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To require drug manufacturers to disclose the prices of prescription drugs
in any direct-to-consumer advertising and marketing to practitioners of
a drug.

IN THE HOUSE OF REPRESENTATIVES
JULY 26, 2018

Ms. SCHAKOWSKY introduced the following bill; which was referred to the
Committee on Energy and Commerce

A BILL

To require drug manufacturers to disclose the prices of pre-
seription drugs in any direct-to-consumer advertising and
marketing to practitioners of a drug.

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 “Drug-Price Trans-
parency in Communications Act”.

SEC. 2. FINDINGS.
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Congress finds as follows:
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(1) Direct-to-consumer advertising of preserip-
tion pharmaceuticals is legal in only 2 developed
countries, the United States and New Zealand.

(2) Direct-to-consumer advertising of prescrip-
tion pharmaceuticals is designed to cause patients to
pressure physicians to prescribe certain medications.

(3) In 2015, pharmaceutical companies spent
more than $100,000,000 on advertising with respect
to each of 16 brand-name drugs, primarily new and
expensive drugs.

(4) Prescription rates of medications advertised
directly to consumers have increased by 34.2 percent
compared to a 5.1 percent increase in other pharma-
ceuticals.

(5) Prescription pharmaceuticals cost more in
the United States than they do in any other country.

(6) The American Medical Association has
passed resolutions calling for the ban of direct-to-
consumer advertising of preseription  pharma-
ceuticals, and to require price transparency in any
direct-to-consumer advertising.

(7) The amount of spending by pharmaceutical
companies In marketing to health care providers is
more than 4 times the spending for direct-to-con-

sumer advertising.
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1 (8) IHealth care providers are more likely to
2 prescribe a certain drug if they have received pay-
3 ments or marketing materials from the manufac-
4 turer of that drug.

5 SEC. 3. PRICE DISCLOSURE REQUIREMENT FOR DIRECT-
6 TO-CONSUMER DRUG ADVERTISEMENTS.

7 (a) IN GENERAL.—Section 303(2)(1) of the Federal
8 Food, Drug, and Cosmetic Act (21 U.S.C. 333(g)(1)) is
9 amended—

10 (1) by striking “(A)”" and inserting “(1)"’;

11 (2) by striking “(B)”” and inserting (i1);

12 (3) by striking “(1) With respect” and inserting
13 “(1)(A) With respect”;

14 (4) by striking “this paragraph’ each place it
15 appears and inserting “this subparagraph’;

16 (5) by striking “No other civil monetary pen-
17 alties in this Act (including the civil penalty in sec-
18 tion 303(f)(4))” and inserting “No ecivil monetary
19 penalties (including the civil penalty in section
20 303(f)(4)), other than the penalties under this sub-
21 paragraph and subparagraph (B)”’; and
22 (6) by adding at the end the following:
23 “(B) With respect to a person who is a holder of an

24 approved application under section 505 for a drug subject

25 to section 503(b) or under section 351 of the Public
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Health Service Act, any such person who disseminates or
causes another party to disseminate a direct-to-consumer
advertisement that does not include the wholesale acquisi-
tion cost (as defined in section 1847A(¢)(6)(B) of the So-
cial Security Act) for a 30-day supply of the drug shall
be liable to the United States for a civil penalty in an
amount not to exceed $1,000,000 for the first such viola-
tion in any 3-year period, and not to exceed $5,000,000
for each subsequent violation in any 3-year period. For
purposes of this subparagraph, all violations under this
paragraph occurring in a single day shall be considered
one violation. With respect to advertisements that appear
In magazines or other publications that are published less
frequently than daily, each issue date (whether weekly or
monthly) shall be treated as a single day for the purpose
of calculating the number of violations under this subpara-
oraph.”.

(b) TRANSFER OF FUNDSs.—For each fiscal year,

there are authorized to be appropriated, and are appro-
priated, out of any funds not otherwise obligated, to the
Director of the National Institutes of Iealth for purposes
of carrying out medical research, an amount equal to the
amount collected in penalties during the previous fiscal
yvear for violations of section 303(2)(1)(B) of the Federal

Food, Drug, and Cosmetic Act.
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(¢) REGULATIONS.—The Secretary of IHealth and

Human Services, acting through the Commissioner of
Food and Drugs, shall promulgate regulations to carry out
subparagraph (B) of section 303(2)(1) of the Kederal
Food, Drug, and Cosmetic Act (21 U.S.C. 333(g)(1)), as
added by subsection (a). Such regulations shall include
provisions setting forth—

(1) a reasonable amount of time a manufac-
turer has to update any direct-to-consumer adver-
tising of a drug in accordance with such subpara-
oraph (B) after a change to the wholesale acquisi-
tion cost of the drug; and

(2) the specific manner in which the wholesale
acquisition cost of a drug is required to be conspicu-
ously disclosed in such direct-to-consumer advertise-
ments in order to communicate such single price
metric to the public, which shall include visual and
audio (as applicable) components of the advertise-
ment, and which may include a brief qualitative ex-
planation of reduced cost availability for certain con-
sumers, such as through insurance cost-sharing ar-

rangements or patient assistance programs.

*HR 6576 TH



O o0 9 N D kA WD =

|\ TN NG I N R NG I NG I N R N e T e e T e e e T
LN A W D= O O NN NN Bl W D = O

6
SEC. 4. DRUG MANUFACTURER DUTY TO DISCLOSE DRUG

PRICES TO PRACTITIONERS.

(a) Dury To DISCLOSE.—Whenever a drug manu-
facturer, including any representative of the manufac-
turer, communicates with a health care practitioner about
a drug manufactured by the drug manufacturer, including
through promotional, educational, or marketing commu-
nications, meetings or paid events, and the provision of
ooods, gifts, and samples, the drug manufacturer shall dis-
close to the practitioner the wholesale acquisition cost (as
defined in section 1847A(c)(6)(B) of the Social Security
Act (42 U.S.C. 1395w—3a(c)(6)(B))) for a 30-day supply
of the drug, which may include a brief qualitative expla-
nation of reduced cost availability for certain consumers
that is consistent with the regulations described in section
3(e)(2).

(b) ENFORCEMENT BY FEDERAL TRADE COMMIS-
SION.—

(1) UNFAIR OR DECEPTIVE ACTS OR PRAC-

TICES.

A wviolation of subsection (a) by a person
with respect to whom the Commission is empowered
under section H(a)(2) of the Federal Trade Commis-
sion Act (15 U.S.C. 45(a)(2)) shall be treated as a
violation of a rule defining an unfair or deceptive act

or practice prescribed under section 18(a)(1)(B) of
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the Federal Trade Commission Act (15 U.S.C.
HTa(a)(1)(B)).

(2) POWERS OF FEDERAL TRADE COMMIS-

SION.—

(A) IN GENERAL.—The Federal Trade
Commission shall enforce this section in the
same manner, by the same means, and with the
same jurisdiction, powers, and duties as though
all applicable terms and provisions of the Fed-
eral Trade Commission Act (15 U.S.C. 41 et
se(q.) were incorporated into and made a part of
this Act.

(B) PRIVILEGES AND IMMUNITIES.

Any
person who violates this section shall be subject
to the penalties and entitled to the privileges

and immunities provided in the Federal Trade

Commission Act (15 U.S.C. 41 et seq.).

(¢) RULEMAKING.—The Federal Trade Commission
shall promulgate in accordance with section 553 of title
5, United States Code, such rules as may be necessary
to carry out this section.

(d) SAVINGS PRrROVISION.—Nothing in this section

shall be construed to limit, impair, or supersede the oper-
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1 ation of the Federal Trade Commission Act or any other

2 provision of Federal law.

*HR 6576 TH




<<
  /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
	2023-01-03T03:39:58-0500
	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




