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118TH CONGRESS 
1ST SESSION S. 1701 

To direct the Secretary of Health and Human Services, acting through 

the Director of the National Institutes of Health, to take certain steps 

to increase clinical trial diversity, and for other purposes. 

IN THE SENATE OF THE UNITED STATES 

MAY 18, 2023 

Mr. MENENDEZ (for himself and Ms. COLLINS) introduced the following bill; 

which was read twice and referred to the Committee on Health, Edu-

cation, Labor, and Pensions 

A BILL 
To direct the Secretary of Health and Human Services, 

acting through the Director of the National Institutes 

of Health, to take certain steps to increase clinical trial 

diversity, 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 ‘‘NIH Clinical Trial Di-4

versity Act of 2023’’. 5
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SEC. 2. DIVERSITY GOALS FOR CLINICAL TRIALS FUNDED 1

BY THE NATIONAL INSTITUTES OF HEALTH. 2

(a) APPLICATIONS.—Beginning on the date of enact-3

ment of this Act, the Secretary of Health and Human 4

Services, acting through the Director of the National In-5

stitutes of Health (referred to in this section as the ‘‘Sec-6

retary’’), shall require that a research organization or enti-7

ty funded by the National Institutes of Health (referred 8

to in this section as an ‘‘NIH-funded research organiza-9

tion or entity’’) seeking to conduct a clinical trial inves-10

tigating a drug or device (as those terms are defined in 11

section 201 of the Federal Food, Drug, and Cosmetic Act 12

(21 U.S.C. 321)) or a biological product (as defined in 13

section 351(i) of the Public Health Service Act (42 U.S.C. 14

262(i))) that is funded by the National Institutes of 15

Health or a behavioral intervention, the protocol for which 16

is approved by the National Institutes of Health, submit 17

an application (or renewal thereof) for such funding or 18

approval that includes— 19

(1) clear and measurable goals for the recruit-20

ment and retention of participants that reflect— 21

(A) the race, ethnicity, age, and sex of pa-22

tients with the disease or condition being inves-23

tigated; or 24

(B) as scientifically or ethically justified 25

and appropriate, the race, ethnicity, age, and 26
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sex of the general population of the United 1

States if the prevalence of the disease or condi-2

tion is not known; 3

(2) a rationale for the goals specified under 4

paragraph (1) that specifies— 5

(A) how investigators will determine the 6

number of participants for each population cat-7

egory that reflect the population groups speci-8

fied in paragraph (1); or 9

(B) strategies that will be used to enroll 10

and retain participants across the different 11

race, ethnicity, age, and sex categories; 12

(3) a detailed plan for how the clinical trial will 13

achieve the goals specified under paragraph (1) that 14

specifies— 15

(A) the requirements for researchers, in 16

conducting the trial, to analyze the population 17

groups specified in paragraph (1) separately; 18

and 19

(B) how the trial will recruit a study popu-20

lation that is— 21

(i) scientifically and ethically appro-22

priate in terms of the scientific objectives 23

and proposed study design; and 24
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(ii) in sufficient numbers to obtain 1

clinically and statistically meaningful de-2

terminations of the safety and effectiveness 3

of the drug, device, or behavioral interven-4

tion being studied in the respective race, 5

ethnicity, age, and sex groups; and 6

(4) the NIH-funded research organization or 7

entity’s plan for implementing, or an explanation of 8

why the NIH-funded research organization or entity 9

cannot implement, alternative clinical trial follow-up 10

requirements that are less burdensome for trial par-11

ticipants, such as— 12

(A) requiring fewer follow-up visits; 13

(B) allowing phone follow-up or home vis-14

its by appropriately qualified staff (in lieu of in- 15

person visits by patients); 16

(C) allowing for online follow-up options; 17

(D) permitting the patient’s primary care 18

provider to perform some of the follow-up visit 19

requirements; 20

(E) allowing for evening and weekend 21

hours for required follow-up visits; 22

(F) allowing virtual or telemedicine visits; 23

(G) use of wearable technology to record 24

key health parameters; and 25
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(H) use of alternate labs or imaging cen-1

ters, which may be closer to the residence of the 2

patients participating in the trial. 3

(b) TERMS.— 4

(1) IN GENERAL.—As a condition on the receipt 5

of funding through the National Institutes of 6

Health, as described in subsection (a), with respect 7

to a clinical trial, the NIH-funded research organiza-8

tion or entity of the clinical trial shall agree to terms 9

requiring that— 10

(A) the aggregate demographic information 11

of trial participants be shared on an annual 12

basis with the Secretary while participant re-13

cruitment and data collection in such trial is 14

ongoing, and that such information is provided 15

with respect to— 16

(i) underrepresented populations, in-17

cluding populations grouped by race, eth-18

nicity, age, and sex; and 19

(ii) such populations that reflect the 20

prevalence of the disease or condition that 21

is the subject of the clinical trial involved 22

(as available and as appropriate to the sci-23

entific objective for the study, as deter-24
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mined by the Director of the National In-1

stitutes of Health); 2

(B) the NIH-funded research organization 3

or entity submits to the program officer and 4

grants management specialist of the specific in-5

stitute, center, or office of the National Insti-6

tutes of Health, annually or as frequently as 7

such officer or specialist determines necessary, 8

the retention rate of participants in the clinical 9

trial, disaggregated by race, ethnicity, age, and 10

sex; 11

(C) the clinical trial researchers complete 12

education and training programs on diversity in 13

clinical trials; and 14

(D) at the conclusion of the trial, the spon-15

sor submits to the Secretary the number of par-16

ticipants in the trial, disaggregated by race, 17

ethnicity, age, and sex. 18

(2) PRIVACY PROTECTIONS.—Any data shared 19

under paragraph (1) may not include any individ-20

ually identifiable information or protected health in-21

formation with respect to clinical trial participants 22

and shall only be disclosed to the extent allowed 23

under Federal privacy laws and by National Insti-24

tutes of Health policy. 25
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(c) EXCEPTION.—In lieu of submitting an application 1

under subsection (a) and documentation of goals as re-2

quired by paragraph (1) of such subsection, an applicant 3

may provide reasoning for why the recruitment of each 4

of the population groups specified in paragraph (1) of sub-5

section (a) is not necessary and why such recruitment is 6

not scientifically justified or possible. 7

SEC. 3. ELIMINATING COST BARRIERS. 8

Not later than 2 years after the date of enactment 9

of this Act, the Secretary of Health and Human Services, 10

acting through the Director of the National Institutes of 11

Health, shall conduct and complete a study on— 12

(1) the need for review of human subject regu-13

lations specified in part 46 of title 45, Code of Fed-14

eral Regulations (or successor regulations), and re-15

lated guidance; 16

(2) the modernization of such regulations and 17

guidance to establish updated guidelines for reim-18

bursement of out-of-pocket expenses of human sub-19

jects, compensation of human subjects for time 20

spent participating in the clinical trial, and incen-21

tives for recruitment of human subjects; and 22

(3) the need for updated safe harbor rules 23

under section 1001.952 of title 42, Code of Federal 24

Regulations (or successor regulations), and section 25
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1128B of the Social Security Act (commonly re-1

ferred to as the ‘‘Federal Anti-Kickback Statute’’ 2

(42 U.S.C. 1320a–7b)) with respect to the assist-3

ance provided under this section. 4

SEC. 4. PUBLIC AWARENESS AND EDUCATION CAMPAIGN. 5

(a) NATIONAL CAMPAIGN.—The Secretary of Health 6

and Human Services (referred to in this section as the 7

‘‘Secretary’’), in consultation with the stakeholders speci-8

fied in subsection (e), shall carry out a national campaign 9

to increase the awareness and knowledge of individuals in 10

the United States, including health care professionals, pa-11

tients, and others, with respect to the need for diverse clin-12

ical trials among the demographic groups identified pursu-13

ant to section 2(a)(1). 14

(b) REQUIREMENTS.—The national campaign con-15

ducted under this section shall include— 16

(1)(A) the development and distribution of writ-17

ten educational materials; 18

(B) the development and placing of public serv-19

ice announcements that are intended to encourage 20

individuals who are members of the demographic 21

groups identified pursuant to section 2(b)(1)(A)(i) 22

to seek to participate in clinical trials; and 23

(C) the development of curricula for health care 24

professionals on— 25
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(i) how to participate in clinical trials as 1

an investigator; and 2

(ii) how such professionals can enroll pa-3

tients in trials; 4

(2) such efforts as are reasonable and necessary 5

to ensure meaningful access by consumers with lim-6

ited English proficiency; and 7

(3) the development and distribution of best 8

practices and training for recruiting underrep-9

resented study populations, including a method for 10

sharing such best practices among clinical trial spon-11

sors, providers, community-based organizations who 12

assist with recruitment, and with the public. 13

(c) HEALTH DISPARITIES.—In developing the na-14

tional campaign under subsection (a), the Secretary shall 15

recognize and address— 16

(1) health disparities among individuals who 17

are members of the population groups specified in 18

section 2(b)(1)(A) with respect to access to care and 19

participation in clinical trials; and 20

(2) any barriers in access to care and participa-21

tion in clinical trials that are specific to individuals 22

who are members of such groups. 23

(d) GRANTS.—The Secretary shall establish a pro-24

gram to award grants to nonprofit private entities (includ-25
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ing community-based organizations and faith commu-1

nities, institutions of higher education eligible to receive 2

funds under section 371 of the Higher Education Act of 3

1965 (20 U.S.C. 1067q), national organizations that serve 4

underrepresented populations, and community phar-5

macies) to enable such entities— 6

(1) to test alternative outreach and education 7

strategies to increase the awareness and knowledge 8

of individuals in the United States, with respect to 9

the need for diverse clinical trials that reflect the 10

race, ethnicity, age, and sex of patients with the dis-11

ease or condition being investigated; and 12

(2) to cover administrative costs of such entities 13

in assisting in diversifying clinical trials subject to 14

section 2. 15

(e) STAKEHOLDERS SPECIFIED.—The stakeholders 16

specified in this subsection are the following: 17

(1) Representatives of the Food and Drug Ad-18

ministration, the Health Resources and Services Ad-19

ministration, the Office on Minority Health of the 20

Department of Health and Human Services, the 21

Centers for Disease Control and Prevention, and the 22

National Institutes of Health. 23

(2) Community-based resources and advocates. 24
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(f) AUTHORIZATION OF APPROPRIATIONS.—There is 1

authorized to be appropriated to carry out this section 2

$10,000,000 for each of fiscal years 2024 through 2027. 3

SEC. 5. DEFINITION. 4

In this Act, the term ‘‘clinical trial’’ means a research 5

study in which one or more human subjects are prospec-6

tively assigned to one or more interventions (which may 7

include placebo or other control) to evaluate the effects 8

of those interventions on health-related biomedical or be-9

havioral outcomes. 10

Æ 

VerDate Sep 11 2014 02:09 Jun 10, 2023 Jkt 039200 PO 00000 Frm 00011 Fmt 6652 Sfmt 6301 E:\BILLS\S1701.IS S1701pb
in

ns
 o

n 
D

S
K

JL
V

W
7X

2P
R

O
D

 w
ith

 $
$_

JO
B



<<
  /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
	2023-06-14T01:32:07-0400
	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




