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To direct the Secretary of Defense to carry out a pilot program for investiga-
tional treatment of members of the Armed Forces for traumatic brain
injury and post-traumatic stress disorder.

IN THE HOUSE OF REPRESENTATIVES

JUNE 12, 2013

Mr. SESSIONS (for himself and Mr. THoMPSON of California) introduced the
following bill; which was referred to the Committee on Armed Services

A BILL

To direct the Secretary of Defense to carry out a pilot
program for investigational treatment of members of the
Armed Forces for traumatic brain injury and post-trau-
matic stress disorder.

1 Be it enacted by the Senate and House of Representa-
2 tiwes of the United States of America in Congress assembled,
3 SECTION 1. SHORT TITLE.

4 This Act may be cited as the “TBI Treatment Act”.
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SEC. 2. PILOT PROGRAM FOR INVESTIGATIONAL TREAT-

MENT OF MEMBERS OF THE ARMED FORCES
FOR TRAUMATIC BRAIN INJURY AND POST-
TRAUMATIC STRESS DISORDER.

(a) PROCESS.—The Secretary of Defense shall carry
out a five-year pilot program under which the Secretary
shall establish a process through which the Secretary shall
provide payment for investigational treatments (including
diagnostic testing) of traumatic brain injury or post-trau-
matic stress disorder received by members of the Armed
Forces in health care facilities other than military treat-
ment facilities. Such process shall provide that payment
be made directly to the health care facility furnishing the
treatment.

(b) CONDITIONS FOR APPROVAL.—The approval by
the Secretary for payment for a treatment pursuant to
subsection (a) shall be subject to the following conditions:

(1) Any drug or device used in the treatment
must be approved or cleared by the Food and Drug

Administration for any purpose and its use must

comply with rules of the Food and Drug Administra-

tion applicable to investigational new drugs or inves-
tigational devices.
(2) The treatment must be approved by the

Secretary following approval by an institutional re-

view board operating in accordance with regulations
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issued by the Secretary of Health and Human Serv-
ices.

(3) The patient receiving the treatment must
demonstrate an improvement under ecriteria ap-
proved by the Secretary, as a result of the treatment
on one or more of the following:

(A) Standardized independent pre-treat-
ment and post-treatment neuropsychological
testing.

(B) Accepted survey instruments including,
such instruments that look at quality of life.

(C) Neurological imaging.

(D) Clinical examination.

(4) The patient receiving the treatment must be
receiving the treatment voluntarily and based on in-
formed consent.

(5) The patient receiving the treatment may not
be a retired member of the Armed Forces who is en-
titled to benefits under part A, or eligible to enroll
under part B, of title XVIII of the Social Security
Act.

(¢) ADDITIONAL RESTRICTIONS AUTHORIZED.—The

23 Secretary may establish additional restrictions or condi-

24 tions for reimbursement as the Secretary determines ap-

25 propriate to ensure the protection of human research sub-
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4
jects, appropriate fiscal management, and the validity of
the research results.

(d) AurHoriTy.—The Secretary shall make pay-
ments under this section for treatments received by mem-
bers of the Armed Forces using the authority in subsection
(¢)(1) of section 1074 of title 10, United States Code.

(e) AMOUNT.—A payment under this section shall be
made at the equivalent Centers for Medicare and Medicaid
Services reimbursement rate in effect for appropriate
treatment codes for the State or territory in which the
treatment is received. If no such rate is in effect, payment
shall be made on a cost-reimbursement basis, as deter-
mined by the Secretary, in consultation with the Secretary
of Health and Human Services.

(f) DATA COLLECTION AND AVAILABILITY.—

(1) INn GENERAL.—The Secretary shall develop
and maintain a database containing data from each
patient case involving the use of a treatment under
this section. The Secretary shall ensure that the
database preserves confidentiality and that any use
of the database or disclosures of such data are lim-
ited to such use and disclosures permitted by law
and applicable regulations.

(2) PUBLICATION OF QUALIFIED INSTITU-

TIONAL REVIEW BOARD STUDIES.—The Secretary
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5}
shall ensure that an Internet website of the Depart-
ment of Defense includes a list of all civilian institu-
tional review board studies that have received a pay-
ment under this section.

(2) ASSISTANCE FOR MEMBERS TO OBTAIN TREAT-

MENT.—

(1) ASSIGNMENT TO TEMPORARY DUTY.—The
Secretary of a military department may assign a
member of the Armed Forces under the jurisdiction
of the Secretary to temporary duty or allow the
member a permissive temporary duty in order to
permit the member to receive treatment for trau-
matic brain injury or post-traumatic stress disorder,
for which payments shall be made under subsection
(a), at a location beyond reasonable commuting dis-
tance of the permanent duty station of the member.

(2) PER DIEM.—A member who is away from
the permanent station of the member may be paid
a per diem in lieu of subsistence in an amount not
more than the amount to which the member would
be entitled if the member were performing travel in
connection with a temporary duty assignment.

(3) GIFT RULE WAIVER.—The Secretary of De-
fense may waive any rule of the Department of De-

fense regarding ethics or the receipt of gifts with re-
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spect to any assistance provided to a member of the

Armed Forces for travel or per diem expenses inci-

dental to receiving treatment under this section.

(h) MEMORANDA OF UNDERSTANDING.—The Sec-
retary shall enter into memoranda of understandings with
civilian institutions for the purpose of providing members
of the Armed Forces with treatment carried out by civilian
health care practitioners under treatment—

(1) approved by and under the oversight of ci-
vilian institutional review boards; and

(2) that would qualify for payment under this
section.

(i) OUTREACIL.—The Secretary of Defense shall es-
tablish a process to notify members of the Armed Forces
of the opportunity to receive treatment pursuant to this

section.

(j) REPORT TO CONGRESS.—Not later than 30 days
after the last day of each fiscal year during which the Sec-
retary is authorized to make payments under this section,
the Secretary shall submit to Congress an annual report
on the implementation of this section and any available

results on investigational treatment studies authorized

under this section.
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(k) TERMINATION.—The authority to make a pay-
ment under this section shall terminate on the date that
is five years after the date of the enactment of this Act.
(I) AUTHORIZATION OF APPROPRIATIONS.—There is
authorized to be appropriated to carry out this section
$10,000,000 for each fiscal year during which the Sec-
retary is authorized to make payments under this section.

O

*HR 2344 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
	2023-01-07T05:41:59-0500
	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




