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STATE OF NEW YORK

5639

2021- 2022 Regul ar Sessi ons

| N ASSEMBLY

February 22, 2021

Introduced by M of A SOLAGES -- read once and referred to the Commt-
tee on Hi gher Education

AN ACT to anend the education law and the public health law, in relation
to directing the comm ssioner of corrections and conmmunity super-
vision, in consultation with the conm ssioner of health, the comnm s-
sioner of education, the comm ssioner of mental health, and the state
board of pharmacy, to pronul gate and i nplenent rules and regul ations
authorizing the use of automated patient dispensing and storage
systenms for distribution of prescription and non-prescription drugs
and nedi cal devices in correctional facilities

The People of the State of New York, represented in Senate and Assem
bly, do enact as foll ows:

Section 1. Subdivision 1 of section 6808 of the education |aw, as
anended by section 2 of part D of chapter 60 of the laws of 2014, is
anended to read as foll ows:

1. No person, firm corporation or association shall possess drugs,
prescriptions or poisons for the purpose of compounding, dispensing,
retailing, whol esal i ng, or manufacturing, or shall offer drugs,
prescriptions or poisons for sale at retail or wholesale wunless regis-
tered by the departnment as a pharnmacy, whol esal er, nanufacturer or
outsourcing facility; provided, however, that the provisions of this
section shal | not pr ohi bi t t he di spensing and/or storage of
prescriptions, drugs or nedical devices through the use of an autonated
patient dispensing and storage systemas provided in section tw hundred
eighty-d of the public health law and rules and regul ati ons pronul gat ed
pursuant to such section.

§ 2. The public health law is anmended by adding a new section 280-d to
read as foll ows:

8 280-d. Autonmmted patient dispensing and storage systens; use in
correctional facilities. 1. The comni ssioner of corrections and conmuni -
ty supervision, in consultation wth the conm ssioner of health, the

EXPLANATI ON--Matter in italics (underscored) is new, matter in brackets
[-] is oldlawto be omtted.
LBD02951- 01-1



O©CoOoO~NOUP~WNE

A. 5639 2

commi ssioner of education, the comm ssioner of nental health, and the

state board of pharmacy, shall promulgate rules and regulations to
authorize the licensing and use of automated patient dispensing and
storage systens as provided in this section which shall include, but not
be limted to, requiring that the operator of an autonmated patient

di spensing and storage systemholds a registration fromthe federal drug
enf orcenent agency for the distribution of controlled substances.

2. Definitions. As used in this section:

(a) "Automated drug delivery systent or "ADDS' neans a nechanica
systemthat perforns operations or activities, other than conpoundi ng or
adnm nistration, relative to the storage, dispensing. or distribution of
drugs. An ADDS shall collect., control, and maintain all transaction
information to accurately track the novenent of drugs into and out of
the systemfor security, accuracy, and accountability.

b) "Automated patient dispensing and storage system or "APDSS' neans

an ADDS for storage and dispensing of drugs to nedical personnel for
pronpt administration to patients pursuant to prior authorization by a

phar naci st.

(c)"Correctional facility" neans a correctional facility as defined in
section two of the correction |aw

(d) "Drug" neans a prescription drug, a non-prescription drug or over-
the-counter nedication or supply, and/or a nedical device.

(e) "Patient" nmeans an individual for whom nedication has been
prescribed by any person authorized to prescribe nedication pursuant to
article one hundred thirty-one, one hundred thirty-one-b or one hundred
forty-one of the education |aw.

(f) "Pharnmacy" neans a pharnmacy which holds a registration fromthe
federal drug enforcenent agency for the distribution of controlled
subst ances.

3. Pursuant to the rules and reqgul ations authorized by subdivision one
of this section, if all of the following conditions are net, a pharnacy
located in the state nmay provide pharnmacy services through the use of an
aut omat ed patient dispensing systemfor use by nedical personnel for the
adnm nistration of drugs to patients confined to a correctional facility
through an APDSS | ocated on the premises of the correctional facility:

(a) The pharmacy obtains a license fromthe state board of pharmacy to
operate the APDSS at the correctional facility. As part of the applica-
tion, the pharmacy shall provide the address at which the APDSS shall be
placed and identify the correctional facility. A separate |license shal

be required for each [ocation and shall be renewed annually concurrent
with the pharmacy license. The application and renewal fee shall be

three hundred dollars and may be increased to five hundred dollars. The
state board of pharnmacy is authorized to lower the renewal fee to not
less than two hundred dollars if a lower fee level will provide suffi-
cient resources to support the regulatory activities.

(b) The pharmacy providing the pharnmacy services to the patients
confined to a correctional facility, including, unless otherw se prohib-
ited by any other law, patients enrolled in the Medicare and Medicaid
prograns, shall be under contract with that <correctional facility to
provi de those pharnacy services through the use of the APDSS.

(c) Drugs stored in an APDSS shall be part of the inventory of the
pharmacy provi di ng pharmacy services to the patients and drugs di spensed
fromthe APDSS shall be considered to have been di spensed by that phar-

nacy.




O©CoOoO~NOUP~WNE

A. 5639 3

(d) The pharmacy shall maintain records of the acquisition and dispo-
sition of drugs stored in the APDSS separate from other pharnacy
records.

(e) The pharmacy shall be solely responsible for the operation and
nai nt enance of the APDSS. The APDSS shall be deened to be under the dua
security of the pharmacy and the correctional facility.

(f) The pharmacy shall provide training regarding the operation and
use of the APDSS to both pharmacy and correctional facility personne
using the system

(g) The operation of the APDSS shall be under the supervision of a
pharnmaci st licensed pursuant to article one hundred thirty-seven of the
education | aw acting on behalf of the pharmacy providing services to the
patients confined to a correctional facility. The pharnaci st need not be
physically present at the site of the APDSS and nmy supervise the system
electronically.

h) The state board of pharmacy nmay issue a license for the operation
of an APDSS at an address for which it has issued another site |icense.

(i) The state board of pharmacy., within thirty days after receipt of
an application for an APDSS license, shall conduct a pre-licensure
inspection at the proposed location of the APDSS. Rel ocation of the
APDSS shall require a new application for licensure. Replacenent of an
APDSS shall require notice to such board within thirty days.

(j) The APDSS license shall be canceled by operation of lawif the
underlying pharnacy license is not current, valid, and active. Upon
reissuance or reinstatenent of the underlying pharnmacy license, a new
application for an APDSS |icense shall be subnitted to the state board
of pharmacy, if so required by such board.

(k) A pharmacy that holds an APDSS license shall advise the state
board of pharmacy in witing within thirty days if use of the APDSS is
di scontinued.

4, (a) An automated patient dispensing and storage system shal
collect, control, and maintain all transaction infornation to accurately
track the novenent of drugs into and out of the system for security,
accuracy, and accountability.

(b) Transaction information shall be nade readily available in a down-
| cadable format for review and inspection by individuals authorized by
law to review such infornmation. These records shall be nmaintained by the
pharnmacy for a mininmumof three years.

5. Access to the autonmted patient dispensing and storage system shal

be controlled and tracked using an identification or password system or
bi osensor. A systemthat is accessed via a password system shall include

a canera that records a picture of the individual accessing the nachine
Picture records shall be maintained for a mni nrum of one hundred eighty

days.
6. The autonmted patient dispensing and storage system shall nmake a
conplete and accurate record of all transactions that will include al

users accessing the APDSS and all drugs added to. or renpved from the
APDSS.

7. The stocking of an automated patient dispensing and storage system
shall be perforned by a pharnmacist. |f the APDSS wutilizes renpvable
pockets, cards, drawers, simlar technology, or unit of use or single
dose containers as defined by the United States Pharnacopeia, the stock-
ing system nay be done outside of the APDSS and be delivered to the
correctional facility if all of the following conditions are net:

(a) The task of placing drugs into the renpvabl e pockets, cards, draw
ers, simlar technology, or unit of use or single dose containers is
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performed by a pharmacist, or by an intern pharmacist or a pharnacy
technician working under the direct supervision of a pharnacist |icensed
pursuant to article one hundred thirty-seven of the education |aw.

(b) The renovabl e pockets, cards, drawers, simlar technology. or unit
of use or single dose containers are transported between the pharnacy
and the APDSS in a secure tanper-evidence container.

(c) The pharmacy, in conjunction with the correctional facility, has
devel oped policies and procedures to ensure that the renpvabl e pockets,
cards, drawers, simlar technology, or wunit of use or single dose
containers are properly placed into the automated patient dispensing and
st orage system

8. Review of the drugs contained within, and the operation and mainte-
nance of, the automated patient dispensing and storage systemshall be
done in accordance with |aw and rules and regul ations pronul gated pursu-
ant to this section and shall be the responsibility of the pharnmacy.
The review shall be conducted on a nonthly basis by a pharmaci st and
shall include a physical inspection of the drugs in the APDSS, an
inspection of the APDSS nmchine for cleanliness, and a review of al
transaction records in order to verify the security and accountability
of the APDSS.

9. A pharnmacy holding an automated patient dispensing and storage
systemlicense shall conplete an annual self-assessnent, perforned
pursuant to rules and regulations promul gated pursuant to this section
evaluating the pharnacy's conpliance with the education law and al
applicable rules and reqgulations relating to the use of the automated
patient dispensing and storage system All information regarding opera-
tion, maintenance, conpliance, error, onissions, or conplaints pertain-
ing to the APDSS shall be included in the self-assessnent.

10. The pharmacy shall conply with all recordkeeping and quality
assurance requirenents pursuant to this section and article one hundred
thirty-seven of the education law and rules and reqgulations pronul gated
pursuant to this section, and shall naintain those records within the
pharnmacy holding the APDSS |icense and separately from other pharnacy
records.

11. Rules and requlations providing for the inplenentation of the
provisions of this section wthin correctional facilities shall be
inplenented by the departnent of corrections and community supervision
within three hundred sixty-five days of the effective date of this
section.

§ 3. This act shall take effect inmediately.




