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[For text of introduced bill, see copy of bill as introduced on January 12, 2016

A BILL

To amend the Controlled Substances Act with regard to

the provision of emergency medical services.

*HR 4365 RH



O o0 N N B W =

|\ I N© TR NG I NS R NS R L e T e T e T e e T T
A W N = O VWV 00 NN O B BN~ WD = ©

3
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 “Protecting Patient Ac-
cess to Emergency Medications Act of 20167
SEC. 2. EMERGENCY MEDICAL SERVICES.

Section 303 of the Controlled Substances Act (21
U.S.C. 821 et seq.) is amended—

(1) by redesignating subsection (j) as subsection
(k); and

(2) by inserting after subsection (1) the following:
“()) EMERGENCY MEDICAL SERVICES THAT ADMIN-

ISTER CONTROLLED SUBSTANCES.—

“(1) REGISTRATION.—For the purpose of ena-
bling emergency medical services professionals to ad-
manaster controlled substances in schedule II, 111, 1V,
or V to ultimate users recewwing emergency medical
services in accordance with the requirements of this
subsection, the Attorney General—

“(A) shall register an emergency medical
services agency if the agency submits an applica-
tion demonstrating it 1s authorized to conduct
such activity under the laws of each State in

whach the agency practices; and
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“(B) may deny an application for such reg-
wstration if the Attorney General determines that
the issuance of such registration would be incon-
sistent with the requirements of this subsection
or the public interest based on the factors listed

wm subsection (f).

“(2) OPTION FOR SINGLE REGISTRATION.—In
registering an emergency medical services agency pur-
suant to paragraph (1), the Attorney General shall
allow such agency the option of a single registration
w each State where the agency administers controlled
substances i liew of requiring a separate registration
Jor each location of the emergency medical services
agency.

“(3) HOSPITAL-BASED AGENCY.—If a hospital-
based emergency medical services agency is registered
under subsection (f), the agency may use the registra-
tion of the hospital to administer controlled sub-
stances i accordance with this subsection without
being registered under this subsection.

“(4) ADMINISTRATION OUTSIDE PHYSICAL PRES-
ENCE OF MEDICAL DIRECTOR OR AUTHORIZING MED-
ICAL PROFESSIONAL.—Emergency medical services
professionals of a registrant emergency medical serv-

wees agency may administer controlled substances in
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schedule 11, 111, IV, or V outside the physical presence

of a medical director or authorizing medical profes-

stonal in the course of providing emergency medical

services 1f the admainistration 15—

“(A) authorized by the law of the State in

which it occurs; and

*HR 4365 RH

“(B) pursuant to—

“(1) a standing order that i1s—

“(I) issued and adopted by 1 or
more medical durectors of the agency;
or

“(1I) developed by a specific State
authority; or
“(n) a verbal order that 1s—

“(I) wssued in accordance with a
policy of the agency;

“(I1) provided by an authorizing
medical professional in response to a
request by the emergency medical serv-
1ces professional with respect to a spe-
cific patient;

“(II1) in the case of a mass cas-
ualty incident; or

“(IV) to ensure the proper care

and treatment of a specific patient.
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“(5) DELIVERY.—A registrant emergency med-
teal services agency may deliver controlled substances
Jrom a registered location of the agency to an unregis-
tered location of the agency only 1f—

“(A) the agency designates the unregistered
location for such delivery; and
“(B) notifies the Attorney General at least

30 days prior to first delivering controlled sub-

stances to the unregistered location.

“(6) STORAGE.—A registrant emergency medical
services agency may store controlled substances—

“(A) at a registered location of the agency;
“(B) at any designated location of the agen-
cy or in an emergency services vehicle situated at

a registered or designated location of the agency;

or

“(C) i an emergency medical services vehi-
cle used by the agency that is—

“(1) traveling from, or returning to, a
registered or designated location of the
agency in the course of responding to an
emergency; or

“(ir) otherwise actively in use by the

agency.
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“(7) NO TREATMENT AS DISTRIBUTION.—The de-
lwery of controlled substances by a registrant emer-
gency medical services agency pursuant to this sub-
section shall not be treated as distribution for pur-
poses of section 308.

“(8) RESTOCKING OF EMERGENCY MEDICAL
SERVICES VEHICLES AT A  HOSPITAL—Notwith-
standing paragraph (13)(J), a registrant emergency
medical services agency may receive controlled sub-
stances from a hospital for purposes of restocking an
emergency medical services vehicle following an emenr-
gency response, and without being subject to the re-
quirements of section 308, provided all of the fol-
lowing conditions are satisfied:

“(A) The registered or designated location of
the agency where the vehicle 1s primarily situ-
ated maintains a record of such receipt in ac-
cordance with paragraph (9).

“(B) The hospital maintains a record of
such delivery to the agency in accordance with
section 307.

“(C) If the vehicle is primarily situated at
a designated location, such location notifies the
registered location of the agency within 72 hours

of the vehicle recerving the controlled substances.

*HR 4365 RH
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“(9) MAINTENANCE OF RECORDS.—

“(A) IN GENERAL.—A registrant emergency
medical services agency shall maintain records

m accordance with subsections (a) and (b) of sec-

tion 307 of all controlled substances that are re-

cewed, administered, or otherwise disposed of
pursuant to the agency’s registration, without re-
gard to subsection 307(c)(1)(B).

“(B) REQUIREMENTS.—Such records—

“(1) shall include records of deliveries
of controlled substances between all locations
of the agency; and

“(1n) shall be maintained, whether elec-
tronically or otherwise, at each registered
and designated location of the agency where
the controlled substances involved are re-
cewed, administered, or otherwise disposed
of.

“(10) OTHER REQUIREMENTS.—A registrant
emergency medical services agency, under the super-
viston of a medical director, shall be responsible for
ensuring that—

“(A) all emergency medical services profes-

stonals  who admanaster controlled substances

*HR 4365 RH
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using the agency’s registration act in accordance
with the requirements of this subsection;

“(B) the recordkeeping requirements of
paragraph (9) are met with respect to a reg-
wstered location and each designated location of
the agency;

“(C) the applicable physical security re-
quirements established by regulation of the Attor-
ney General are complied with wherever con-
trolled substances are stored by the agency in ac-
cordance with paragraph (6); and

“(D) the agency maintains, at a registered
location of the agency, a record of the standing
orders issued or adopted in accordance with
paragraph (9).

“(11) REGULATIONS.—The Attorney General
may issue requlations—

“(A) specifying, with regard to delivery of
controlled substances under paragraph (5)—

“(1) the types of locations that may
designated under such paragraph; and

“(11) the manner in which a notifica-
tion under paragraph (5)(B) must be made;

“(B) specifying, with regard to the storage

of controlled substances under paragraph (6), the
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manner i which such substances must be stored
at registered and designated locations, including
m emergency medical service vehicles; and
“(C) addressing the ability of hospitals, reg-

istered locations, and designated locations to de-
liver controlled substances to each other in the
event of—

“(1) shortages of such substances;

“(11) a public health emergency; or

“(111) a mass casualty event.

“(12) RULE OF CONSTRUCTION.—Nothing in this

subsection shall be construed—

“(A) to limit the authority vested in the At-
torney General by other provisions of this title to
take measures to prevent diversion of controlled
substances; or

“(B) to override the authority of any State
to regulate the provision of emergency medical
services.

“(13) DEFINITIONS.—In this section:

“(A) The term ‘designated location” means a
location designated by an emergency wmedical
services agency under paragraph (5).

“(B) The term ‘emergency medical services’

means emergency medical response and emer-

*HR 4365 RH
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gency mobile medical services provided outside of
a fixed medical facility.

“(C) The term ‘emergency medical services
agency’ means an organization providing emer-
gency medical services, including such an orga-
nization that—

“(1) 1s governmental (including fire-
based and hospital-based agencies), non-
governmental  (including  hospital-based
agencies), private, or volunteer-based;

“(11) provides emergency medical serv-
wces by ground, air, or otherwise; and

“(111) s authorized by the State in
which the organization s providing such
services to provide emergency medical care,
wmeluding  the  admanistering of  controlled
substances, to members of the general public
on an emergency basis.

“(D) The term ‘emergency medical services
professional’ means a health care professional
(including a nurse, paramedic, or emergency
medical technician) licensed or certified by the
State in which the professional practices and
credentialed by a medical director of the respec-

twe emergency medical services agency to pro-
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vide emergency medical services within the scope
of the professional’s State license or certification.

“(E) The term ‘emergency medical services
vehicle’ means an ambulance, fire apparatus, su-
pervisor truck, or other vehicle owned or operated
by an emergency medical services agency for the
purpose of providing or facilitating emergency
medical care and transport or transporting con-
trolled substances to and from the registered and
designated locations.

“(F) The term ‘hospital-based’ means, with
respect to an agency, owned or operated by a
hospital.

“(G) The term ‘medical director’ means a
physician who 1s registered under subsection (f)
and provides medical oversight for an emergency
medical services agency.

“C(H) The term ‘medical oversight’ means
supervision of the provision of medical care by
an emergency medical services agency.

“(I) The term ‘medical professional’ means
an emergency or other physician, or another
medical professional  (including an advanced
practice registered nurse or physician assistant)

whose scope of practice under a State license or

*HR 4365 RH
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certification includes the ability to provide
verbal orders.

“(J) The term ‘registered location’ means a
location that appears on the certificate of reg-
wstration issued to an emergency medical services
agency under this subsection or subsection (f),
which shall be where the agency receives con-
trolled substances from distributors.

“(K) The term ‘registrant emergency med-
1eal services agency’ means—

“(i) an emergency medical services
agency that s registered pursuant to this
subsection; or

“(11) a hospital-based emergency med-
weal services agency that is covered by the
registration of the hospital under subsection
-

“(L) The term ‘specific State authority’
means a governmental agency or other such au-
thority, including a regional oversight and co-
ordinating body, that, pursuant to State law or
regulation, develops clinical protocols regarding
the delwery of emergency medical services in the

geographic jurisdiction of such agency or author-

*HR 4365 RH
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vty within the State that may be adopted by

medical directors.

“(M) The term ‘standing order’ means a
written medical protocol in which a medical di-
rector determines in advance the medical criteria
that must be met before administering controlled
substances to individuals i need of emergency
medical services.

“(N) The term ‘verbal order’ means an oral
directive that 1s giwen through any wmethod of
communication mcluding by radio or telephone,
directly to an emergency medical services profes-
stonal, to contemporaneously administer a con-
trolled substance to individuals mn need of emer-
gency medical services outside the physical pres-

ence of the authorizing medical director.”.

*HR 4365 RH






Union Calendar No. 628

114tH CONGRESS
5N H, R. 4365

[Report No. 114-804, Part I]

A BILL

To amend the Controlled Substances Act with re-
eard to the provision of emergency medical serv-
ic

NOVEMBER 14, 2016

Reported from the Committee on Energy and Commerce
with an amendment
NOVEMBER 14, 2016

The Committee on the Judiciary discharged; committed
to the Committee of the Whole House on the State of
the Union and ordered to be printed




<<
  /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
	2016-11-15T03:30:03-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




