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[Strike out all after the enacting clause and insert the part printed in italic]

A BILL

To amend the Controlled Substances Act with regard to
the provision of emergency medical services.
1 Be it enacted by the Senate and House of Representa-
twves of the United States of America in Congress assembled,
SECTION 1. SHORT TITLE:

b Rk~ W N



2
1 SEC. 2. EMERGENCY MEDICAL SERVICES.

2 Seetton 305 of the Controled Substanees Aet 214
3 s =28 s sended—

5 seetton k) and

7 towine:

10 “HH ReatstRAToON—T 01 the parpose of etn-
11 bhne emergeney medieal serviees professionals o ad-
12 mintster eontroled substances i sehedwde H; HE
13 B or ¥ to ultimate asers recetving emergeney med-
15 this stthseetiors the dtortes Genetrad—

17 sepviees aeeney H the aeeney submits an apph-
18 eation demonstrating i s anthorized to econduet
20 wehteh Hhe aoetes proacteess whd

21 By may deny an appheation for sach ree-
22 wstration i the Attorney General determines
23 that the issuanee of sueh reetstration wonld be
25 seetion or the pabhe interest based on the fae-
26 tors histed 11 subseetion (H-

*S 916 RS



O o0 N N D Bk W

| \O JEE \© R O R O I O B e e e e e T e e e e
A W D= O O 0NN N N R WD = O

Q
(3}

purstant to paragraph (b the Attorney General
shall allow sueh ageney the option of a sinele ree-
stanees i schedale 5 HE BV or Y ountside the
physteal presenee of a medieal direetor or author-

—

*S 916 RS



O o0 N N W B W =

[\© TN NG T N T NG I NG I NS B N e T e e T e T e e T
b A W D= OO0 NN NN R, WD = O

4
“ a standine eorder that is issued
order that may be developed by a speetfie
State anthortty; or
“hH issted 1 aceordatnee with &
poliey of the ageney; and
i response to a reguest by the emer-
with respeet to a speetfte patent—
“hbt to ensure the proper
eare and treatment of a speetfie
stanees from o reeistered loeation of the aegeney to

*S 916 RS



O o0 N N D B W =

[\ TN NG T N TR NG I NG N NS R N e T e e T e T e e T
b A W D= O 0 NN N N R, WD = O

5
30 davs prior to first deliverine eontrolted sab-

(4((") g;'l’?—f}% 511. 5 . . . ; . | ;_

*S 916 RS

ated at a registered or destenated loeation of
the ageneys or
) traveling from; or returning to; &
efergeney; or
eral:



O o0 N N B W =

| \O JEE \© R NS R \O B O B e e e e e e e e e
A W O = O O 0NN N N R WD = O

6
delivery of controlled substanees by a registered

efergeney response; and without bemg suabjeet to

tated mathtains a record of sueh reeeipt m ae-
“B) The hospital maintains a reeord of

*S 916 RS



O o0 N N W B W =

| \O I \© R O R \O B O B e e e e e T e e e e
A LW PO = O VOV 0 N O R WD = O

7
volved are recetveds admistereds or other-

Fre g_] ot fi]f'fff]

ston of a medieal director; shall be responsible for

enstrie that—

*S 916 RS



O o0 N N D B W

[ T S S e e S T e S e N
O o0 N O »n B~ W NN = O

20
21
22
23

may

*S 916 RS

paraeraph 9 are met with respeet to & reg-
“D) the ageney maintains; at a registered
loeation of the ageney; & reeord of the standme

) speetfying; with regard to deltvery of



O o0 N N W B W

[\O I \© R \O I O R N e e e e e e T e e
W = O O 0N N R WD = O

9
S the mettrer i oawchieh a0 pebes-
Taretes
B} speeifying; with regard to the storage
ated
of—
i) & prbhie health emergeney; or
“i) o mass easualty event:
eontrolled substanees: or

*S 916 RS



O o0 N N D BB W=

| \O JEE \© R O R O B O B e e e e e T e e e e
A LW PO = O VOV 0 N O R WD = O

*S 916 RS

10
=t svhose seope of practiee thder o



O o0 N N B W =

| \O JEE \© R O R \O B O B e e e e e e e e e
A LW O = O VOV 0 N O R WD = O

*S 916 RS

substanees; to members of the general pub-
professional’ treans o health eare proefessionad
eredentialed by a medieal direetor of the respee-



O o0 N N W BB W

|\ I N© TR NG T NS R NS R e e T e T e T T T
A LW PO = O VOV 0 N O R WD = O

*S 916 RS

) The term ‘hospital-based means;



O o0 N N W Bk W =

|\ JEE \© R NS R \O B O R N e e e e e T e e e e
A W D= O O 0NN N N R WD = O

*S 916 RS

sthseetot: ot

seettor (-
means a governmental ageney or other sueh an-
thority; neludine a reetonal oversieht and eo-
the geographie jariscietion of sueh ageney or

= Fhe tertr statdite obdet trents o
written medieal protoeol i which & medieal di-



O o0 N N B W =

|\ I N© TR NG T NS R S R e e T e T e T T W
A W N = © VO W N O WL A WD = O

14

phottes divectly 1o an etereeney medieal serv-
SEG: 3 DELIVERY OF A CONTROLLEED SUBSTANCE BY A
PHARMACY TO AN ADMINISTERING PRACTI-

TIONER.
by eaaiede—Fhe Cortreobed Sebsbaten Aok s
“SEC: 309A: BELIVERY OF A CONTROLLEED SUBSTANCE BY A
PHARMACY TO AN ADMINISTERING PRACTI-

TIONER.
“Notwithstandire seetton 1H02(10); o phartaes may
deliver a controlled substanee to a practitioner i aeceord-

*S 916 RS



O o0 N N BB W=

|\ I \© R \O B \O N O R N e e e e e T e e e
A LW PO = O VOV 0 N O R WD = O

15
trofled stbstanee for the purpese of matntenanee or
sertption 18 & gqualifyine practitioner aunthorized
ton; and
aht tiratheead pumps or

*S 916 RS



O o0 N N D B W =

e T e S e e S e S e
o N O W»n kA W NN = O

19

16
practitioner with & stoek of controlled substances for

20 Jhe table of contents for the Comprehensive Prae Abuse
21 Preventon and Cottrol et of 1950 15 aended by tsert-

*S 916 RS



O o0 9 N D kA WD =

N NN N N NN = e e e e e e e e
A LN A WD = O O XN N N BNWNDd = O

17
SECTION 1. SHORT TITLE.

This Act may be cited as the “Protecting Patient Ac-
cess to Emergency Medications Act of 2017
SEC. 2. EMERGENCY MEDICAL SERVICES.

Section 303 of the Controlled Substances Act (21
U.S.C. 823) is amended—

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

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

ISTER CONTROLLED SUBSTANCES.—

“(1) REGISTRATION.—For the purpose of ena-
bling emergency medical services professionals to ad-
manister controlled substances in schedule 11, 111, IV,
or V to ultimate users receiving 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 s authorized to conduct
such activity under the laws of each State in
which the agency practices; and

“(B) may deny an application for such reg-
istration if the Attorney General determines that
the issuance of such registration would be incon-

sistent with the requirements of this subsection

*S 916 RS
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or the public interest based on the factors listed

m subsection (f).

In

“(2) OPTION FOR SINGLE REGISTRATION.
registering an emergency medical services agency pur-
suant to paragraph (1), the Attorney General shall
allow such agency the option of a single registration
i 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 s registered
under subsection (f), the agency may use the registra-
tion of the hospital to administer controlled sub-
stances in 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 registered emergency medical serv-
1ces agency may administer controlled substances in
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 if the admainistration 15—
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“(A) authorized by the law of the State in

whach 1t occurs; and
“(B) pursuant to—

“(0) a standing order that is issued
and adopted by one or more medical direc-
tors of the agency, including any such order
that may be developed by a specific State
authority; or

“(11) a verbal order that 1s—

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

“(II) provided by a medical direc-
tor or authorizing medical professional

m response to a request by the emenr-

gency medical  services professional

with respect to a specific patient—

“laa) wn the case of a mass

casualty incident; or
“(bb) to ensure the proper
care and treatment of a specific

patient.

“(5) DELIVERY.—A registered emergency medical
services agency may deliver controlled substances from
a registered location of the agency to an unregistered

location of the agency only 1f—
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“(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 registered 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) in an emergency medical services vehi-
cle used by the agency that 1s—

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

“(11) otherwise actively in use by the
agency under circumstances that provide for
security of the controlled substances con-
sistent with the requirements established by
requlations of the Attorney General.

“(7) NO TREATMENT AS DISTRIBUTION.—The de-

livery of controlled substances by a registered emer-
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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 registered emergency
medical services agency may receiwve 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 s 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 receiving the controlled substances.

“(9) MAINTENANCE OF RECORDS.—

*S 916 RS
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“(A) IN GENERAL.—A registered emergency
medical services agency shall maintain records

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

twon 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

“(11) 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 registered
emergency medical services agency, under the super-
vision of a medical director, shall be responsible for
ensuring that—

“(A) all emergency medical services profes-
stonals who administer controlled substances
using the agency’s registration act in accordance

with the requirements of this subsection;
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“(B) the recordkeeping requirements of
paragraph (9) are met with respect to a reg-
istered 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 ssued or adopted in accordance with
paragraph (9).

“(11) REGULATIONS.—The Attorney General
1ssue requlations—

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

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

“(in) 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

manner m which such substances must be stored
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at registered and designated locations, including
e emergency medical service vehicles; and
“(C) addressing the ability of hospitals,

emergency medical services agencies, registered
locations, and designated locations to deliver
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—

*S 916 RS

“(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 consistent with this subsection.

“(13) DEFINITIONS.—In this section:

“(A) The term ‘authorizing medical profes-
stonal’ means an emergency or other physician,
or another medical professional (including an
advanced practice registered nurse or physician

assistant) who 1s—
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“(1) registered under this Act;

“(11) acting within the scope of the reg-
istration; and

“(111) whose scope of practice under a
State license or certification includes the
ability to provide verbal orders.

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

“(C) The term ‘emergency medical services’
means emergency wmedical response and emer-
gency mobile medical services provided outside of
a fixed medical facility.

“(D) 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), mnon-
governmental  (including  hospital-based
agencies), private, or volunteer-based;

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

“(11) s authorized by the State in

which the organization s providing such



O© o0 3 O WD B W N e

|\ I N© TR NG I NS R NS R e e T e T e T e e e T
A W N = O VWV 0O N O B BN~ WD == ©

*S 916 RS

26

services to provide emergency medical care,

wmeluding  the admanistering of  controlled

substances, to members of the general public
on an emergency basis.

“(E) 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-
tiwe emergency medical services agency to pro-
vide emergency medical services within the scope
of the professional’s State license or certification.

“(F) The term ‘emergency medical services
vehicle’ means an ambulance, fire apparatus, su-
pervisor truck, or other vehicle used by an emer-
gency medical services agency for the purpose of
providing or facilitating emergency medical care
and transport or transporting controlled sub-
stances to and from the registered and designated
locations.

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

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

“(I) The term ‘medical oversight’ means su-
pervision of the provision of medical care by an
emergency medical services agency.

“tJ) The term ‘registered location’ means a
location that appears on the certificate of reg-
istration 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 ‘registered emergency med-
tcal services agency’ means—

“(0) 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, wncluding a regional oversight and co-
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ordinating body, that, pursuant to State law or
requlation, develops clinical protocols regarding
the delivery of emergency medical services in the
geographic jurisdiction of such agency or author-
ity 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 in need of emergency
medical services.

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

real professional.”.
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SEC. 3. DELIVERY OF A CONTROLLED SUBSTANCE BY A

PHARMACY TO AN ADMINISTERING PRACTI-
TIONER.

(a) IN GENERAL—The Controlled Substance Act 1s
amended by inserting after section 309 (21. U.S.C. 829) the
Jollowing:

“SEC. 309A. DELIVERY OF A CONTROLLED SUBSTANCE BY A
PHARMACY TO AN ADMINISTERING PRACTI-
TIONER.

“(a) IN GENERAL.—Notwithstanding section 102(10),
a pharmacy may deliver a controlled substance to a practi-
troner i accordance with a prescription that meets the re-
quirements of this Act and the regulations issued by the
Attorney General under this Act, for the purpose of admin-
wstering of the controlled substance by the practitioner if—

“(1) the controlled substance is delivered by the
pharmacy to the prescribing practitioner or the prac-
titroner admanistering the controlled substance, as ap-
plicable, at the location listed on the practitioner’s
certificate of registration issued under this Act;

“(2)(A) wn the case of administering of the con-
trolled substance for the purpose of maintenance or

detoxification treatment under section 303(q)(2)—

“(v) the practitioner who issued the pre-

seription is a qualifying practitioner authorized

*S 916 RS
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under, and acting within the scope of that sec-
tion; and
“(11) the controlled substance 1s to be ad-
ministered by ingection,  vmplantation, or
through the use of an intrathecal pump; or

“(B) in the case of administering of the con-
trolled substance for a purpose other than mainte-
nance or detoxification treatment, the controlled sub-
stance 1s to be administered by a practitioner through
use of an intrathecal pump;

“(3) the pharmacy and the practitioner are au-
thorized to conduct the activities specified in this sec-
tion under the law of the State in which such activi-
ties take place;

“(4) the prescription is not issued to supply any
practitioner with a stock of controlled substances for
the purpose of general dispensing to patients;

“(5) except as provided in subsection (b), the
controlled substance is to be administered only to the
patient named on the prescription not later than 14
days after the date of receipt of the controlled sub-
stance by the practitioner; and

“(6) notwithstanding any exceptions under sec-
tion 307, the prescribing practitioner, and the practi-

tioner administering the controlled substance, as ap-

*S 916 RS
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plicable, maintain complete and accurate records of
all controlled substances delivered, received, adminis-
tered, or otherwise disposed of under this section, in-
cluding the persons to whom controlled substances
were delivered and such other information as may be
required by requlations of the Attorney General.

“(b) MODIFICATION OF NUMBER OF DAYS BEFORE

Whrctd CONTROLLED SUBSTANCE SHALL BE ADMINIS-

TERED.—

“(1) INITIAL 2-YEAR PERIOD.—During the 2-
year period beginning on the date of enactment of this
section, the Attorney General, in coordination with
the Secretary, may reduce the number of days de-
seribed in subsection (a)(5) if the Attorney General
determines that such reduction will—

“(A) reduce the risk of diversion; or
“(B) protect the public health.

“(2) MODIFICATIONS AFTER SUBMISSION OF RE-
PORT.—After the date on which the report described
e subsection (c) is submitted, the Attorney General,
m coordination with the Secretary, may modify the
number of days described in subsection (a)(5).

“(3) MINIMUM NUMBER OF DAYS.—Any modi-
fication under this subsection shall be for a period of

not less than 7 days.

*S 916 RS
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“(c) STtuDY AND REPORT.—Not later than 2 years
after the date of enactment of this section, the Comptroller
General of the United States shall conduct a study and sub-
mit to Congress a report on access to and potential diver-
ston of controlled substances admainistered by injection, im-
plantation, or through the use of an intrathecal pump.”.

(b) TECHNICAL AND CONFORMING AMENDMENT.—The
table of contents for the Comprehensive Drug Abuse Preven-
tion and Control Act of 1970 1s amended by inserting after

the item relating to section 309 the following:

“Sec. 309A. Delivery of a controlled substance by a pharmacy to an admin-
istering practitioner.”.
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