijuana.

H.R. 1254 passed the House by a strong,
bipartisan vote of 317 to 98 this past Decem-
ber.

After months of hard work, | am glad to see
that similar language has been included in the
House Amendment to the Senate-passed FDA
reform bill. |1 would like to thank Chairmen
UPTON and SMITH for their diligent efforts in
advancing this legislation.

This legislation will finally add a long list of
dangerous drugs to Schedule | of the Con-
trolled Substances Act.

It covers synthetic cannabinoids, which af-
fect the brain in a manner similar to marijuana
but can actually be even more harmful, as well
as many of the chemicals used in so-called
“bath salts,” which have properties similar to
cocaine, methamphetamine, LSD, and other
hard street drugs.

It will also double the amount of time that
DEA may temporarily ban a new substance
while working to prove that the drug in ques-
tion should be banned permanently.

As we speak, the proliferators of these
deadly chemicals are working on new for-
mulas to circumvent Federal law.

This additional time will enhance DEA’s abil-
ity to combat new and emerging substances.

This legislation is especially timely given the
recent reports of inhuman and psychotic acts
committed by individuals high on bath salts.

Last month, we all heard the horrifying story
of a Miami man who stripped naked, assaulted
another individual, and chewed his face off be-
fore being shot dead by the police.

Last year, a man in my district was arrested
after injecting himself with bath salts and firing
a gun out of his window in a university neigh-
borhood. He later attributed his actions to a
drug-induced state of paranoia.

Poison control centers nationwide have re-
ported exponential increases in calls related to
synthetic drugs, and far too many deaths have
resulted both from overdoses and the Psy-
chotic behavior that the drugs induce.

For the inclusion of this important public
safety language and for the many ways this
legislation will spur economic growth and med-
ical innovation, | urge all of my colleagues to
vote in favor of the underlying bill.

The SPEAKER pro tempore. The
question is on the motion offered by
the gentleman from Michigan (Mr.
UpTON) that the House suspend the
rules and pass the bill, S. 3187, 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.
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MOTION TO INSTRUCT CONFEREES
ON H.R. 4348, SURFACE TRANS-
PORTATION EXTENSION ACT OF
2012, PART II
Mr. McKINLEY. Mr. Speaker, I have

a motion at the desk.

The SPEAKER pro tempore.

Clerk will report the motion.

The
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The Clerk read as follows:

Mr. McKINLEY moves that the man-
agers on the part of the House at the
conference on the disagreeing votes of
the two houses on the Senate amend-
ment to the bill H.R. 4348 be instructed
to insist on the provisions contained in
title V of the House bill (relating to
coal combustion residuals).

The SPEAKER pro tempore. Pursu-
ant to clause 7 of rule XXII, the gen-
tleman from West Virginia (Mr. McKIN-
LEY) and the gentleman from Cali-
fornia (Mr. WAXMAN) each will control
30 minutes.

The Chair recognizes the gentleman
from West Virginia.

Mr. MCKINLEY. Mr. Speaker, I yield
myself 7 minutes.

Concrete is a fundamental element of
roads, bridges, and infrastructure
projects, and an important element of
concrete is coal ash. This is now the
fourth time the House has affirmed and
reaffirmed its support for the bene-
ficial use of recycling coal ash.

Currently, the conference committee
on H.R. 4348 is deep in productive nego-
tiations, and strong bipartisan com-
promises have occurred relative to the
coal ash provision. My intent today is
to urge the conferees to continue these
bipartisan negotiations and retain this
important, cost-saving provision in the
final bill.

We’re not here to rehash the same
ideologically motivated arguments
that we have heard from the extrem-
ists. Simply put, we are here to help
put people back to work, to give Amer-
ican businesses certainty, and to pro-
tect the health and environment of our
families and friends.

For those who say coal ash is irrele-
vant to roads and Dbridges, they
couldn’t be further from the truth.
Concrete suppliers have been incor-
porating coal ash into concrete mix-
tures since the construction of the
Hoover Dam over 80 years ago. Without
coal ash, the cost of construction
projects would increase by $100 billion,
according to the American Road and
Transportation Builders Association,
thereby reducing the amount of mon-
eys available for roads and bridges and
infrastructure in America.

Keep in mind, less construction re-
sults in fewer jobs. By retaining this
bipartisan section of the highway bill,
Congress will be also protecting the
316,000 jobs that are at stake in the re-
cycling of fly ash—jobs involving con-
crete block, brick, drywall, ceramic
tile, bowling balls, and even in the cos-
metics industry. For those who have
been asking where the jobs bills are,
this is a jobs bill.

Among the supporters of this lan-
guage are the Chamber of Commerce,
the National Association of Manufac-
turers, the International Brotherhood
of Electrical Workers, the United Mine
Workers, the United Transportation
Union, the American Road and Trans-
portation Builders Association, the
International Brotherhood of Boiler-
makers, and the AFL-CIO’s building
and construction trades.
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