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Identification Number: 5431

(3) PA Code Cite: 49 Pa. Code § 27.18 and 27.19

(4) Short Title: Naloxone Exceptions

(5) Agency Contacts (List Telephone Number and Email Address):

Primary Contact: Kerry E. Maloney, Board Counsel, State Board of Pharmacy, Department of
State, P.O. Box 69523, Harrisburg, PA 17106-9523 (phone 717-783-7200) (fax 787-0251)
kmaloneycya. gov.

Secondary Contact: Cynthia K. Montgomery, Deputy Chief Counsel, Department of State, P.O. Box
69523, Harrisburg, PA 17106-9523 (phone 717-783-7200) (fax 787-0251) cymontgomepa.gov.

(6) Type of Rulemaking (check applicable box):

‘ H Proposed Regulation fl Emergency Certification Regulation;

H Final Regulation Q Certification by the Governor
X Final Omitted Regulation H Certification by the Attorney General

(7) Briefly explain the regulation in clear and nontechnical language. (100 words or less)

In response to the opioid crisis, these changes will allow quicker and more direct provision of
naloxone, a potentially life-saving medication, to identified at-risk individuals who are pending
discharge or release from Pennsylvania correctional facilities, prisons, jails or residential drug
treatment facilities.

(8) State the statutory authority for the regulation. Include specific statutory citation.

Section 6(k)(9) of the Pharmacy Act (Act) (63 P.S. § 390-6(k)(9)) authorizes the Pharmacy Board
(Board) to promulgate rules and regulations to regulate the distribution of drugs and devices and
the practice of pharmacy for the protection and promotion of the public health, safety and welfare.
Section 204 of the Commonwealth Documents Law (45 P.S. § 1204) allows an agency to omit the
procedures in sections 201, regarding notice of proposed rulemaking, and 202, regarding adoption
of regulations, if the agency for good cause finds that the procedures specified in sections 201 and
202 are in the circumstances impracticable, unnecessary, or contrary to the public interest.

(1) Agency
Department of State, Bureau of Professional and
Occupational Affairs, State Board of Pharmacy

INDEPENDENT REGULA TORY
REVIEW COMMISSION

(2) Agency Number: 16A

OCT 1 0 2018

WRC Number: 3 I(



(9) Is the regulation mandated by any federal or state law or court order, or federal regulation? Are there
any relevant state or federal court decisions? If yes, cite the specific law, case or regulation as well as,
any deadlines for action.

No.

(10) State why the regulation is needed. Explain the compelling public interest that justifies the
regulation. Describe who will benefit from the regulation. Quantify the benefits as completely as
possible and approximate the number of people who will benefit.

The regulation is needed to provide expanded access of the overdose-reversing drug, naloxone, to
individuals identified as at-risk, and who are pending discharge or release from Pennsylvania
correctional facilities, prisons, jails and residential drug treatment facilities. These individuals,
and the communities in which they will reside will benefit from the expanded access. It is
unknown how many individuals will benefit.

(11) Are there any provisions that are more stringent than federal standards? If yes, identify the specific
provisions and the compelling Pennsylvania interest that demands stronger regulations.

This rulemaking would not be more stringent and would not overlap or conflict with any federal
requirements.

(12) How does this regulation compare with those of other states? How will this affect Pennsylvania’s
ability to compete with other states?

Other states do not have regulations similar to the current Board regulations which are the subject
of revision by this rulemaking. This rulemaking expands the abilities of pharmacies to provide this
potentially life-saving drug, and would not put Pennsylvania at a competitive disadvantage.

(13) Will the regulation affect any other regulations of the promulgating agency or other state agencies?
If yes, explain and provide specific citations.

This rulemaking would not affect other regulations of the Board or other state agencies.

(14) Describe the communications with and solicitation of input from the public, any advisory
council/group, small businesses and groups representing small businesses in the development and
drafting of the regulation. List the specific persons and/or groups who were involved. (“Small
business” is defined in Section 3 of the Regulatory Review Act, Act 76 of 2012.)

Because this rulemaking is intended to expedite the expansion of the availability of the potentially
life-saving drug, naloxone, the Board did not send an exposure draft of the proposed rulemaking
or solicit input from interested parties, other than other state agencies. However, the Board
discussed the rulemaking at a public meeting of the Board held on April 10, 2018. The meeting
was attended by members of the regulated community and their professional associations,
including the Pennsylvania Pharmacist Association (PPA) and the Pennsylvania Society of Health
System Pharmacists, as well as representatives from several large chain pharmacies. The PPA
contains members who own small businesses.
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(15) Identify the types and number of persons, businesses, small businesses (as defined in Section 3 of
the Regulatory Review Act, Act 76 of 2012) and organizations which will be affected by the regulation.
How are they affected?

There are currently approximately 22,365 pharmacists and 3,429 pharmacies licensed by the
Board. The Board does not maintain statistics on how many pharmacies engage in different types
of pharmacy practice (e.g., retail, institutional, compounding, etc.).

It is unknown how many pharmacies will decide to provide naloxone under the exception set forth
in § 27.18(e).

(16) List the persons, groups or entities, including small businesses, that will be required to comply with
the regulation. Approximate the number that will be required to comply.

The rulemaking provides an exception to the existing requirement, rather than adding restrictions
or requirements. As such it is not imposing any new compliance requirements. Also, it is
unknown how many pharmacies will decide to provide naloxone under the exception.

(17) Identify the financial, economic and social impact of the regulation on individuals, small
businesses, businesses and labor communities and other public and private organizations. Evaluate the
benefits expected as a result of the regulation.

The social impact of the regulation on individuals and communities will be a positive impact
because of the increased availability of this potentially life-saving drug. The impact on small
businesses, businesses and labor communities and other public and private organizations is
neutral.

(18) Explain how the benefits of the regulation outweigh any cost and adverse effects.

No adverse effects or costs have been associated with the rulemaking. The benefits include
increased availability of naloxone to identified at-risk individuals and the concomitant benefits
realized by the communities in which the individuals and their family members live and work.
Therefore, the benefits of the regulation outweigh any cost and adverse effects.

(19) Provide a specific estimate of the costs and/or savings to the regulated community associated with
compliance, including any legal, accounting or consulting procedures which may be required. Explain
how the dollar estimates were derived.

There are no costs or savings to the regulated community associated with compliance with the
rulemaking.
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(20) Provide a specific estimate of the costs and/or savings to the local governments associated with
compliance, including any legal, accounting or consulting procedures which may be required. Explain
how the dollar estimates were derived.

There are no costs or savings to the local governments associated with compliance with the
rulemaking.

(21) Provide a specific estimate of the costs and/or savings to the state government associated with the
implementation of the regulation, including any legal, accounting, or consulting procedures which may
be required. Explain how the dollar estimates were derived.

There are no costs or savings to state government associated with implementation of the rulemaking.

(22) For each of the groups and entities identified in items (I 9)-(2 1) above, submit a statement of legal,
accounting or consulting procedures and additional reporting, recordkeeping or other paperwork,
including copies of forms or reports, which will be required for implementation of the regulation and an
explanation of measures which have been taken to minimize these requirements.

This rulemaking would not require any additional recordkeeping or other paperwork.

(22a) Are forms required for implementation of the regulation?

No.

(22b) If forms are required for implementation of the regulation, attach copies of the forms here. If
your agency uses electronic forms, provide links to each form or a detailed description of the
information required to be reported. Failure to attach forms, provide links, or provide a detailed
description of the information to be reported will constitute a faulty delivery of the regulation.

N/A

(23) In the table below, provide an estimate of the fiscal savings and costs associated with
implementation and compliance for the regulated community, local government, and state government
for the current year and five subsequent years.

Current FY FY +1 FY +2 FY +3 FY +4 FY +5
Year Year Year Year Year Year

SAVINGS: $ $ $ $ $ $

Regulated Community

Local Government

State Government

Total Savings $0 $0 $0 SO $0 SO
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COSTS: I I

Regulated Community

Local Government

State Government

Total Costs $0 $0 $0 $0 $0 $0

REVENUE LOSSES:

Regulated Community

Local Government

State Government

Total Revenue Losses $0 $0 $0 $0 $0 $0

(23a) Provide the past three year expenditure history for programs affected by the regulation.

Program Current FY
Fl’ 14-15 FY 15-16 Fl’ 16-17 FT 17-18

(Actual) (Actual) (Projected)
State Board of

$2,318,282.00 $2,537,916.87 $2,363,085.72 $2,450,000.00
Pharmacy

(24) For any regulation that may have an adverse impact on small businesses (as defined in Section 3 of
the Regulatory Review Act, Act 76 of 2012), provide an economic impact statement that includes the
following:

(a) M identification and estimate of the number of small businesses subject to the regulation.
(b) The projected reporting. recordkeeping and other administrative costs required for compliance

with the proposed regulation, including the type of professional skills necessary for preparation
of the report or record.

(c) A statement of probable effect on impacted small businesses.
(d) A description of any less intrusive or less costly alternative methods of achieving the purpose of

the proposed regulation.

There are currently approximately 22,365 pharmacists and 3,429 pharmacies licensed by the
Board. The Board does not maintain records relative to the size of pharmacy businesses. The
regulation will not have an adverse impact on small businesses (or any other size business) because
the regulation is merely providing a limited exception to existing requirements or restrictions to
allow increased access to this life-saving drug. Since the regulation is increasing access, there is
not an adverse impact on small businesses. Further, there is not a less intrusive or less costly
alternative. There are no additional recordkeeping or paperwork requirements.
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(25) List any special provisions which have been developed to meet the particular needs of affected
groups or persons including, but not limited to, minorities, the elderly, small businesses, and farmers.

No special provisions are required to address any particular group.

(26) Include a description of any alternative regulatory provisions which have been considered and
rejected and a statement that the least burdensome acceptable alternative has been selected.

Because the final-omitted rulemaking is focused on removing a potential regulatory obstacle to
delivering naloxone to certain at-risk individuals, the Board has determined that no alternative
regulatory provisions would accomplish the goals of the regulations.

(27) In conducting a regulatory flexibility analysis, explain whether regulatory methods were considered
that will minimize any adverse impact on small businesses (as defined in Section 3 of the Regulatory
Review Act, Act 76 of 2012), including:

a) The establishment of less stringent compliance or reporting requirements for small businesses;
b) The establishment of less stringent schedules or deadlines for compliance or reporting

requirements for small businesses;
c) The consolidation or simplification of compliance or reporting requirements for small

businesses;
d) The establishment of performing standards for small businesses to replace design or operational

standards required in the regulation; and
e) The exemption of small businesses from all or any part of the requirements contained in the

regulation.

There is no impact at all upon small businesses. There are no reporting requirements; no
schedules or deadlines; no need to consolidate or simplify; no need to establish different standards
for small businesses; and no need to exempt small businesses from compliance with the
rulemaking. Because the final-omitted rulemaking removes a potential regulatory obstacle to
delivering naloxone to certain at-risk individuals, there is no adverse impact on small businesses.

(28) If data is the basis for this regulation, please provide a description of the data, explain in detail how
the data was obtained, and how it meets the acceptability standard for empirical, replicable and testable
data that is supported by documentation, statistics, reports, studies or research. Please submit data or
supporting materials with the regulatory package. If the material exceeds 50 pages, please provide it in
a searchable electronic format or provide a list of citations and internet links that, where possible, can be
accessed in a searchable format in lieu of the actual material. If other data was considered but not used,
please explain why that data was determined not to be acceptable.

This rulemaking is not based upon any scientific data, studies, or references.
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(29) Include a schedule for review of the regulation including:

A. The length of the public comment period:

B. The date or dates on which public meetings or hearings
will be held: N/A

C. The expected date of delivery of the final-form regulation: Winter 2018

D. The expected effective date of the final-form regulation: Winter 2018

E. The date by which compliance with the final-form
regulation will be required: Upon Publication

F. The date by which required permits, licenses or other
approvals must be obtained:

(30) Describe the plan developed for evaluating the continuing effectiveness of the regulations after its
implementation.

The Board continually reviews the efficacy of its regulations, as part of its annual review process
under Executive Order 1996-1. The Board reviews its regulatory proposals at regularly scheduled
public meetings. The remaining board meeting dates in 2018 are as follows: July 10, August 21,
October 2 and November 27. More information can be found on the Board’s website
(http://www.dos.pa. gov/ProfessionalLicensing/BoardsCommissions/Pharmacy/Pages/default.aspx).
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16A-543l
Final Proposed Omitted Preamble- Naloxone exceptions

September 30,2018

The State Board of Pharmacy (Board) hereby amends § 27.18 and 27.19 (relating to
standards of practice; and prospective drug review and patient counseling) to read as set forth in
Annex A.

Backuround and Purpose

Beginning January 10, 2018, Governor Wolf has signed statewide disaster declarations to
address the heroin and opioid abuse crisis. One of his initiatives is to increase access to naloxone
and to “allow pharmacists to partner with other organizations, including prisons and treatment
programs to make naloxone available to at-risk individuals upon discharge from these facilities.”
Naloxone, a non-controlled prescription drug, is an opioid antagonist used to reverse opioid
overdose.

As recently as April 5, 2018, the U.S. Surgeon General issued an advisory that more
Americans should carry the opioid overdose-reversing drug, naloxone, noting that the drug can
very quickly restore normal breathing in someone suspected of overdosing on opioids, including
heroin and prescription pain medications. The Surgeon General stated that “[rjesearch shows that
when naloxone and overdose education are available to community members, overdose deaths
decrease in those communities.” See, https://www.surgeongenenl. 2ov/priorities/opioid-
overdose-preventionlnaloxone-advisory.html

“The risk of death from overdose is greatly increased in the weeks following release from
prison. A pre-release program of overdose prevention education, including naloxone prescription,
for inmates with a history of opiate addiction would likely prevent many overdose deaths.”
Wakeman, SE, et al., Preventing Death Among the Recently Incarcerated: An Argument for
Naloxone Prescription Before Release, Journal ofAddiction Disease, 2009;28(2): 124.

Correctional facilities, prisons and jails often identif’ inmates who are pending release,
and residential drug treatment facilities identi& patients pending discharge, who are at-risk for
opioid abuse and overdose. Some of these facilities are large enough to maintain their own medical
clinic and pharmacy, while others do not, but instead contract with medical practitioners. For the
larger facilities, the in-house pharmacy or physician may dispense directly to the individual. It is
the smaller correctional facilities, prisons, jails and residential drug treatment facilities that wish
to allow outside pharmacies to deliver naloxone to the facility for the individual pending release.

There are two potential regulatory impediments. The first is § 27.18(e), which limits the
pharmacy’s ability to “enter into an arrangement or agreement with a nonlicensed person [facility
employee] whereby ... prescription drugs.. .may be regularly.. .delivered....” The proposed
change would provide an exception for naloxone delivered to a facility for an identified individual.

The second potential impediment is § 27.19. This section requires pharmacists to perform
a prospective drug review (PDR) prior to dispensing or delivering a new prescription. The purpose
of the PDR is to help assure that a drug dispensed is not likely to have an adverse medical result
and involves a pharmacist’s review of a patient profile maintained in the pharmacy. It is likely
that although the facility requesting delivery of naloxone will provide the individual’s name to the
pharmacy, the pharmacy will not have a current profile for that person, and the pharmacist will not
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have the necessary information, including medical and prescription history, the ability to create a
profile.

Section 27.1 9(c)(3) provides four exceptions to the PDR requirement. The amendment
would provide an additional exception for naloxone delivered to a facility for an identified
individual.

Omission of Proposed Rulemaking

Under section 204(3) of the Commonwealth Documents Law (CDL), 45 P.S. § 1204(3),
the Board is authorized to omit the procedures for proposed rulemaking in sections 201 and 202
of the CDL (45 P.S. § 1201 and 1202) if the Board finds that the specified procedures are
impracticable, unnecessary, or contrary to the public interest.

Publication of proposed rulemaking is contrary to the public interest under the
circumstances set forth above because the rulemaking is needed to fulfill an urgent and immediate
need to provide this potentially life-saving drug to individuals identified as at risk for overdose
and death upon their release from incarceration or their discharge from a residential drug treatment
facility, consistent with the Governor’s Proclamation of Disaster Emergency.

Statutory Authority

Section 6(k)(9) of the Pharmacy Act (63 P.S. § 390-6(k)(9)) authorizes the Board to
promulgate rules and regulations to effectuate the purposes of the Act and to regulate the
distribution of drugs and devices and the practice of pharmacy for the protection and promotion of
the public health, safety and welfare.

Fiscal Impact and Paperwork Requirements

There is no fiscal impact and no paperwork requirements are associated with this
regulation.

Regulatory Review

Under section 5.1(c) of the Regulatory Review Act (RRA) (71 P.S. § 745.5a(c)), on
October 10 , 2018, the Board submitted copies of the regulation with proposed

rulemaking omitted to the Independent Regulatory Review Commission (IRRC), the Senate
Consumer Protection and Professional Licensure Committee (Senate Committee) and the House
Professional Licensure Committee (HPLC). On the same date, the Board submitted a copy of the
regulation to the Office of Attorney General under the Commonwealth Attorneys Act (71 P.S. §
732-101 - 732-506).

Under sections 5.1(e) and (j.2) of the REAL (71 P.S. § 745.5a(e) and (j.2)), the amendment
was (deemed) approved by the HPLC on

________________,

2018, (deemed) approved by the
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Senate Committee on

___________________,

2018, and approved by RRC on

______________

2018.

Additional Information

For additional information about the amendment, submit inquires to Melanie Zimmerman,
R.Ph., Executive Secretary, State Board of Pharmacy, P0 Box 2649, Harrisburg, PA 17105-2649,
ST-PHARMACY@pa.gov.

Findin2s

The Board finds that:

(1) Public notice of the Board’s intention to amend its regulations under
the procedures in sections 201 and 202 of the Commonwealth Documents Law
(CDL) (45 P.S. § 1201 and 1202) has been omitted under section 204 of the CDL
(45 P.S. § 1204) because publication of proposed rulemaking is contrary to the
public interest under the circumstances set forth above because the rulemaking is
needed to fififihl an urgent and immediate need to provide this potentially life
saving drug to individuals identified as at risk for overdose and death upon their
release from incarceration or their discharge from a drug treatment facility,
consistent with the Governor’s Proclamation of Disaster Emergency.

(2) The amendment of the Board’s regulations in the manner provided
in this order is necessary and appropriate to effectuate the purposes of the Act and
to regulate the distribution of drugs and devices and the practice of phannacy for
the protection and promotion of the public health, safety and welfare.

Order

The Board, acting under its authorizing statute, orders that:

(a) The regulations of the Board hereby are amended at 49 Pa. Code §
27.18 and 27.19 to read as set forth in Annex A.

(b) The Board shall submit this order and Annex A to the Office of
General Counsel and the Office of Attorney General for approval as to form and
legality as required by law.

(c) The Board shall submit this order and Annex A to the Independent
Regulatory Review Commission, the Senate Consumer Protection and Professional
Licensure Committee, and the House Professional Licensure Committee as
required by law.
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(d) The Board shall certify this order and Annex and deposit them with
the Legislative Reference Bureau as required by law.

(e) This order shall take effect upon publication in the Pennsylvania
Bulletin.

Janet Getzey Hart, R.Ph., Board Chair
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Annex A

TITLE 49. PROFESSIONAL AND VOCATIONAL STANDARDS

PART I. DEPARTMENT OF STATE

Subpart A. Professional and Occupational Affairs

CHAPTER 27. STATE BOARD OF PHARMACY

STANDARDS

§27.18. Standards of practice.

(e) No pharmacist may enter into an arrangement or agreement with a nonlicensed

person whereby prescription orders or prescription drugs and devices may be regularly

left with, picked up from, solicited by, accepted by or delivered to the nonlicensed person

or whereby a pharmacist pays or has an arrangement or agreement with the nonlicensed

person to perform these functions. Nothing in this section shall prohibit a licensee from

picking up a prescription or delivering a prescription drug or device, at the request of the

patient, at the office or home of the prescriber or patient, at an institution in which a

patient is confined, at another place as the patient designates for his safety and

convenience, or by means of an employe, the mails or common carrier. Nothing in this

section shall prohibit a licensee from delivering naloxone to an identified employee of a

Pennsylvania correctional facility, prison, jail or residential drug treatment facility

pursuant to a prescription and for an identified individual who is pending release or

discharge from the correctional facility, prison, jail or residential dm2 treatment facility.
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§27.19. Prospective drug review and patient counseling.

(c) Scope.

(3) The following are examples of situations in which a PDR is not required:

(vi A pharmacist delivers naloxone to an identified employee of a

Pennsylvania correctional facility, prison, jail or residential drug treatment facility

pursuant to a prescription and for an identified individual who is pending release or

discharge from the correctional facility, prison, jail or residential drug treatment facility.
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COMMONWEALTH OF PENNSYLVANIA

BUREAU OF PROFESSIONAL AND OCCUPATIONAL AFFAIRS

STATE BOARD OF PHARMACY
PosE Office Box 2649

Harrisburg, Pennsylvania 17105-2649
(717) 783-7156

October 10. 2018

The Honorable George D. Bedwick, Chairman
INDEPENDENT REGULATORY REVIEW COMMISSION
14” Floor, Harristown 2, 333 Market Street
I-Iarrisburg, Pennsylvania 17101

Re: Final Regulation
State Board of Pharmacy
16A-5431: NALOXONE EXCEPTIONS

Dear Chairman Bedwick:

Enclosed is a copy of a Final rulemaking package of the State Board of Pharmacy pertaining
to Naloxone Exceptions.

The Board will be pleased to provide whatever infbrmation the Commission may require
during the course of its review of the rulemaking.

Sincerely

Janet Getzey Hart, R. Ph, Chairperson
State Board of Pharmacy

JGI-l/KEM:rs

Enclosure

cc: Ian J. 1-larlow, Commissioner of
Professional and Occupational Affairs

Kalonji Johnson, Director of Policy, Department of State
Cynthia Montgomery, Deputy Chief Counsel

Department of State
Kern’ E. Maloney. Counsel

State Board of Pharmacy

DEPARTMENT OF STATE

State Board of Pharmacy
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