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Ms. CASTOR of Florida changed her
vote from ‘‘yea’ to ‘“‘nay.”

So the resolution was agreed to.

The result of the vote was announced

as above recorded.

A motion to reconsider was laid on

the table.

Stated against:

Mr. MORAN. Mr. Speaker, on rollcall No.
517, | was detained en route from National
Airport. Had | been present, | would have

voted “no.”

———

SUNSCREEN INNOVATION ACT

Mr. LATTA. Mr. Speaker, I ask unan-
imous consent to take from the Speak-
er’s table the bill (S. 2141) to amend the
Federal Food, Drug, and Cosmetic Act
to provide an alternative process for
review of safety and effectiveness of
nonprescription sunscreen active ingre-
dients and for other purposes, 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 Ohio?

There was no objection.

The text of the bill is as follows:
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S. 2141

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 ‘‘Sunscreen
Innovation Act”.

SEC. 2. REGULATION OF NONPRESCRIPTION SUN-
SCREEN ACTIVE INGREDIENTS.

(a) IN GENERAL.—Chapter V of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 351
et seq.) is amended by adding at the end the
following:

“Subchapter I—Nonprescription Sunscreen
and Other Active Ingredients
“SEC. 586. DEFINITIONS.

““In this subchapter—

‘(1) the term ‘Advisory Committee’ means
the Nonprescription Drug Advisory Com-
mittee of the Food and Drug Administration
or any successor to such Committee;

‘(2) the term ‘final sunscreen order’ means
an order published by the Secretary in the
Federal Register containing information
stating that a nonprescription sunscreen ac-
tive ingredient or combination of non-
prescription sunscreen active ingredients—

“(A) is GRASE and is not misbranded if
marketed in accordance with such order; or

‘(B) is not GRASE and is misbranded;

‘“(3) the term ‘GRASE’ means generally
recognized, among experts qualified by sci-
entific training and experience to evaluate
the safety and effectiveness of drugs, as safe
and effective for use under the conditions
prescribed, recommended, or suggested in
the labeling of a drug as described in section
201(p);

‘““(4) the term ‘GRASE determination’
means, with respect to a nonprescription ac-
tive ingredient or a combination of non-
prescription active ingredients, a determina-
tion of whether such ingredient or combina-
tion of ingredients is GRASE;

‘() the term ‘nonprescription’ means not
subject to section 503(b)(1);

‘(6) the term ‘pending request’ means each
request with respect to a nonprescription
sunscreen active ingredient submitted under
section 330.14 of title 21, Code of Federal Reg-
ulations (as in effect on the date of enact-
ment of the Sunscreen Innovation Act) for
consideration for inclusion in the over-the-
counter drug monograph system—

““(A) that was determined to be eligible for
such review by publication of a notice of eli-
gibility in the Federal Register prior to the
date of enactment of such Act; and

‘“(B) for which safety and effectiveness
data have been submitted to the Secretary
prior to such date of enactment;

“(7) the term ‘proposed sunscreen order’
means an order containing a tentative deter-
mination published by the Secretary in the
Federal Register containing information
proposing that a nonprescription sunscreen
active ingredient or combination of non-
prescription sunscreen active ingredients—

““(A) is GRASE and is not misbranded if
marketed in accordance with such order;

“(B) is not GRASE and is misbranded; or

“(C) is not GRASE and is misbranded be-
cause the data are insufficient to classify
such ingredient or combination of ingredi-
ents as GRASE and not misbranded and addi-
tional information is necessary to allow the
Secretary to determine otherwise;

‘(8) the term ‘sponsor’ means the person
that submitted—

““(A) a request under section 586A;

‘(B) a pending request; or

¢“(C) any other application subject to this
subchapter;

‘“(9) the term ‘sunscreen’ means a drug
containing one or more sunscreen active in-
gredients; and
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‘“(10) the term ‘sunscreen active ingredient’
means an active ingredient that is intended
for application to the skin of humans for
purposes of absorbing, reflecting, or scat-
tering ultraviolet radiation.

“SEC. 586A. SUBMISSION OF REQUESTS.

““Any person may submit a request to the
Secretary for a determination of whether a
nonprescription sunscreen active ingredient
or a combination of nonprescription sun-
screen active ingredients, for use under spec-
ified conditions, to be prescribed, rec-
ommended, or suggested in the labeling
thereof (including dosage form, dosage
strength, and route of administration) is
GRASE and should be included in part 352 of
title 21, Code of Federal Regulations (or any
successor regulations) concerning non-
prescription sunscreen.

“SEC. 586B. ELIGIBILITY DETERMINATIONS; DATA
SUBMISSION; FILING.

‘‘(a) ELIGIBILITY DETERMINATIONS.—

‘(1 IN GENERAL.—Not later than 60 cal-
endar days after the date of receipt of a re-
quest under section 586A, the Secretary
shall—

‘““(A) determine, in accordance with para-
graph (2), whether the request is eligible for
further review under subsection (b) and sec-
tion 586C;

‘“(B) notify the sponsor of the determina-
tion of the Secretary; and

‘“(C) make such determination publicly
available in accordance with paragraph (3)
and subsection (b)(1).

¢‘(2) CRITERIA FOR ELIGIBILITY.—

“‘(A) IN GENERAL.—To be eligible for review
under subsection (b) and section 586C, a re-
quest shall be for a nonprescription sun-
screen active ingredient or combination of
nonprescription sunscreen active ingredi-
ents, for use under specified conditions, to be
prescribed, recommended, or suggested in
the labeling thereof, that—

‘(i) is not included in part 352 of title 21,
Code of Federal Regulations (or any suc-
cessor regulations) concerning nonprescrip-
tion sunscreen; and

‘(ii) has been used to a material extent
and for a material time under such condi-
tions, as described in section 201(p)(2).

‘(B) ESTABLISHMENT OF TIME AND EXTENT.—
A sponsor shall include in a request under
section 586A the information required under
section 330.14 of title 21, Code of Federal Reg-
ulations (or any successor regulations) to
meet the standard described in subparagraph
(A)(ii).

*“(3) PUBLIC AVAILABILITY.—

‘“(A) REDACTIONS FOR CONFIDENTIAL INFOR-
MATION.—If a nonprescription sunscreen ac-
tive ingredient or combination of non-
prescription sunscreen active ingredients is
determined under paragraph (1)(A) to be eli-
gible for further review, the Secretary shall
make the request publicly available, with
redactions for information that is treated as
confidential under section 552(b) of title 5,
United States Code, section 1905 of title 18,
United States Code, or section 301(j) of this
Act.

‘(B) IDENTIFICATION OF CONFIDENTIAL IN-
FORMATION BY SPONSOR.—At the time that a
request is made under section 586A, the spon-
sor of such request shall identify any infor-
mation that such sponsor considers to be
confidential information described in sub-
paragraph (A).

¢(C) CONFIDENTIALITY DURING ELIGIBILITY
REVIEW.—The information contained in a re-
quest under section 586A shall remain con-
fidential during the Secretary’s consider-
ation under this section of whether the re-
quest is eligible for further review consistent
with section 330.14 of title 21, Code of Federal
Regulations (or any successor regulations).

““(b) DATA SUBMISSION AND FILING OF RE-
QUESTS.—
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‘(1) IN GENERAL.—In the case of a request
under section 586A that is determined to be
eligible under subsection (a) for further re-
view under this section and section 586C, the
Secretary shall, in notifying the public
under subsection (a)(1)(C) of such eligibility
determination, post the eligibility deter-
mination on the Internet website of the Food
and Drug Administration, invite the sponsor
of such request and any other interested
party to submit comments, and provide a pe-
riod of not less than 45 calendar days for
comments in support of or otherwise relating
to a GRASE determination, including pub-
lished and unpublished data and other infor-
mation related to the safety and efficacy of
such request.

“(2) FILING DETERMINATION.—Not later than
60 calendar days after the submission of data
and other information described in para-
graph (1) by the sponsor, the Secretary shall
determine whether the data and other infor-
mation submitted by the sponsor under this
section are sufficiently complete, including
being formatted in a manner that enables
the Secretary to determine the completeness
of such data and information, to enable the
Secretary to conduct a substantive review
under section 586C with respect to such re-
quest. Not later than 60 calendar days after
the submission of data and other informa-
tion described in paragraph (1) by the spon-
sor, if the Secretary determines—

‘“(A) that such data and other information
are sufficiently complete, the Secretary
shall—

‘“(i) issue a written notification to the
sponsor of the determination to file such re-
quest, and make such notification publicly
available; and

‘“(ii) file such request made under section
586A; or

‘(B) that such data and other information
are not sufficiently complete, the Secretary
shall issue a written notification to the
sponsor of the determination to refuse to file
the request, which shall include the reasons
for the refusal, including why such data and
other information are not sufficiently com-
plete, and make such notification publicly
available.

¢“(3) REFUSAL TO FILE A REQUEST.—

““(A) REQUEST FOR MEETINGS; SUBMISSION OF
ADDITIONAL DATA OR OTHER INFORMATION.—If
the Secretary refuses to file a request made
under section 586A, the sponsor may—

‘(i) within 30 calendar days of receipt of
written notification of such refusal, request,
in writing, a meeting with the Secretary re-
garding the filing determination; and

‘“(ii) submit additional data or other infor-
mation.

“(B) MEETINGS.—

‘(i) IN GENERAL.—If a sponsor seeks a
meeting under subparagraph (A)(i), the Sec-
retary shall convene the meeting within 30
calendar days of the request for such meet-
ing.

““(ii) ACTIONS AFTER MEETING.—Following
any meeting held under clause (i)—

“(I) the Secretary may file the request
within 60 calendar days;

‘“(IT) the sponsor may submit additional
data or other information; or

‘“(IIT) if the sponsor elects, within 120 cal-
endar days, to have the Secretary file the re-
quest (with or without amendments to cor-
rect any purported deficiencies to the re-
quest)—

‘‘(aa) the Secretary shall file the request
over protest, not later than 30 calendar days
after the sponsor makes such election;

‘“(bb) at the time of filing, the Secretary
shall provide written notification of such fil-
ing to the sponsor; and

‘“(cc) the Secretary shall make such notifi-
cation publicly available.
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¢‘(iii) REQUESTS FILED OVER PROTEST.—The
Secretary shall not require the sponsor to re-
submit a copy of the request for purposes of
filing a request filed over protest, as de-
scribed in clause (ii)(I1I).

¢(C) SUBMISSIONS OF ADDITIONAL DATA OR
OTHER INFORMATION.—Within 60 calendar
days of any submission of additional data or
other information under subparagraph (A)(ii)
or (B)@{i)(II), the Secretary shall reconsider
the previous determination made under para-
graph (2) with respect to the applicable re-
quest and make a new determination in ac-
cordance with paragraph (2).

*“(4) PUBLIC AVAILABILITY.—

““(A) REDACTIONS FOR CONFIDENTIAL INFOR-
MATION.—After the period of confidentiality
described in subsection (a)(3)(C), the Sec-
retary shall make data and other informa-
tion submitted in connection with a request
under section 586A publicly available, with
redactions for information that is treated as
confidential under section 552(b) of title 5,
United States Code, section 1905 of title 18,
United States Code, or section 301(j) of this
Act.

‘(B) IDENTIFICATION OF CONFIDENTIAL IN-
FORMATION BY SPONSOR.—A person submit-
ting information under this section shall
identify at the time of such submission the
portions of such information that the person
considers to be confidential information de-
scribed in subparagraph (A).

“SEC. 586C. GRASE DETERMINATION.

‘(a) REVIEW OF NEW REQUEST.—

‘(1) PROPOSED SUNSCREEN ORDER.—In the
case of a request under section 586A, not
later than 300 calendar days after the date on
which such request is filed under subsection
()(2)(A) or (b)(3)(B)(i)(III) of section 586B,
the Secretary—

““(A) may convene a meeting of the Advi-
sory Committee to review such request; and

‘(B) shall complete the review of such re-
quest and issue a proposed sunscreen order
with respect to such request.

‘(2) PROPOSED SUNSCREEN ORDER BY COM-
MISSIONER.—If the Secretary does not issue a
proposed sunscreen order under paragraph
(1)(B) within such 300-day period, the sponsor
of such request may notify the Office of the
Commissioner of such request and request
review by the Office of the Commissioner. If
such sponsor so notifies the Office of the
Commissioner, the Commissioner shall, not
later than 60 calendar days after the date of
notification under this paragraph, issue a
proposed sunscreen order with respect to
such request.

‘“(3) PUBLIC COMMENT PERIOD.—A proposed
sunscreen order issued under paragraph
(1)(B) or (2) with respect to a request shall
provide for a period of 45 calendar days for
public comment.

‘‘(4) MEETING.—A sponsor may request, in
writing, a meeting with respect to a pro-
posed sunscreen order issued under this sub-
section and described in subparagraph (B) or
(C) of section 586(7), not later than 30 cal-
endar days after the Secretary issues such
order. The Secretary shall convene a meet-
ing with such sponsor not later than 45 cal-
endar days after such request for a meeting.

¢“(b) FINAL SUNSCREEN ORDER.—With respect
to a proposed sunscreen order under para-
graph (1)(B) or (2)—

‘“(A) the Secretary shall issue a final sun-
screen order—

‘(i) in the case of a proposed sunscreen
order described in subparagraph (A) or (B) of
section 586(7), not later than 90 calendar days
after the end of the public comment period
under paragraph (3); or

‘(i) in the case of a proposed sunscreen
order described in subparagraph (C) of sec-
tion 586(7), not later than 210 calendar days
after the date on which the sponsor submits
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the additional information requested pursu-
ant to such proposed sunscreen order; or

‘(B) if the Secretary does not issue such
final sunscreen order within such 90- or 210-
calendar-day period, as applicable, the spon-
sor of such request may notify the Office of
the Commissioner of such request and re-
quest review by the Office of the Commis-
sioner.

‘(6) FINAL SUNSCREEN ORDER BY COMMIS-
SIONER.—The Commissioner shall issue a
final sunscreen order with respect to a pro-
posed sunscreen order subject to paragraph
(5)(B) not later than 60 calendar days after
the date of notification under such para-
graph.

“(b) REVIEW OF PENDING REQUESTS.—

‘(1) IN GENERAL.—The review of a pending
request shall be carried out by the Secretary
in accordance with this subsection.

¢“(2) INAPPLICABILITY OF SECTIONS 58A AND
586B.—Sections 586A and 586B shall not apply
with respect to any pending request.

‘“(3) FEEDBACK LETTERS AS PROPOSED SUN-
SCREEN ORDER.—Notwithstanding the re-
quirements of section 586(7), a letter issued
pursuant to section 330.14(g) of title 21, Code
of Federal Regulations before the date of en-
actment of the Sunscreen Innovation Act,
with respect to a pending request, shall be
deemed to be a proposed sunscreen order and
displayed on the Internet website of the
Food and Drug Administration. Notification
of the availability of such letter shall be
published in the Federal Register not later
than 45 calendar days after the date of enact-
ment of such Act.

‘(4) PROPOSED SUNSCREEN ORDER.—In the
case of a pending request for which the Sec-
retary has not issued a letter pursuant to
section 330.14(g) of title 21, Code of Federal
Regulations before the date of enactment of
the Sunscreen Innovation Act, the Secretary
shall complete review of such request and,
not later than 90 calendar days after the date
of enactment of such Act, issue a proposed
sunscreen order with respect to such request.

‘(5) PROPOSED SUNSCREEN ORDER BY COM-
MISSIONER.—If the Secretary does not issue a
proposed sunscreen order under paragraph
(4), or the Secretary does not publish a noti-
fication of the availability of a letter under
paragraph (3), as applicable, the sponsor of
such request may notify the Office of the
Commissioner of such request and request
review by the Office of the Commissioner.
The Commissioner shall, not later than 60
calendar days after the date of notification
under this paragraph, issue a proposed order
with respect to such request.

‘(6) PUBLIC COMMENT PERIOD.—A proposed
sunscreen order issued under paragraph (4) or
(5), or a notification of the availability of a
letter under paragraph (3), with respect to a
pending request shall provide for a period of
45 calendar days for public comment.

“(7) MEETING.—A sponsor may request, in
writing, a meeting with respect to a pro-
posed sunscreen order issued under this sub-
section, including a letter deemed to be a
proposed sunscreen order under paragraph
(3), not later than 30 calendar days after the
Secretary issues such order or the date upon
which such feedback letter is deemed to be a
proposed sunscreen order, as applicable. The
Secretary shall convene a meeting with such
sponsor not later than 45 calendar days after
the date of such request for a meeting.

‘(8) ADVISORY COMMITTEE.—In the case of a
proposed sunscreen order under paragraph
(3), (4), or (b), an Advisory Committee meet-
ing may be convened for the purpose of re-
viewing and providing recommendations re-
garding the pending request.

‘(9) FINAL SUNSCREEN ORDER.—In the case
of a proposed sunscreen order under para-
graph (3), (4), or (5)—
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‘““(A) the Secretary shall issue a final sun-
screen order with respect to the request—

‘(i) in the case of a proposed sunscreen
order described in subparagraph (A) or (B) of
section 586(7), not later than 90 calendar days
after the end of the public comment period
under paragraph (6); or

‘“(ii) in the case of a proposed sunscreen
order described in subparagraph (C) of sec-
tion 586(7)—

‘“(I) if the Advisory Committee is not con-
vened under paragraph (8), not later than 210
calendar days after the date on which the
sponsor submits the additional information
requested pursuant to such proposed sun-
screen order, which shall include a rationale
for not convening such Advisory Committee;
or

‘“(IT) if the Advisory Committee is con-
vened under paragraph (8), not later than 270
calendar days after the date on which the
sponsor submits such additional informa-
tion; or

‘“(B) if the Secretary does not issue such
final sunscreen order within such 90-, 210-, or
270-calendar-day period, as applicable, the
sponsor of such request may notify the Office
of the Commissioner about such request and
request review by the Office of the Commis-
sioner.

€(10) FINAL SUNSCREEN ORDER BY COMMIS-
SIONER.—The Commissioner shall issue a
final sunscreen order with respect to a pro-
posed sunscreen order subject to paragraph
(9)(B) not later than 60 calendar days after
the date of notification under such para-
graph.

‘“(c) ADVISORY COMMITTEE.—The Secretary
shall not be required to—

‘(1) convene the Advisory Committee—

“(A) more than once with respect to any
request under section 586A or any pending
request; or

“(B) more than twice in any calendar year
with respect to the review under this sec-
tion; or

“(2) submit more than a total of 3 requests
under section 586A or pending requests to the
Advisory Committee per meeting.

‘“(d) NO DELEGATION.—Any responsibility
vested in the Commissioner by subsection
(a)(2), (a)(6), (b)), or (b)(10) shall not be del-
egated.

‘“(e) EFFECT OF FINAL SUNSCREEN ORDER.—

‘(1) IN GENERAL.—

““(A) SUNSCREEN ACTIVE INGREDIENTS DE-
TERMINED TO BE GRASE.—Upon issuance of a
final sunscreen order determining that a
nonprescription sunscreen active ingredient
or combination of nonprescription sunscreen
active ingredients is GRASE and is not mis-
branded, a sunscreen containing such ingre-
dient or combination of ingredients shall be
permitted to be introduced or delivered into
interstate commerce for use under the condi-
tions described in such final sunscreen order,
in accordance with all requirements applica-
ble to drugs not subject to section 503(b)(1),
for so long as such final sunscreen order re-
mains in effect.

¢‘(B) SUNSCREEN ACTIVE INGREDIENTS DETER-
MINED NOT TO BE GRASE.—Upon issuance of a
final sunscreen order determining that a
nonprescription sunscreen active ingredient
or combination of nonprescription sunscreen
active ingredients is not GRASE and is mis-
branded, a sunscreen containing such ingre-
dient or combination of ingredients shall not
be introduced or delivered into interstate
commerce, for use under the conditions de-
scribed in such final sunscreen order, unless
an application is approved pursuant to sec-
tion 505 with respect to a sunscreen con-
taining such ingredient or combination of in-
gredients, or unless conditions are later es-
tablished under which such ingredient or
combination of ingredients is later deter-
mined to be GRASE and not misbranded

H7961

under the over-the-counter drug monograph
system.

‘(2) AMENDMENTS TO FINAL SUNSCREEN OR-
DERS.—

“(A) AMENDMENTS AT INITIATIVE OF SEC-
RETARY.—In the event that information rel-
evant to a nonprescription sunscreen active
ingredient or combination of nonprescription
sunscreen active ingredients becomes avail-
able to the Secretary after issuance of a final
sunscreen order, the Secretary may amend
such final sunscreen order by issuing a new
proposed sunscreen order under subsection
(a)(1) and following the procedures set forth
in this section.

*(B) PETITION TO AMEND FINAL ORDER.—ANY
interested person may petition the Secretary
to amend a final sunscreen order under sec-
tion 10.30, title 21 Code of Federal Regula-
tions (or any successor regulations). If the
Secretary grants any petition under such
section, the Secretary shall initiate the
process for amending a final sunscreen order
by issuing a new proposed sunscreen order
under subsection (a)(1) and following the pro-
cedures set forth in this section.

¢“(C) APPLICABILITY OF FINAL ORDERS.—Once
the Secretary issues a new proposed sun-
screen order to amend a final sunscreen
order under subparagraph (A) or (B), such
final sunscreen order shall remain in effect
and paragraph (3) shall not apply to such
final sunscreen order until the Secretary has
issued a new final sunscreen order or has de-
termined not to amend the final sunscreen
order.

¢“(3) INCLUSION OF INGREDIENTS THAT ARE
SUBJECTS OF FINAL ORDERS IN THE SUNSCREEN
MONOGRAPH.—

““(A) AMENDING REGULATIONS.—

‘(i) REQUIREMENT.—At any time that the
Secretary proposes to amend part 352 of title
21, Code of Federal Regulations (or any suc-
cessor regulations) concerning nonprescrip-
tion sunscreen, including pursuant to section
586K, except as provided in clause (iv), the
Secretary shall include in such part 352 (or
any successor regulations) any nonprescrip-
tion sunscreen active ingredient or combina-
tion of nonprescription sunscreen active in-
gredients that is the subject of an effective
final sunscreen order of the type described in
section 586(2)(A) and issued since the time
that the Secretary last amended such regula-
tions. Such regulation shall set forth condi-
tions of use under which each such ingre-
dient or combination of ingredients is
GRASE and not misbranded. If these condi-
tions differ from, or are in addition to, those
previously set forth in the applicable final
sunscreen order, the Secretary shall provide
notice and opportunity for comment on such
conditions in the rulemaking, and the appli-
cable final sunscreen order shall continue in
effect until the effective date of a final regu-
lation, as set forth in clause (iii).

‘‘(ii) INCLUSION OF ORDERS.—In proposing to
amend the regulations as described in clause
(i), the Secretary shall include in the pro-
posed regulations a list of final sunscreen or-
ders that shall cease to be effective on the ef-
fective date of a resulting final regulation.
Such list shall include all final sunscreen or-
ders of the type described in section 586(2)(A)
that are in effect on the date that such regu-
lations are proposed, with the exception that
such list shall not include any final sun-
screen orders that, on the date that the regu-
lations are proposed, the Secretary is in the
process of amending under paragraph (2).

‘(iii) ORDERS NO LONGER EFFECTIVE.—ANy
final sunscreen order included by the Sec-
retary in a list described in clause (ii) and in
a list included in resulting final regulations
shall cease to be effective on the date that
such final regulations including such order
in such list become effective.
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‘‘(iv) INGREDIENTS NOT GRASE.—If, notwith-
standing a final sunscreen order stating that
a nonprescription sunscreen active ingre-
dient or combination of nonprescription sun-
screen active ingredients is GRASE and is
not misbranded if marketed in accordance
with such order, while amending the regula-
tions as described in clause (i), the Secretary
concludes that such ingredient or combina-
tion of ingredients is no longer GRASE for
use in nonprescription sunscreen, the Sec-
retary shall, at the discretion of the Sec-
retary, either initiate the process for amend-
ing the final sunscreen order set forth in
paragraph (2) of this subsection or include in
a proposed regulation an explanation and in-
formation supporting the determination of
the Secretary that such ingredient or com-
bination of ingredients is no longer GRASE
for use in nonprescription sunscreen.

‘“(B) PROCEDURE FOR UPDATING REGULA-
TIONS.—After the Secretary amends and fi-
nalizes the regulations under part 352 of title
21, Code of Federal Regulations under sec-
tion 586E and such regulations become effec-
tive, the Secretary may use direct final rule-
making to include in such regulations any
nonprescription sunscreen active ingredients
that are the subject of effective final sun-
screen orders.

“SEC. 586D. GUIDANCE; OTHER PROVISIONS.

‘‘(a) GUIDANCE.—

‘(1) IN GENERAL.—

‘“(A) DRAFT GUIDANCE.—Not later than 1
year after the date of enactment of the Sun-
screen Innovation Act, the Secretary shall
issue draft guidance on the implementation
of, and compliance with, the requirements
with respect to sunscreen under this sub-
chapter, including guidance on—

‘(i) the format and content of information
submitted by a sponsor in support of a re-
quest under section 586A or a pending re-
quest;

‘‘(ii) the data required to meet the safety
and efficacy standard for determining wheth-
er a nonprescription sunscreen active ingre-
dient or combination of nonprescription sun-
screen active ingredients is GRASE and is
not misbranded;

‘‘(iii) the process by which a request under
section 586A or a pending request is with-
drawn; and

‘‘(iv) the process by which the Secretary
will carry out section 586C(c), including with
respect to how the Secretary will address the
total number of requests received under sec-
tion 586A and pending requests.

‘(B) FINAL GUIDANCE.—The Secretary shall
finalize the guidance described in subpara-
graph (A) not later than 2 years after the
date of enactment of the Sunscreen Innova-
tion Act.

*“(C) INAPPLICABILITY OF PAPERWORK REDUC-
TION ACT.—Chapter 35 of title 44, United
States Code shall not apply to collections of
information made for purposes of guidance
under this subsection.

‘(2) SUBMISSIONS PENDING ISSUANCE OF
FINAL GUIDANCE.—Irrespective of whether
final guidance under paragraph (1) has been
issued—

‘“(A) persons may, beginning on the date of
enactment of the Sunscreen Innovation Act,
make submissions under this subchapter;
and

‘“(B) the Secretary shall review and act
upon such submissions in accordance with
this subchapter.

““(b) RULES OF CONSTRUCTION.—

‘(1) CURRENTLY MARKETED SUNSCREENS.—
Nothing in this subchapter shall be con-
strued to affect the marketing of sunscreens
that are marketed in interstate commerce
on or before the date of enactment of this
subchapter, except as otherwise provided in
this subchapter.
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‘(2) ENSURING SAFETY AND EFFECTIVE-
NESS.—Nothing in this subchapter shall be
construed to alter the authority of the Sec-
retary with respect to prohibiting the mar-
keting of a sunscreen that is not safe and ef-
fective or is misbranded, or with respect to
imposing restrictions on the marketing of a
sunscreen to ensure safety and effectiveness,
except as otherwise provided in this sub-
chapter, including section 586C(e).

‘“(3) OTHER DRUGS.—Except as otherwise
provided in section 586F, nothing in this sub-
chapter shall be construed to affect the au-
thority of the Secretary under this Act or
the Public Health Service Act (42 U.S.C. 201
et seq.) with respect to a drug other than a
nonprescription sunscreen.

‘(4) EFFECT ON DRUGS OTHERWISE AP-
PROVED.—Nothing in this subchapter shall
affect the marketing of a drug approved
under section 505 of this Act or section 351 of
the Public Health Service Act.

‘“(c) TIMELINES.—The timelines for the
processes and procedures under paragraphs
(1), (2), (b), and (6) of section 586C(a) shall not
apply to any requests submitted to the Sec-
retary under section 586A after the date that
is 6 years after the date of enactment of the
Sunscreen Innovation Act.

“SEC. 586E. SUNSCREEN MONOGRAPH.

‘‘(a) IN GENERAL.—Not later than 5 years
after the date of enactment of the Sunscreen
Innovation Act, the Secretary shall amend
and finalize regulations under part 352 of
title 21, Code of Federal Regulations con-
cerning nonprescription sunscreen that are
effective not later than 5 years after such
date of enactment. The Secretary shall pub-
lish such regulations not less than 30 cal-
endar days before the effective date of such
regulations.

“(b) REPORTS.—If the regulations promul-
gated under subsection (a) do not include
provisions related to the effectiveness of var-
ious sun protection factor levels, and do not
address all dosage forms known to the Sec-
retary to be used in sunscreens marketed in
the United States without a new drug ap-
proval under section 505, the Secretary shall
submit a report to the Committee on Health,
Education, Labor, and Pensions of the Sen-
ate and the Committee on Energy and Com-
merce of the House of Representatives on the
rationale for such provisions not being in-
cluded in such regulations, and a plan and
timeline to compile any information nec-
essary to address such provisions through
final regulations.”.

(b) RULES OF CONSTRUCTION.—Nothing in
the amendment made by this section shall be
construed to—

(1) limit the right of a sponsor (as defined
in section 586(8) of the Federal Food, Drug,
and Cosmetic Act, as added by subsection
(a)) to request that the Secretary of Health
and Human Services convene an advisory
committee; or

(2) limit the authority of the Secretary of
Health and Human Services to meet with a
sponsor (as defined in section 586(8) of the
Federal Food, Drug, and Cosmetic Act, as
added by subsection (a)).

SEC. 3. NON-SUNSCREEN TIME AND EXTENT AP-
PLICATIONS.

Subchapter I of chapter V of the Federal
Food, Drug, and Cosmetic Act, as added by
section 2, is amended by adding at the end
the following:

“SEC. 586F. NON-SUNSCREEN TIME AND EXTENT
APPLICATIONS.

‘“‘(a) PENDING TIME AND EXTENT APPLICA-
TIONS.—

(1) IN GENERAL.—

‘“(A) REQUEST FOR FRAMEWORK FOR RE-
VIEW.—If, prior to the date of enactment of
the Sunscreen Innovation Act, an applica-
tion was submitted pursuant to section 330.14
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of title 21, Code of Federal Regulations for a
GRASE determination for a drug other than
a nonprescription sunscreen active ingre-
dient or combination of nonprescription sun-
screen active ingredients and such drug was
found to be eligible to be considered for in-
clusion in the over-the-counter drug mono-
graph system pursuant to section 330.14 of
title 21, Code of Federal Regulations, the
sponsor of such application may request that
the Secretary provide a framework under
paragraph (2) for the review of such applica-
tion.

‘(B) REQUEST REQUIREMENTS.—A request
for a framework for review of an application
made under subparagraph (A) shall be made
within 180 calendar days of the date of enact-
ment of the Sunscreen Innovation Act and
shall include the preference of such sponsor
as to whether such application is reviewed
by the Secretary in accordance with—

‘(i) the processes and procedures set forth
for pending requests under section 586C(b),
except that specific timelines shall be deter-
mined in accordance with other applicable
requirements under this section;

‘‘(ii) the processes and procedures set forth
under part 330 of title 21, Code of Federal
Regulations (or any successor regulations);

‘“(iii) an initial filing determination under
the processes and procedures described in
section 586B(b) and the processes and proce-
dures set forth for pending requests under
section  586C(b), except that  specific
timelines shall be determined in accordance
with other applicable requirements under
this section; or

‘“(iv) an initial filing determination under
the processes and procedures described in
section 586B(b) and the processes and proce-
dures set forth under part 330 of title 21, Code
of Federal Regulations (or any successor reg-
ulations).

‘(C) NO REQUEST.—If a sponsor described in
subparagraph (A) does not make such re-
quest within 180 calendar days of the date of
enactment of the Sunscreen Innovation Act,
such application shall be reviewed by the
Secretary in accordance with the timelines
of the applicable regulations when such regu-
lations are finalized under subsection (b).

‘“(2) FRAMEWORK.—Not later than 1 year
after the date of enactment of the Sunscreen
Innovation Act, the Secretary shall provide,
in writing, a framework to each sponsor that
submitted a request under paragraph (1).
Such framework shall set forth the various
timelines, in calendar days, with respect to
the processes and procedures for review
under clauses (i), (ii), (iii), and (iv) of para-
graph (1)(B) and—

““(A) such timelines shall account for the
considerations under paragraph (5); and

‘“(B) the timelines for the various processes
and procedures shall not be shorter than the
timelines set forth for pending requests
under sections 586B(b) and 586C(b), as appli-
cable.

¢“(3) GOVERNING PROCESSES AND PROCEDURES
FOR REVIEW.—

‘“(A) ELECTION.—Not later than 60 calendar
days after the Secretary provides a frame-
work to a sponsor under paragraph (2), such
sponsor may provide an election to the Sec-
retary regarding the processes and proce-
dures for review under clause (i), (ii), (iii), or
(iv) of paragraph (1)(B). If such sponsor
makes such election, the Secretary shall re-
view the application that is the subject of
such election pursuant to the processes and
procedures elected by such sponsor and the
applicable timelines in calendar days set
forth under such framework, which the Sec-
retary shall confirm in writing to the spon-
sor not later than the date upon which the
Secretary provides a report under paragraph
(4). If such sponsor does not make such elec-
tion, such application shall be reviewed by
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the Secretary in accordance with the
timelines of the applicable regulations when
such regulations are finalized under sub-
section (b).

‘“(B) DIFFERENT PROCESSES AND PROCE-
DURES.—At any time during review of an ap-
plication, the Secretary may review such ap-
plication under different processes and pro-
cedures under clause (i), (ii), (iii), or (iv) of
paragraph (1)(B) than the processes and pro-
cedures the sponsor elected in accordance
with subparagraph (A), so long as the Sec-
retary proposes, in writing, the change and
the sponsor agrees, in writing, to such
change.

¢(C) INCLUSION OF INGREDIENTS IN MONO-
GRAPHS.—If the sponsor elects to use the
processes and procedures for review in ac-
cordance with clause (i) or (iii) of paragraph
(1)(B), the Secretary may incorporate any re-
sulting final order into a regulation address-
ing the conditions under which other drugs
in the same therapeutic category are GRASE
and not misbranded, including through di-
rect final rulemaking, and the final order so
incorporated shall cease to be effective on
the effective date of the final regulation that
addresses such drug.

‘(4) LETTER REGARDING PENDING APPLICA-
TIONS.—Not later than 18 months after the
date of enactment of the Sunscreen Innova-
tion Act, the Secretary shall report to the
Committee on Health, Education, Labor, and
Pensions of the Senate and the Committee
on Energy and Commerce of the House of
Representatives, in writing, regarding all
pending applications subject to paragraph
(1). In such letter, the Secretary shall pro-
vide a report on the review of such applica-
tions, including the timelines, in calendar
days, for the review and GRASE determina-
tion for each application. Such timelines
shall account for the considerations under
paragraph (5).

‘(6) TIMELINES.—The timelines in calendar
days established by the Secretary pursuant
to this subsection—

““(A) may vary based on the content, com-
plexity, and format of the application sub-
mitted to the Secretary; and

“(B) shall—

‘(i) reflect the public health priorities of
the Food and Drug Administration, includ-
ing the potential public health benefits
posed by the inclusion of additional drugs in
the over-the-counter drug monograph sys-
tem;

‘“(ii) take into consideration the resources
available to the Secretary for carrying out
such priorities and the processes and proce-
dures described in paragraphs (1)(B) and (2);
and

‘‘(iii) be reasonable, taking into consider-
ation the requirements described in clauses
(1) and (ii).

“(b) NEW TIME AND EXTENT APPLICA-
TIONS.—

‘(1) IN GENERAL.—Not later than 18 months
after the date of enactment of the Sunscreen
Innovation Act, the Secretary shall issue
proposed regulations establishing timelines
for the review of applications for GRASE de-
terminations for drugs other than non-
prescription sunscreen active ingredients or
combinations of nonprescription sunscreen
active ingredients that are submitted to the
Secretary after the date of enactment of the
Sunscreen Innovation Act, under section
330.14 of title 21, Code of Federal Regulations
(or any successor regulations), and that are
found to be eligible to be considered for in-
clusion in the over-the-counter drug mono-
graph system pursuant to section 330.14 of
title 21, Code of Federal Regulations (or any
successor regulations), or that are subject to
this subsection pursuant to paragraph (1) or
(3) of subsection (a), as applicable, pro-
viding—
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‘“(A) timely and efficient completion of
evaluations of applications under section
330.14 of title 21, Code of Federal Regulations
(or any successor regulations) for drugs
other than sunscreens; and

‘“(B) timely and efficient completion of the
review of the safety and effectiveness sub-
missions pursuant to such applications, in-
cluding establishing—

‘(i) reasonable timelines, in calendar days,
for the applicable proposed and final regula-
tions for applications of various content,
complexity, and format, and timelines for in-
ternal procedures related to such processes;
and

‘(i) measurable metrics for tracking the
extent to which the timelines set forth in
the regulations are met.

‘“(2) TIMELINES.—The timelines in calendar
days established in the regulations under
paragraph (1)—

‘“(A) may vary based on the content, com-
plexity, and format of the application sub-
mitted to the Secretary; and

“(B) shall—

‘(1) reflect the public health priorities of
the Food and Drug Administration, includ-
ing the potential public health benefits
posed by the inclusion of additional drugs in
the over-the-counter drug monograph sys-
tem;

‘(ii) take into consideration the resources
available to the Secretary for carrying out
such priorities and the processes and proce-
dures described in paragraph (1); and

‘‘(iii) be reasonable, taking into consider-
ation the requirements described in clauses
(i) and (ii).

‘“(3) PROCEDURE.—In promulgating regula-
tions under this subsection, the Secretary
shall issue a notice of proposed rulemaking
that includes a copy of the proposed regula-
tion, provide a period of not less than 60 cal-
endar days for comments on the proposed
regulation, and publish the final regulation
not less than 30 calendar days before the ef-
fective date of the regulation.

‘“(4) RESTRICTIONS.—Notwithstanding any
other provision of law, the Secretary shall
promulgate regulations implementing this
section only as described in paragraphs (1),
(2), and (3).

‘“(5) FINAL REGULATIONS.—The Secretary
shall finalize the regulations under this sec-
tion not later than 27 months after the date
of enactment of the Sunscreen Innovation
Act.”.

SEC. 4. REPORTS.

(a) INITIAL GAO REPORT.—Not later than 3
years after the date of enactment 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 Commerce of the House of Representa-
tives a report reviewing the overall progress
of the Secretary of Health and Human Serv-
ices in carrying out subchapter I of chapter
V of the Federal Food, Drug, and Cosmetic
Act (as added by section 2 and amended by
section 3 and subsection (¢)), including find-
ings on and recommendations with respect
to—

(1) the progress made in completing the re-
view of requests under subchapter I of chap-
ter V of the Federal Food, Drug, and Cos-
metic Act, including pending requests, and
the feasibility of the timelines associated
with such subchapter;

(2) the role of the Office of the Commis-
sioner of Food and Drugs in issuing deter-
minations with respect to requests reviewed
under such subchapter, including the number
of requests transferred to the Office of the
Commissioner under section 586C of such
Act;

(3) the extent to which advisory commit-
tees were convened by the Secretary regard-
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ing requests under subchapter I of chapter V
of the Federal Food, Drug, and Cosmetic Act,
including pending requests; and

(4) the types of metrics that have been, or
should be, established for the review of time
and extent applications.

(b) SUBSEQUENT GAO REPORT.—Not later
than 5% years after the date of enactment 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 Commerce of the House of Representa-
tives a report reviewing the overall progress
of the Secretary of Health and Human Serv-
ices in carrying out subchapter I of chapter
V of the Federal Food, Drug, and Cosmetic
Act (as added by section 2 and amended by
section 3 and subsection (c)) and the regula-
tion of over-the-counter drug products, in-
cluding findings on and recommendations
with respect to—

(1) updates on the matters reported on by
the Comptroller General under subsection
(a);

(2) significant factors impacting the abil-
ity of the Food and Drug Administration to
fulfill the mission of the agency with regard
to the regulation of over-the-counter drug
products, including finalizing outstanding
monographs and responding to emerging and
novel safety issues;

(3) the performance of the Secretary in car-
rying out section 586E of the Federal Food,
Drug, and Cosmetic Act;

(4) the types of metrics that have been, or
should be, established for the review and reg-
ulation of over-the-counter drug products;
and

(6) timeliness, efficiency, and account-
ability in reviewing time and extent applica-
tions and safety and effectiveness reviews for
over-the-counter drug products.

(¢) FDA REPORT.—Subchapter I of chapter
V of the Federal Food, Drug, and Cosmetic
Act, as amended by section 3, is further
amended by adding at the end the following:
“SEC. 586G. REPORT.

‘‘(a) IN GENERAL.—

‘(1) IN GENERAL.—Not later than 18 months
after the date of enactment of the Sunscreen
Innovation Act, and on the dates that are 2
and 4 years thereafter, the Secretary shall
issue a report to the Committee on Health,
Education, Labor, and Pensions of the Sen-
ate and the Committee on Energy and Com-
merce of the House of Representatives de-
scribing actions taken under this sub-
chapter.

‘“(2) CONTENTS.—The reports under this
subsection shall include—

““(A) a review of the progress made in
issuing GRASE determinations for pending
requests, including the number of pending
requests—

‘(i) reviewed and the decision times for
each request, measured from the date of the
original request for an eligibility determina-
tion submitted by the sponsor;

‘“(ii) resulting in a determination that the
nonprescription sunscreen active ingredient
or combination of nonprescription sunscreen
active ingredients is GRASE and is not mis-
branded;

‘‘(iii) resulting in a determination that the
nonprescription sunscreen active ingredient
or combination of nonprescription sunscreen
active ingredients is not GRASE and is mis-
branded and the reasons for such determina-
tions; and

“‘(iv) for which a determination has not
been made, and an explanation for the delay,
a description of the current status of each
such request, and the length of time each
such request has been pending, measured
from the date of original request for an eligi-
bility determination by the sponsor;
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‘““(B) a review of the progress made in
issuing GRASE determinations for requests
not included in the reporting under subpara-
graph (A), including the number of such re-
quests—

‘(i) reviewed and the decision times for
each request;

‘“(ii) resulting in a determination that the
nonprescription sunscreen active ingredient,
combination of nonprescription sunscreen
active ingredients, or other ingredient is
GRASE and is not misbranded;

‘‘(iii) resulting in a determination that the
nonprescription sunscreen active ingredient,
combination of nonprescription sunscreen
active ingredients, or other ingredient is not
GRASE and is misbranded and the reasons
for such determinations; and

“‘(iv) for which a determination has not
been made, and an explanation for the delay,
a description of the current status of each
such request, and the length of time each
such request has been pending, measured
from the date of original request for an eligi-
bility determination by the sponsor;

‘(C) an annual accounting (including infor-
mation from years prior to the date of enact-
ment of the Sunscreen Innovation Act where
such information is available) of the total
number of requests submitted, pending, or
completed under this subchapter, including
whether such requests were the subject of an
advisory committee convened by the Sec-
retary;

‘(D) a description of the staffing and re-
sources relating to the costs associated with
the review and decisionmaking pertaining to
requests under this subchapter;

‘“(E) a review of the progress made in meet-
ing the deadlines with respect to processing
requests under this subchapter; and

‘“(F) to the extent the Secretary deter-
mines appropriate, recommendations for
process improvements in the handling of re-
quests under this subchapter, including the
advisory committee review process.

‘“(b) METHOD.—The Secretary shall publish
the reports under subsection (a) in the man-
ner the Secretary determines to be the most
effective for efficiently disseminating the re-
port, including publication of the report on
the Internet website of the Food and Drug
Administration.”.

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.

TRAUMATIC BRAIN INJURY
REAUTHORIZATION ACT OF 2014

Mr. LATTA. Mr. Speaker, I ask unan-
imous consent to take from the Speak-
er’s table the bill (S. 2539) to amend the
Public Health Service Act to reauthor-
ize certain programs relating to trau-
matic brain injury and to trauma re-
search, and ask for its immediate con-
sideration 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 Ohio?

There was no objection.

The text of the bill is as follows:

S. 2539

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 ‘“‘Traumatic

Brain Injury Reauthorization Act of 2014°.
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SEC. 2. CDC PROGRAMS FOR PREVENTION AND
SURVEILLANCE OF TRAUMATIC
BRAIN INJURY.

(a) PREVENTION OF TRAUMATIC BRAIN IN-
JURY.—Section 393B(b)(3) of the Public
Health Service Act (42 U.S.C. 280b-1c(b)(3)) is
amended by striking ‘2010, commonly re-
ferred to as Healthy People 2010’ and insert-
ing 2020, commonly referred to as Healthy
People 2020,

(b) AUTHORIZATION OF APPROPRIATIONS.—
Section 394A of the Public Health Service
Act (42 U.S.C. 280b-3) is amended—

(1) by striking the section heading and all
that follows through ‘“‘For the purpose’ and
inserting the following:

“SEC. 394A. AUTHORIZATION OF APPROPRIA-
TIONS.

‘‘(a) IN GENERAL.—For the purpose’’;

(2) by striking the second period; and

(3) by adding at the end the following:

“(b) TRAUMATIC BRAIN INJURY.—To carry
out sections 393B and 393C, there are author-
ized to be appropriated $6,564,000 for each of
fiscal years 2015 through 2019.”.

SEC. 3. STATE GRANTS FOR PROJECTS REGARD-
ING TRAUMATIC BRAIN INJURY.

Section 1252 of the Public Health Service
Act (42 U.S.C. 300d-52) is amended—

(1) in subsection (a), by striking ‘‘, acting
through the Administrator of the Health Re-
sources and Services Administration,”;

(2) in paragraphs (1)(A)(i) and (3)(E) of sub-
section (f), by striking ‘‘brain injury’’ and in-
serting ‘‘traumatic brain injury’’;

(3) in subsection (h), by striking ‘‘under
this section, and section 1253 including’ and
inserting ‘‘under this section and section
1253, including’’; and

(4) in subsection (j), by striking ‘‘such
sums as may be necessary for each of the fis-
cal years 2001 through 2005, and such sums as
may be necessary for each of the fiscal years
2009 through 2012 and inserting ‘‘$5,500,000
for each of the fiscal years 2015 through
2019”.

SEC. 4. STATE GRANTS FOR PROTECTION AND
ADVOCACY SERVICES.

Section 1253 of the Public Health Service
Act (42 U.S.C. 300d-53) is amended—

(1) in subsection (a), by striking ‘¢, acting
through the Administrator of the Health Re-
sources and Services Administration (re-
ferred to in this section as the ‘Adminis-
trator’),”’;

(2) in subsections (c), (d)(1), (e)1), (e)4),
(g), (h), and (j)A), by striking ‘“Adminis-
trator” each place it appears and inserting
‘“‘Secretary’’;

(3) in subsection (h)—

(A) by striking the subsection heading and
inserting ‘‘REPORTING’’;

(B) by striking ‘‘Each protection and advo-
cacy system’’ and inserting the following:

‘(1) REPORTS BY SYSTEMS.—Each protec-
tion and advocacy system’’; and

(C) by adding at the end the following:

‘“(2) REPORT BY SECRETARY.—Not later than
1 year after the date of enactment of the
Traumatic Brain Injury Reauthorization Act
of 2014, the Secretary shall prepare and sub-
mit to the appropriate committees of Con-
gress a report describing the services and ac-
tivities carried out under this section during
the period for which the report is being pre-
pared.”’;

(4) in subsection (i), by striking ‘“The Ad-
ministrator of the Health Resources’ and all
that follows through ‘‘regarding’’ and insert-
ing ‘““The Secretary shall facilitate agree-
ments to coordinate the collection of data by
agencies within the Department of Health
and Human Services regarding’’;

(5) in subsection (k), by striking ‘‘subtitle
C of the Developmental Disabilities Assist-
ance and Bill of Rights Act of 2000’ and in-
serting ‘‘subtitle C of title I of the Develop-
mental Disabilities Assistance and Bill of
Rights Act of 2000 (42 U.S.C. 15041 et seq.)”’;
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(6) in subsection (1), by striking ¢$5,000,000
for fiscal year 2001, and such sums as may be
necessary for each the fiscal years 2009
through 2012 and inserting ¢$3,100,000 for
each of the fiscal years 2015 through 2019’;
and

(7) in subsection (m)—

(A) in paragraph (1), by striking ‘‘part C of
the Developmental Disabilities Assistance
Bill of Rights Act (42 U.S.C. 6042 et seq.)”
and inserting ‘‘subtitle C of title I of the De-
velopmental Disabilities Assistance and Bill
of Rights Act of 2000 (42 U.S.C. 15041 et
seq.)’’; and

(B) in paragraph (2), by striking ‘“‘part C of
the Developmental Disabilities Assistance
and Bill of Rights Act (42 U.S.C. 6042 et
seq.)” and inserting ‘‘subtitle C of title I of
the Developmental Disabilities Assistance
and Bill of Rights Act of 2000 (42 U.S.C. 15041
et seq.)”.

SEC. 5. TRAUMATIC BRAIN INJURY COORDINA-
TION PLAN.

(a) DEVELOPMENT OF PLAN.—Not later than
18 months after the date of enactment of this
Act, the Secretary of Health and Human
Services shall develop a plan for improved
coordination of Federal activities with re-
spect to traumatic brain injury. Such plan
shall—

(1) review existing interagency coordina-
tion efforts with respect to Federal activi-
ties related to traumatic brain injury, in-
cluding services for individuals with trau-
madtic brain injury;

(2) identify areas for improved coordina-
tion between relevant Federal agencies and
programs, including agencies and programs
with a focus on serving individuals with dis-
abilities;

(3) identify each recommendation in the
report required by section 393C(b) of the Pub-
lic Health Service Act (42 U.S.C. 280b-1d(b))
that has been adopted and each such rec-
ommendation that has not been adopted, and
describe any planned activities to address
each such recommendation that has not been
adopted; and

(4) incorporate, as appropriate, stakeholder
feedback, including feedback from individ-
uals with traumatic brain injury and their
caregivers.

(b) SUBMISSION TO CONGRESS.—The Sec-
retary of Health and Human Services shall
submit the plan developed under subsection
(a) to the Committee on Health, Education,
Labor, and Pensions of the Senate and the
Committee on Energy and Commerce of the
House of Representatives.

SEC. 6. REVIEW OF BRAIN INJURY MANAGEMENT
IN CHILDREN.

The Director of the Centers for Disease
Control and Prevention, in consultation with
the Director of the National Institutes of
Health, shall conduct a review of the sci-
entific evidence related to brain injury man-
agement in children, such as the restriction
or prohibition of children from attending
school or participating in athletic activities
following a head injury, and identify ongoing
and potential further opportunities for re-
search. Not later than 2 years after the date
of enactment of this Act, the Director of the
Centers for Disease Control and Prevention
shall submit to the Committee on Health,
Education, Labor, and Pensions of the Sen-
ate and the Committee on Energy and Com-
merce of the House of Representatives the
results of such review.

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.
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