NOTICE OF INTENT TO AMEND RULE IN THE GEORGIA STATE BOARD OF
PHARMACY RULES,
RULE 480-13-.01 DEFINITIONS

TO ALL INTERESTED PERSONS AND PARTIES:
Notice is hereby given that pursuant to the authority set forth below, the Georgia State Board of

Pharmacy (hereinafter “Board™) proposes amendment to the Georgia Board of Pharmacy Rules, Rule
480-13-.01 DEFINITIONS (hereinafter “proposed amendment™).

This notice, together with an exact copy of the proposed amendment and a synopsis of the proposed
amendment, is being forwarded to all persons who have requested, in writing, that they be placed on
an interested parties list. A copy of this notice, an exact copy of the rule including the proposed
amendment, and a synopsis of the rule including the proposed amendment may be reviewed during
normal business hours of 8:00 a.m. to 5:00 p.m. Monday through Friday, except official State
holidays, at the Department of Community Health at 2 Peachtree Street, NW, Atlanta, Georgia,
30303. These documents will also be available for review on the Georgia State Board of Pharmacy’s
web page at www.gbp.georgia.gov.

A public hearing is scheduled to begin at 9:30 AM on December 12, 2018 at the Georgia Board of
Pharmacy, Department of Community Health, 2 Peachtree Street, 5™ Floor, Atlanta, Georgia 30303

to provide the public an opportunity to comment upon and provide input into the proposed
amendment. At the public hearing, anyone may present data, make a statement, comment or offer a
viewpoint or argument whether orally or in writing. Lengthy statements or statements of a
considerable technical or economic nature, as well as previously recorded messages, must be
submitted for the official record. Oral statements should be concise and will be limited to 5 minutes
per person. Additional comments should be presented in writing. Written comments are welcome. To
ensure their consideration, written comments must be received prior to December 5, 2018. Written
comments should be addressed to the Executive Director of the Georgia State Board of Pharmacy at
2 Peachtree Street NW, 6" Floor, Atlanta, Georgia 30303. You may email your comments to
tbattle@dch.ga.gov.

The proposed amendment will be considered for adoption by the Georgia State Board of Pharmacy at
its meeting scheduled to begin at 9:35 AM on December 12. 2018 at the Georgia Board of Pharmacy,
Department of Community Health, 2 Peachtree Street, 5 Floor, Atlanta, Georgia 30303. According
to the Department of Law, State of Georgia, the Georgia State Board of Pharmacy has the authority
to adopt the proposed amendment pursuant to authority contained in O.C.G.A. §§ 26-4-5, 26-4-27,
26-4-28, 26-4-80, 26-4-83, 26-4-84, and 26-4-110.

At its meeting on July 18, 2018, the Board voted that the formulation and adoption of these rule
amendments do not impose excessive regulatory cost on any licensee and any cost to comply with
the proposed amendments cannot be reduced by a less expensive alternative that fully accomplishes
the objectives of O.C.G.A §§ 26-4-27, 26-4-28, 16-13-22.

At its meeting on July 18, 2018, the Board also voted that it is not legal or feasible to meet the
objectives of O.C.G.A §§ 26-4-27, 26-4-28, 16-13-22 to adopt or implement differing actions for
businesses as listed at O.C.G.A§ 50-13-4(a)(3)(A), (B), (C) and (D). The formulation and adoption of
these amendments will impact every licensee in the same manner, and each licensee is independently
licensed, owned and operated and dominant in the field of pharmacy.



For further information, contact the Board office at 404-651-8000.

This notice is given in compliance with O.C.G.A. §50-13-4.
This rday of_ Nevembe/ 2018,

s, WL 1 Butte
Tanja D. Battle

Executive Director
Georgia Board of Pharmacy

Posted: NoOEber i 2018



SYNOPSIS OF PROPOSED AMENDMENT TO THE
GEORGIA STATE BOARD OF PHARMACY RULE
480-13-.01 DEFINITIONS

Purpose of Amendment: The purpose of this amendment is to realign the rule with the changes made
to the law that became effective on July 1, 2018.

Main Features: The main feature of this amendment is to update the definitions of Remote Order
Entry and Remote Order Entry Pharmacist.

DIFFERENCES OF THE PROPOSED AMENDMENT TO THE
GEORGIA STATE BOARD OF PHARMACY RULE
480-13-.01 DEFINITIONS

NOTE: Struck through text is proposed to be deleted. Underlined text is proposed to be added.

Rule 480-13-.01 Definitions

For purposes of these Rules and Regulations, the following definitions apply:

(a) Hospital. As defined by the Department of Human Resources;

(b) Hospital pharmacy. Hospital pharmacy is defined as that portion of a hospital facility which
is engaged in the manufacture, production, sale and distribution of drugs, medications, devices,
and other materials used in the prevention, diagnosis and treatment of injury, illness and disease
(hereinafter referred to as "drugs"); and which is registered with the State Board of Pharmacy
pursuant to O.C.G.A. § 26-4-110;

(c) Hospital pharmacy license. Hospital pharmacy license shall mean a pharmacy license issued
by the Georgia State Board of Pharmacy to said hospital pharmacies, pursuant to the provisions
of O.C.G.A. Sections 26-4-27, 26-4-28 and 26-4-110 whereas the licensee shall be subject to
special hospital pharmacy regulations as set forth herein, but exempt from other certain
regulations and requirements. To obtain the hospital pharmacy license, there must be employed a
Director of Pharmacy.

1. The Board authorizes the holder of a hospital pharmacy license to service patients of Nursing
Homes, Long Term Care Facilities or Hospices as long as these entities are under the same
ownership as the hospital pharmacy; however, such entities can only be serviced by the hospital
pharmacy subject to the requirements as set forth by Georgia State Board of Pharmacy Rules
480-24, the rule for providing services to nursing homes, long term care facilities, and hospices.
The hospital pharmacy is prohibited from maintaining standard ward (Floor Stock) inventories in
such entities, but, it would allow the hospital pharmacy to supply emergency Kkits.

(d) In-patient. In-patient shall mean a patient who is confined to the hospital;

(e) Out-patient. Out-patient shall mean a patient who is not an in-patient, including patients on
leave of absence;

(f) Remote Location. Remote location shall mean a location away from the hospital or hospital
pharmacy located within the State-efGeergia-United States where a pharmacist reviews and
enters patient specific prescription drug orders for a hospital's patients.

(g) Remote Order Entry. Remote order entry shall mean the entry made by a pharmacist licensed

in this state. who is an employee or contractor of either a pharmacy licensed in this state or a
pharmacy that holds a Georgia nonresident pharmacy permit issued pursuant to Code Section 26-




4-114.1.Joecated-within-the State-of Geergia-makes from a remote location anywhere in the

United States indicating that the pharmacist has reviewed the patient specific drug order for a
hospital patient, has approved or disapproved the administration of the drug for said patient, and
has entered the information e# in the hospital's patient record system.

(h) Remote Order Entry Pharmacist. A remote order entry pharmacist shall mean a pharmacist
who is licensed to practice pharmacy in the State of Georgia, who is at a remote location located
within the State-ef-Geergia-United States, who is an employee or contractor of a pharmacy
licensed in this state or that holds a nonresident pharmacy permit issued pursuant to Code
Section 26-4-114.1. and who is under contract with or employed by the hospital to review and
enter patient specific prescription drug orders for hospital patients when the hospital pharmacy is
closed.

(i) Standard ward inventory. The Director of Pharmacy or his/her pharmacist designee may, in
the best interest of the patients served, establish one or more lists of the kind and quantity of
legend drugs to be kept at one or more locations at all times within said hospital and such stocks
of legend drugs shall be known as standard ward inventory. The use of standard ward inventory
shall be minimized. A copy of the list of items on standard ward inventory must be kept by the
Director of Pharmacy or his/her pharmacist designee. A standard ward inventory may be placed
on an emergency vehicle licensed with the State Department of Human Resources. A contract or
agreement must be signed between the hospital and the ambulance service and filed with the
Department of Human Resources Licensure Division and the Georgia Drugs and Narcotics
Agency (GDNA) before any legend drugs may be placed on said licensed vehicle. An agreement
can be made with only one hospital.

Authority: O.C.G.A. §§ 26-4-5, 26-4-27, 26-4-28, 26-4-80, 26-4-83, 26-4-84, and 26-4-110



