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To amend the Federal Food, Drug, and Cosmetic Act to establish a process
for science-focused drug development meetings led by the Reagan-Udall
Foundation for the Food and Drug Administration with respect to drugs
for rare diseases and conditions, and for other purposes.

IN THE SENATE OF THE UNITED STATES

Marcr 3, 2025
Ms. KLOBUCHAR (for herself and Mr. WICKER) introduced the following bill;
which was read twice and referred to the Committee on Health, Edu-
cation, Labor, and Pensions

A BILL

To amend the Federal Food, Drug, and Cosmetic Act to
establish a process for science-focused drug development
meetings led by the Reagan-Udall Foundation for the
Food and Drug Administration with respect to drugs
for rare diseases and conditions, and for other purposes.

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 “Scientific External

Process for Educated Review of Therapeutics Act of
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20257 or the “Scientific EXPERT Act of 20257,
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SEC. 2. SCIENCE-FOCUSED DRUG DEVELOPMENT MEET-

INGS.

The Federal Food, Drug, and Cosmetic Act (21
U.S.C. 301 et seq.) is amended by inserting after section
770 (21 U.S.C. 379dd) the following:

“SEC. 770A. SCIENCE-FOCUSED DRUG DEVELOPMENT
MEETINGS.

“(a) IN GENERAL.—The Secretary shall develop and
implement a process for Foundation led, science-focused
drug development meetings to provide an opportunity for
academic researchers and medical experts, drug sponsors,
scientific organizations, and patient organizations to—

“(1) discuss science-related challenges impact-
ing the development of drugs for rare diseases and
conditions;

“(2) 1dentify scientific approaches and opportu-
nities to facilitate the development, review, and ap-
proval of such drugs; and

“(3) align on novel approaches for the develop-
ment of drugs for particular diseases, including ap-
propriate clinical trial designs and metrics, manufac-
turing standards, patient populations, clinical
endpoints, the use of biomarkers as surrogate
endpoints, and natural history as a control, to ad-
vance treatment options to address unmet medical

needs.
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3
“(b) ARRANGEMENT.—
“(1) QUALIFIED THIRD PARTY CONVENOR.—
The Secretary shall enter into an arrangement with
the Foundation under which the Foundation agrees
to convene ELL-SKFDD meetings regarding drugs for
rare diseases or conditions in accordance with this
section.

“(2) MINIMUM NUMBER OF MEETINGS.—The

Foundation shall convene no fewer than 4 KEl-—
SEDD meetings each year, with each such meeting
focused on addressing a different rare disease or
condition or a different group of rare diseases and
conditions.

“(3) STEERING COMMITTER.—

“(A) IN GENERAL.—The Foundation shall
establish and maintain a permanent steering
committee, to be known as the Science-Focused
Drug Development Multistakeholder Steering

Committee, to advise the Foundation on imple-

mentation of this section, including by
“(1) establishing a process by which li-

censed and board-certified medical clini-
clans and academics with expertise In a
rare disease or condition, sponsors of

drugs for a rare disease or condition, sci-

oS 822 IS



O o0 N N W BB W

[\© TN NO I N T NG N NG I NS B S e e T e e T e T e e T
[ T NG U N N = = N Re - BN B o) W ) TR ~S O T NO S e

oS 822 IS

4

entific organizations, rare disease or condi-
tion patient organizations, and other enti-
ties can provide suggested meeting topics
to the Foundation;

“(11) reviewing such suggested meeting
topics for EL-SFDD meetings; and

“(111) based on the criteria under sub-
paragraph (B), recommending to the
Foundation topics for EL-SFDD meet-
ngs.

“(B) CRITERIA FOR MEETINGS.—In for-

mulating recommendations under subparagraph

(A), the Foundation shall consider—

“(1) unmet therapeutic needs;

““(i1) the size of the patient population
of the rare disease or condition;

“(111) whether there were or are mul-
tiple products in development to prevent or
treat the rare disease or condition ivolved;

“(iv) whether there i1s a need for in-
creased regulatory flexibility to facilitate
the development of products;

“(v) whether the rare disease or con-
dition involved would benefit from clarity

and alignment on drug development ques-
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tions (such as clinical trial design, natural
history as a control, appropriate clinical
endpoints, biomarkers that may serve as
surrogate endpoints, and other approaches)
to expedite drug development for such dis-
ease or condition; and

“(vi) whether the discussions about
such rare disease or condition may have
broader impact on other rare diseases and
conditions.

“(C) MEMBERSHIP.—The members of the

Steering Committee shall be subject to all rel-
evant conflict of interest policies of the Founda-

tion, and shall include—

“(1) representatives of the Center for
Drug Evaluation and Research, the Center
for Biologics Evaluation and Research, and
the Center for Devices and Radiological
Health;

“(11) academic and licensed and board-
certified medical clinicians;

“(i11) patient representatives; and

“(iv) industry representatives engaged
in the development of drugs for rare dis-

eases and conditions.
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“(4) PLANNING PROCESS.—In planning an El~—
SEDD meeting under this section, the Foundation,
in consultation with the stakeholders listed in para-
eraph (5), shall develop—

“(A) a list of the specific objectives of the
meeting related to key drug development issues
for the rare disease or condition, or group of
rare diseases and conditions, with a goal of ex-
pediting drug development;

“(B) a proposed agenda for the meeting;
and

“(C) a list of medical experts, drug spon-
sors, scientific organizations, patient organiza-
tions, and other entities to be invited to partici-
pate in the meeting.

“(5) AGENCY AND STAKEHOLDER ENGAGE-
MENT.—Throughout the process of planning an El—
SEDD meeting, the Foundation shall consult with—

“(A) appropriate staff of the Food and
Drug Administration;

“(B) the Steering Committee;

“(C) industry representatives engaged in
the development of products for rare diseases
and conditions to be discussed at such El~

SFDD meeting;
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“(D) patient representatives of rare dis-
eases and conditions under discussion in such
EL-SFDD meeting;

“(E) academics or board-certified and hi-
censed medical clinicians with expertise in
treating a rare disease or condition; and

“(F) other appropriate stakeholders.

“(6) POST-MEETING REPORTS.

“(A) IN GENERAL.—Not later than 180
days after an EL.-SFDD meeting, the Founda-
tion shall make publicly available on the website
of the Food and Drug Administration—

“(1) a transeript and recording of the
meeting; and

“(i1) in consultation with the stake-
holders listed in paragraph (5), a summary
analysis of the input received during the
meeting that is relevant to approval or -
censing of drugs for the rare disease or
condition involved.

“(B) CoNnTENTS.—Each publication under

subparagraph (A) shall include a clear identi-
fication of—

“(1) areas of consensus;
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“(11) areas where additional clarifica-
tion or information is needed to reach con-
sensus; and
“(ii1) next steps agreed upon with the
Food and Drug Administration.

“(¢) REPRESENTATIVES OF FDA REVIEW Divi-
SIONS.—The Secretary shall require appropriate rep-
resentatives of the review divisions of the Food and Drug
Administration to participate in each EL-SFDD meeting
under this section.

“(d) RuLEs OF CONSTRUCTION.—Nothing in this
section shall be construed—

“(1) to prevent other third-party organizations
from organizing similarly structured EL—SFDD-like
meetings to discuss challenges in rare disease drug
development;

“(2) to require the Food and Drug Administra-
tion to participate in additional meetings described
in paragraph (1);

“(3) to alter the protections offered by laws,
regulations, or policies governing disclosure of con-
fidential commercial or trade secret information and
any other information exempt from disclosure pursu-

ant to section 552(b) of title 5, United States Code;
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“(4) to limit the ability of the Secretary to con-
sult with individuals and organizations;

“(5) to create a legal right for consultation on
any matter or require the Secretary to meet with
any particular expert or stakeholder;

“(6) to alter agreed-upon goals and procedures
1dentified in the letters described in section 1001(b)
of the FDA User Fee Reauthorization Act of 2022;
or

“(7) to increase the number of review cycles for

drugs.

“(e) DEFINITIONS.—In this section:

“(1) The term ‘EL-SFDD meeting’ means an
externally led, science-focused drug development
meeting.

“(2) The term ‘rare disease or condition’ has
the meaning given such term in section 526.

“(3) The term ‘Steering Committee’ means the
Science-Focused Drug  Development  Multistake-

holder Steering Committee established under sub-

section (b)(3).

“(f) AUTHORIZATION OF APPROPRIATIONS.
“(1) IN GENERAL.—To carry out this section,
there is authorized to be appropriated $1,000,000

for each of fiscal years 2025 through 2029.
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“(2) RULE OF CONSTRUCTION.—Nothing in
this section shall be construed to prohibit the Foun-
dation from soliciting or accepting funds pursuant to
section 770(1) for the purposes of planning or oper-
ating an EL.-SFDD meeting authorized by this sec-
tion.

“SEC. 770B. REQUIRED ACTIONS FOLLOWING EL-SFDD
MEETINGS.

“(a) INCORPORATION OF INPUT INTO RISK-BENEFIT
ASSESSMENTS.—In approving or licensing a drug under
subsection (¢) or (j) of section 505 of this Act or sub-
section (a) or (k) of section 351 of the Public Health Serv-
ice Act, the Secretary shall make public—

“(1) a statement of whether any EL-SKFDD
meeting under section 770A was held that was rel-
evant to such approval or licensure; and

“(2) if a meeting described in paragraph (1)
was held, a description of how the Secretary incor-
porated input from such meeting in the risk-benefit
assessment described in section 505(d).

“(b) ANNUAL REPORT.—On an annual basis, the
Secretary shall submit a report to Congress summa-
rizing—

“(1) the number and topics of EL-SKFDD

meetings held during the reporting period,;
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“(2) the extent of participation in such meet-
ings from the review divisions of the Food and Drug
Administration;

“(3) the impact of ELL-SFDD meetings on the
workload and resources of the Food and Drug Ad-
ministration; and

“(4) an assessment of how the input received
during such meetings was used in—

“(A) deliberations throughout the drug de-
velopment lifecycle;
“(B) regulatory decision-making; and
“(C) formulating recommendations for fu-
ture meetings.
“(¢) DEFINITION.—In this section, the term ‘El-
SEFDD meeting’ has the meaning given to that term in

section 7T70A.

“(d) AUTHORIZATION OF APPROPRIATIONS.—To
carry out this section, there is authorized to be appro-
priated $1,000,000 for each of fiscal years 2025 through

2029.7.

oS 822 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
	2025-03-26T22:52:37-0400
	Government Publishing Office, Washington, DC 20401
	U.S. Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




