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To improve transparency and the availability of information regarding dietary
supplements by amending the Federal Food, Drug, and Cosmetic Act
to require manufacturers of dietary supplements to list dietary supple-
ments with the Food and Drug Administration.

IN THE SENATE OF THE UNITED STATES

JuLy 29, 2024
Mr. DURBIN introduced the following bill; which was read twice and referred
to the Committee on Health, Education, Labor, and Pensions

A BILL

To improve transparency and the availability of information
regarding dietary supplements by amending the Federal
Food, Drug, and Cosmetic Act to require manufacturers
of dietary supplements to list dietary supplements with
the Food and Drug Administration.

1 Be it enacted by the Senate and House of Representa-
tives of the United States of America in Congress assembled,

SECTION 1. SHORT TITLE.

This Act may be cited as the “Dietary Supplement
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Listing Act of 2024,
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SEC. 2. REGULATION OF DIETARY SUPPLEMENTS.

(a) IN GENERAL.—Chapter IV of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 341 et seq.) is amend-
ed by adding after section 403C of such Act (21 U.S.C.
343-3) the following:

“SEC. 403D. DIETARY SUPPLEMENT LISTING REQUIRE-
MENT.

“(a) IN GENERAL.—Beginning on the date specified
in subsection (b)(4), each dietary supplement marketed in
the United States shall be listed with the Secretary in ac-
cordance with this section. Each such listing shall include,
with respect to the dietary supplement, the information
specified in subsection (b)(1).

“(b) REQUIREMENTS.—

“(1) IN GENERAL.—The manufacturer, packer,
or distributor of a dietary supplement whose name
(pursuant to section 403(e)(1)) appears on the label
of a dietary supplement marketed in the United
States (referred to in this section as the ‘responsible
person’), or if the responsible person is a foreign en-
tity, the United States agent of such person, shall
submit to the Secretary in accordance with this sec-
tion the following information for a dietary supple-

ment that 1s marketed in the United States:
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“(A) Any name of the dietary supplement
and the statement of identity, including brand
name and specified flavors, if applicable.

“(B) The name and address of the respon-
sible person and the name and email address of
the owner, operator, or agent in charge of the
responsible person.

“(C) The name, domestic address, and
email address for the United States agent, if
the responsible person is a foreign entity.

“(D) The business name and place of busi-
ness the responsible person provided on the
label pursuant to section 403(e)(1).

“(E) An electronic copy of the label for the
dietary supplement.

“(F) A list of all ingredients in each such
dietary supplement required under sections
101.4 and 101.36, title 21, Code of Federal
Regulations (or any successor regulations), to
appear on the label of a dietary supplement, in-
cluding—

“(i) where applicable, ingredients in a
proprietary blend as described in section

101.36(c) of title 21, Code of Federal Reg-

ulations (or any successor regulations);
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“(11) the amount per serving of each
listed dietary ingredient;

“(i1) if required by section 101.36 of
title 21, Code of Federal Regulations (or
any successor regulations), the percent of
the daily value of each listed dietary ingre-
dient; and

“(iv) the amount per serving of die-
tary ingredients within a proprietary blend.
“(G) The number of servings per container

for each container size.

“(H) The directions for use.

“(I) Warnings, notice, and safe handling
statements, as required by section 101.17 of
title 21, Code of Federal Regulations (or any
successor regulations).

“(J) Allergen statements for major food al-
lergens (pursuant to sections 403(w) and
403(x)).

“(K) The form of the dietary supplement
(such as tablets, capsules, powders, liquids,
softgels, and gummies).

“(L) Any claim that appears on the label,
package insert, or website of the responsible

person who submits the listing that—
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“(1) characterizes the relationship of
any ingredient to a disease or a health-re-
lated condition and is described in section
403(r)(1)(B); or

“(i1) 1s subject to notification under
section 403(r)(6).

“(M) The dietary supplement product list-
ing number for the dietary supplement provided
by the Secretary in accordance with subsection
(e).

“(2) FORMAT.—The Secretary may require that
a listing submitted under paragraph (1) be sub-
mitted in an electronic format. Upon receipt of a
complete listing under paragraph (1), the Secretary
shall promptly notify the responsible person of the
receipt of such listing. A listing is deemed complete
once all fields of required information have been
completed by the responsible person who represents
that the product will be marketed in the United
States as a dietary supplement.

“(3) LISTING CONTENT.—A single listing sub-
mission for a dietary supplement under paragraph
(1) may include multiple dietary supplements with
identical formulations and forms, or formulations of

the same form, that differ only with respect to color,
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excipients, or flavorings, whether offered in a single

package size or in multiple package sizes.
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“(4) TIMING.—

“(A) IN GENERAL.—

“(1) DIETARY SUPPLEMENTS ON THE
MARKET.—In the case of a dietary supple-
ment that is being offered in interstate
commerce on or before January 1, 2025, a
listing for each such dietary supplement in-
troduced or delivered for introduction into
interstate commerce shall be submitted by
the responsible person to the Secretary
under this subsection not later than 18
months after the date of enactment of the
Dietary Supplement Listing Act of 2024.

“(11) NEW DIETARY SUPPLEMENTS.—
In the case of a dietary supplement that is
not being offered in interstate commerce
on or before January 1, 2025, a listing for
each such dietary supplement introduced
or delivered for introduction into interstate
commerce that has not been included in
any listing previously submitted by the re-
sponsible person to the Secretary under

this subsection shall be submitted to the
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Secretary at the time of introduction into

interstate commerce.

“(B) DISCONTINUED DIETARY SUPPLE-
MENTS.—The responsible person shall notify
the Secretary not later than 1 year after the
date the responsible person discontinues the in-
troduction into interstate commerce of a dietary
supplement required to be listed with the Sec-
retary under paragraph (1).

“(C) CHANGES TO EXISTING LISTINGS.—
The responsible person shall submit to the Sec-
retary any change or modification to listing in-
formation submitted under paragraph (1) in-
cluded on the label of a dietary supplement not
later than 30 days after the dietary supplement
with the change or modification is first intro-
duced into interstate commerce.

“(5) ADDITIONAL INFORMATION.—The respon-
sible person shall provide, upon request from the
Secretary, not later than 10 ecalendar days after
such request—

“(A) the full business name and physical
and mailing address of all locations at which
the responsible person manufactures, packages,

labels, or holds the dietary supplement; and
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“(B) the full business name and physical
and mailing address from which the responsible
person receives a dietary ingredient or combina-
tion of dietary ingredients that the responsible
person uses in the manufacture of the dietary
supplement or, if applicable, from which the re-
sponsible person receives the dietary supple-
ment.

“(¢) ProDUCT LISTING NUMBER AND DIETARY SUP-

PLEMENT ELECTRONIC DATABASE.—

“(1) DIETARY SUPPLEMENT PRODUCT LISTING
NUMBER.—The Secretary shall provide each dietary
supplement listed in accordance with subsection
(b)(1) a dietary supplement product listing number,
which may apply to multiple dietary supplements
with identical formulations, or formulations that dif-
fer only with respect to color, excipients, or
flavorings, including dietary supplements offered in
a single package size or in multiple package sizes.
The Secretary shall provide a process for a respon-
sible person to reserve dietary supplement listing
numbers in advance of listing under subsection
(b)(1).

“(2) ELECTRONIC DATABASE.—Not later than

2 years after the date of enactment of the Dietary
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1 Supplement Listing Act of 2024, the Secretary shall
2 establish and maintain an electronic database that is
3 publicly available and contains information sub-
4 mitted under subsection (b)(1) (except for the infor-
5 mation submitted under subparagraph (B), (C), and
6 (F)(iv) of such subsection). The Secretary shall
7 make such information maintained in the electronic
8 database publicly searchable, including by dietary
9 supplement product listing number, and by any field
10 of information or combination of fields of informa-
11 tion provided under subsection (b)(1) (except for the
12 information submitted under subparagraph (B), (C),
13 and (F')(v) of such subsection).

14 “(3) CONFIDENTIAL INFORMATION.—In re-
15 sponse to a request under section 552 of title 5,
16 United States Code, information described in sub-
17 paragraph (B), (C), and (F')(iv) of subsection (b)(1)
18 that is derived from a listing under this section, and
19 information described in subparagraph (b)(5), shall
20 be withheld under section 552(b)(3) of title 5,
21 United States Code.
22 “(d) RULE OF CONSTRUCTION.—Nothing in this sec-
23 tion shall be construed—
24 “(1) to limit the authority of the Secretary to
25 nspect or copy records or to require the establish-
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ment and maintenance of records under any other
provision of this Act;

“(2) to authorize the disclosure of information
that 1s prohibited from disclosure under section
301(j) of this Act or section 1905 of title 18, United
States Code, or that is subject to withholding under
section 552(b)(4) of title 5, United States Code; or

“(3) to grant the Secretary authority to require
the approval of a dietary supplement prior to mar-
keting.

“(e) AUTHORIZATION OF APPROPRIATIONS.—There

is authorized to be appropriated $7,872,984 for fiscal year
2024, and $6,615,000 for each of fiscal years 2025
through 2028, for purposes of conducting the activities
under this section and hiring personnel required to carry
out this section.”.

(b) MISBRANDING.—Section 403 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 343) is amend-
ed by adding at the end the following:

“(z) If it 1s a dietary supplement for which a respon-
sible person or the United States agent of such a person
18 required under section 403D to file a listing, file a
change to an existing listing, or provide additional infor-

mation to the Secretary, and such person or agent has

oS 4827 IS



[E—

O o0 9 AN U B~ W

11

failed to comply with any such requirements under section
403D with respect to such dietary supplement.”.

(¢) NEW PROHIBITED ACT.—Section 301 of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 331) is
amended by adding at the end the following:

“(333) The introduction or delivery for introduction
into interstate commerce of a dietary supplement that has
been prepared, packed, or held using the assistance of, or

at the direction of, a person debarred under section 306.”.

O

oS 4827 IS




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Off
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams true
  /MaxSubsetPct 100
  /Optimize false
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts false
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue true
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth 8
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /FlateEncode
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth 8
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /FlateEncode
  /AutoFilterGrayImages false
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck true
  /PDFX3Check false
  /PDFXCompliantPDFOnly true
  /PDFXNoTrimBoxError false
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (U.S. Web Coated \050SWOP\051 v2)
  /PDFXOutputConditionIdentifier (CGATS TR 001)
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <>
    /CHT <>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV <>
    /HUN <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF che devono essere conformi o verificati in base a PDF/X-1a:2001, uno standard ISO per lo scambio di contenuto grafico. Per ulteriori informazioni sulla creazione di documenti PDF compatibili con PDF/X-1a, consultare la Guida dell'utente di Acrobat. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 4.0 e versioni successive.)
    /JPN <>
    /KOR <>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die moeten worden gecontroleerd of moeten voldoen aan PDF/X-1a:2001, een ISO-standaard voor het uitwisselen van grafische gegevens. Raadpleeg de gebruikershandleiding van Acrobat voor meer informatie over het maken van PDF-documenten die compatibel zijn met PDF/X-1a. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 4.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents that are to be checked or must conform to PDF/X-1a:2001, an ISO standard for graphic content exchange.  For more information on creating PDF/X-1a compliant PDF documents, please refer to the Acrobat User Guide.  Created PDF documents can be opened with Acrobat and Adobe Reader 4.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /HighResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


		Superintendent of Documents
	2024-08-28T19:52:02-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




