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(3) in subsection (g), by inserting before
the period ‘¢, except that no sponsor of a rare
pediatric disease product application may re-
ceive more than one priority review voucher
issued under any section of this Act with re-
spect to the drug for which the application is
made.”

(b) RULE OF CONSTRUCTION.—Nothing in
this Act, or the amendments made by this
Act, shall be construed to affect the validity
of a priority review voucher that was issued
under section 529 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 360ff) before the
date of enactment of this Act.

SEC. 3. GAO REPORT.

(a) STUDY.—The Comptroller General of
the United States shall conduct a study on
the effectiveness of awarding priority review
vouchers under section 529 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
360ff) in providing incentives for the develop-
ment of drugs that treat or prevent rare pe-
diatric diseases (as defined in subsection
(a)(3) of such section) that would not other-
wise have been developed. In conducting such
study, the Comptroller General shall exam-
ine the following:

(1) The indications for which each drug for
which a priority review voucher was awarded
under such section 529 was approved under
section 505(b)(1) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355(b)(1)) or sec-
tion 351(a) of the Public Health Service Act
(42 U.S.C. 262(a)).

(2) Whether the priority review voucher
impacted sponsors’ decisions to invest in de-
veloping a drug to treat or prevent a rare pe-
diatric disease.

(3) An analysis of the drugs for which such
priority review vouchers were used, which
shall include—

(A) the indications for which such drugs
were approved under section 505(b)(1) of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355(b)(1)) or section 351(a) of the Pub-
lic Health Service Act (42 U.S.C. 262(a));

(B) whether unmet medical needs were ad-
dressed through the approval of such drugs,
including, for each such drug—

(i) if an alternative therapy was previously
available to treat the indication; and

(ii) if the drug provided a benefit or advan-
tage over another available therapy:;

(C) the number of patients potentially
treated by such drugs;

(D) the value of the priority review vouch-
er if transferred; and

(E) the length of time between the date on
which a priority review voucher was awarded
and the date on which it was used.

(4) With respect to the priority review
voucher program under section 529 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 360ff)—

(A) the resources used by the Food and
Drug Administration in implementing such
program, including the effect of such pro-
gram on the Food and Drug Administration’s
review of drugs for which a priority review
voucher was not awarded or used;

(B) the impact of the program on the pub-
lic health as a result of the review and ap-
proval of drugs that received a priority re-
view voucher and products that were the
subject of a redeemed priority review vouch-
er; and

(C) alternative approaches to improving
such program so that the program is appro-
priately targeted toward providing incen-
tives for the development of clinically im-
portant drugs that—

(i) prevent or treat rare pediatric diseases;
and

(ii) would likely not otherwise have been
developed to prevent or treat such diseases.

(b) REPORT.—Not later than January 31,
2022, the Comptroller General of the United
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States 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 Representa-
tives a report containing the results of the
study of conducted under subsection (a).

The bill was ordered to be read a
third time, was read the third time,
and passed, and a motion to reconsider
was laid on the table.

————

FEDERAL AVIATION ADMINISTRA-
TION VETERAN TRANSITION IM-
PROVEMENT ACT OF 2016

Mr. LOBIONDO. Mr. Speaker, I ask
unanimous consent to take from the
Speaker’s table the bill (S. 2683) to in-
clude disabled veteran leave in the per-
sonnel management system of the Fed-
eral Aviation Administration, and ask
for its immediate consideration in the
House.

The Clerk read the title of the bill.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from New Jersey?

There was no objection.

The text of the bill is as follows:

S. 2683

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

SECTION 1. SHORT TITLE.

This Act may be cited as the ‘‘Federal
Aviation Administration Veteran Transition
Improvement Act of 2016”°.

SEC. 2. INCLUSION OF DISABLED VETERAN
LEAVE IN FEDERAL AVIATION AD-
MINISTRATION PERSONNEL MAN-
AGEMENT SYSTEM.

(a) IN GENERAL.—Section 40122(g)(2) of title
49, United States Code, is amended—

(1) in subparagraph (H), by striking ‘; and”’
and inserting a semicolon;

(2) in subparagraph (I)(iii), by striking the
period at the end and inserting ‘‘; and’’; and

(3) by adding at the end the following:

“(J) subject to paragraph (4) of this sub-
section, section 6329, relating to disabled vet-
eran leave.”.

(b) CERTIFICATION OF LEAVE.—Section
40122(g) of such title is amended—

(1) by redesignating paragraph (4) as para-
graph (5); and

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

‘(4) CERTIFICATION OF DISABLED VETERAN
LEAVE.—In order to verify that leave cred-
ited to an employee pursuant to paragraph
(2)(J) is used for treating a service-connected
disability, that employee shall, notwith-
standing section 6329(c) of title 5, submit to
the Assistant Administrator for Human Re-
source Management of the Federal Aviation
Administration certification, in such form
and manner as the Administrator of the Fed-
eral Aviation Administration may prescribe,
that the employee used that leave for pur-
poses of being furnished treatment for that
disability by a health care provider.”.

(c) APPLICATION.—The amendments made
by this section shall apply with respect to
any employee of the Federal Aviation Ad-
ministration hired on or after the date that
is one year after the date of the enactment
of this Act.

(d) POLICIES AND PROCEDURES.—Not later
than 270 days after the date of the enactment
of this Act, the Administrator of the Federal
Aviation Administration shall prescribe poli-
cies and procedures to carry out the amend-
ments made by this section that are com-
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parable, to the maximum extent practicable,
to the regulations prescribed by the Office of
Personnel Management under section 6329 of
title 5, United States Code.

The bill was ordered to be read a
third time, was read the third time,
and passed, and a motion to reconsider
was laid on the table.

——————

VETERANS DAY MOMENT OF
SILENCE ACT

Mr. MILLER of Florida. Mr. Speaker,
I ask unanimous consent that the Com-
mittee on Veterans’ Affairs be dis-
charged from further consideration of
the bill (S. 1004) to amend title 36,
United States Code, to encourage the
nationwide observance of two minutes
of silence each Veterans Day, and ask
for its immediate consideration in the
House.

The Clerk read the title of the bill.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from Florida?

There was no objection.

The text of the bill is as follows:

S. 1004

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

SECTION 1. SHORT TITLE.

This Act may be cited as the ‘“‘Veterans
Day Moment of Silence Act’’.

SEC. 2. OBSERVANCE OF VETERANS DAY.

(a) TWO MINUTES OF SILENCE.—Chapter 1 of
title 36, United States Code, is amended by
adding at the end the following new section:
“§145. Veterans Day

“The President shall issue each year a
proclamation calling on the people of the
United States to observe two minutes of si-
lence on Veterans Day in honor of the serv-
ice and sacrifice of veterans throughout the
history of the Nation, beginning at—

‘(1) 3:11 p.m. Atlantic standard time;

“(2) 2:11 p.m. eastern standard time;

¢(3) 1:11 p.m. central standard time;

‘(4) 12:11 p.m. mountain standard time;

¢(5) 11:11 a.m. Pacific standard time;

¢(6) 10:11 a.m. Alaska standard time; and

“(7) 9:11 a.m. Hawaili-Aleutian standard
time.”.

(b) CLERICAL AMENDMENT.—The table of
sections for chapter 1 of title 36, United
States Code, is amended by adding at the end
the following new item:
¢“145. Veterans Day.”’.

Mr. LYNCH. Mr. Speaker, | rise today in
support of S. 1004, the Veterans Day Moment
of Silence Act. | am proud to have introduced
the House version of this bill, H.R. 995.

This bipartisan legislation calls for two min-
utes of silence every Veterans Day. The set
time of 2:11 P.M., Eastern Standard Time, will
allow all Americans from coast to coast and
Puerto Rico to come together as one nation to
reflect on the service of our veterans, past and
present. Generations of brave men and
women have served the United States of
America with honor, risking their lives to keep
us safe and free. They deserve our support
and, especially, our gratitude.

Mr. Speaker, our servicemembers have
made, and continue to make, immense sac-
rifices. They leave their loved ones behind,
operate in some of the most dangerous places
in the world, and put themselves in harm’s
way to defend our nation. | have had the
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