
I 

117TH CONGRESS 
2D SESSION H. R. 6519 

To amend the Federal Food, Drug, and Cosmetic Act regarding the patient 

medication information required to be included in the labeling of prescrip-

tion drugs, and for other purposes. 

IN THE HOUSE OF REPRESENTATIVES 

JANUARY 28, 2022 

Mr. GOLDEN (for himself, Mr. CARTER of Georgia, Mr. RUPPERSBERGER, and 

Mr. WESTERMAN) introduced the following bill; which was referred to the 

Committee on Energy and Commerce 

A BILL 
To amend the Federal Food, Drug, and Cosmetic Act regard-

ing the patient medication information required to be 

included in the labeling of prescription drugs, and for 

other purposes. 

Be it enacted by the Senate and House of Representa-1

tives of the United States of America in Congress assembled, 2

SECTION 1. SHORT TITLE. 3

This Act may be cited as the ‘‘Patients’ Right to 4

Know Their Medication Act of 2022’’. 5

SEC. 2. FINDINGS. 6

Congress finds the following: 7
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(1) Prescription medications are important to 1

the health and well-being of the American public. 2

(2) According to the Centers for Disease Con-3

trol and Prevention (CDC), 48.9 percent of Ameri-4

cans used at least one prescription drug in the past 5

30 days. 6

(3) The utilization of prescription drugs can 7

subject patients to adverse drug events; therefore, 8

patient safety is of the utmost importance. 9

(4) Studies indicate that paper format patient 10

medication information (PMI) can help protect pa-11

tients and prevent the majority of costly adverse 12

drug events. 13

(5) In addition to bolstering patient safety, the 14

mandatory use of a standardized PMI provided to 15

all patients in nonhospital settings could reduce 16

costs associated with emergency room visits and hos-17

pital admissions related to adverse drug events by 18

$14.6 to $26.2 billion dollars annually. 19

(6) Many patients cannot access electronic 20

versions of PMI, thereby necessitating a paper op-21

tion. 22

(7) The Government Accountability Office 23

found that relying on electronic labeling as a com-24
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plete substitute for paper labeling could adversely 1

impact public health. 2

(8) A congressionally mandated paper PMI is 3

needed because no standardized PMI in a single 4

page, paper copy, proven patient-friendly format is 5

currently available to patients or required by the 6

Federal Food, Drug, and Cosmetic Act (21 U.S.C. 7

301 et seq.). 8

SEC. 3. PATIENT MEDICATION INFORMATION FOR PRE-9

SCRIPTION DRUGS. 10

(a) IN GENERAL.—Chapter V of the Federal Food, 11

Drug, and Cosmetic Act (21 U.S.C. 351 et seq.) is amend-12

ed by inserting after section 505G (21 U.S.C. 355h) the 13

following: 14

‘‘SEC. 505H. PATIENT MEDICATION INFORMATION FOR PRE-15

SCRIPTION DRUGS. 16

‘‘(a) IN GENERAL.—The Secretary shall issue regula-17

tions on the patient medication information that is re-18

quired to be in the printed labeling of drugs subject to 19

section 503(b)(1), including regulations regarding the au-20

thorship, content, format, color, printing, and dissemina-21

tion requirements for such patient medication information. 22

The Secretary shall issue final regulations pursuant to the 23

preceding sentence not later than 1 year after the date 24

of enactment of this section. 25
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‘‘(b) CONTENT.—The regulations promulgated under 1

subsection (a) shall require that the patient medication in-2

formation with respect to a drug— 3

‘‘(1) be scientifically accurate, include relevant 4

patient safety information, and be approved by the 5

Secretary; 6

‘‘(2) include understandable plain language, 7

and include graphics and pictures when applicable, 8

and be provided in a consistent, standardized format 9

and color for all drug products, and not be pro-10

motional in tone or content, and contain at least— 11

‘‘(A) the established name of the drug (or, 12

if the drug is a biological product, the proper 13

name of the biological product) and the national 14

drug code for the drug; 15

‘‘(B) indications for use approved by the 16

Food and Drug Administration; 17

‘‘(C) general directions for proper use; 18

‘‘(D) contraindications, warnings, pre-19

cautions, the most frequently occurring adverse 20

reactions, and adverse reactions that are impor-21

tant for other reasons (such as because they are 22

serious), especially with respect to certain sub-23

populations such as children, pregnant women, 24

and the elderly; 25
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‘‘(E) measures patients may be able to 1

take, if any, to reduce the side effects and risks 2

of the drug; 3

‘‘(F) information about when a patient 4

should contact his or her health care profes-5

sional; 6

‘‘(G) instructions not to share medications, 7

and, if applicable, key storage requirements and 8

recommendations relating to proper disposal of 9

any unused portion of the drug; 10

‘‘(H) known clinically important inter-11

actions with other drugs, food, and other sub-12

stances; 13

‘‘(I) a statement of whether sufficient data 14

are available concerning the use of the drug in 15

specified subpopulations, such as women, preg-16

nant women, lactating women, women and men 17

of reproductive age, and pediatric, geriatric, ra-18

cial, and ethnic minority groups; 19

‘‘(J) the name of the manufacturer and a 20

toll-free telephone number for consumers to 21

contact the manufacturer of the drug; and 22

‘‘(K) a current link to Form FDA 3500B 23

for voluntary reporting for consumers of ad-24
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verse events, product problems, and product use 1

errors (or any successor form); and 2

‘‘(3) be provided to a patient or agent of a pa-3

tient in a printed format with each prescription dis-4

pensed, such that a drug labeled for distribution 5

shall be accompanied by printed labeling physically 6

on or within the packaging from which the drug is 7

to be dispensed, in an adequate supply of printed 8

patient medication information to accommodate pre-9

scriptions dispensed therefrom. 10

‘‘(c) TIMELINESS, CONSISTENCY, ACCURACY, AND 11

EFFECTIVENESS.—The regulations promulgated under 12

subsection (a) shall— 13

‘‘(1) provide for timely reviews, approvals, and 14

updates of patient medication information as new 15

drugs and new information become available; 16

‘‘(2) provide for updates when appropriate to 17

help communicate information that is shared by 18

similar products or drugs within classes of medica-19

tion to avoid patient confusion and harm; 20

‘‘(3) include specifications for language, graph-21

ics, format, color, and pictures required by sub-22

section (b)(2), to be developed based upon docu-23

mented patient research with one or more actual 24

drug products that demonstrates improved patient 25
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learning and understanding of safe and effective 1

medication use; and 2

‘‘(4) be based on a demonstrated causal connec-3

tion between the enhanced patient medication infor-4

mation required by the regulations and improved pa-5

tient medication adherence and compliance for the 6

purpose of reducing the cost of health care and im-7

proving desired medical outcomes.’’. 8

(b) MISBRANDING OFFENSE.—Section 502 of the 9

Federal Food, Drug, and Cosmetic Act (21 U.S.C. 352) 10

is amended by adding at the end the following: 11

‘‘(gg) If it is a drug subject to section 503(b)(1) and 12

patient medication information is not provided in accord-13

ance with section 505H.’’. 14

Æ 

VerDate Sep 11 2014 22:20 Feb 10, 2022 Jkt 029200 PO 00000 Frm 00007 Fmt 6652 Sfmt 6301 E:\BILLS\H6519.IH H6519pb
in

ns
 o

n 
D

S
K

JL
V

W
7X

2P
R

O
D

 w
ith

 B
IL

LS



<<
  /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
	2022-02-10T23:27:49-0500
	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




