As Introduced

134th General Assembly

Regular Session H. B. No. 645

2021-2022
Representatives Fraizer, Holmes

A BILL

To enact section 4729.554 of the Revised Code to
authorize the operation of remote dispensing

pharmacies.

BE IT ENACTED BY THE GENERAL ASSEMBLY OF THE STATE OF OHIO:

Section 1. That section 4729.554 of the Revised Code be

enacted to read as follows:

Sec. 4729.554. (A) As used in this section:

(1) "Remote dispensing pharmacy" means a pharmacy where

the dispensing of drugs and drug therapy related devices,

patient counseling, and other pharmacist care is provided by a

supervising pharmacist using a telepharmacy system.

(2) "Telepharmacy system" means a system that monitors the

dispensing of drugs and provides for related drug utilization

review and patient counseling services by an electronic method.

(B) The state board of pharmacy shall regulate remote

dispensing pharmacies in accordance with this section.

(C) To operate as a remote dispensing pharmacy, a pharmacy

shall comply with all of the following:

11
12
13

14
15

16
17



H. B. No. 645
As Introduced

(1) Be licensed under this chapter as a terminal

distributor of dangerous drugs;

(2) (a) Be physically located in this state, in a building

that is zoned for commercial use, and, except as provided in

division (C) (2) (b) of this section, not within ten miles of a

pharmacy that serves the public as an outpatient pharmacy;

(b) A remote dispensing pharmacy may be located within the

ten-mile limitation described in division (C) (2) (a) of this

section if either of the following applies to the pharmacy:

(i) The pharmacy is part of a federally gualified health

center or federally gualified health center look-alike, as

defined in section 3701.047 of the Revised Code.

(1ii) The board, based on a demonstration of need in

accordance with standards established in rules adopted under

this section, approves the pharmacy's physical location.

(3) Be overseen and operated by a supervising pharmacy in

accordance with division (D) of this section and have a

supervising pharmacist who is in full and actual charge of the

remote dispensing pharmacy through the use of a telepharmacy

system and surveillance system, both of which meet the standards

established in rules adopted under this section;

(4) Operate only by using a telepharmacy system that meets

standards established in rules adopted under this section and

that is under the control of its supervising pharmacy;

(5) Be staffed by two or more pharmacy interns or

certified pharmacy technicians who meet gualifications and

training regquirements established in rules adopted under this

section.
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(D) All of the following apply to a pharmacy acting as a

supervising pharmacy under this section:

(1) The supervising pharmacy shall be licensed under this

chapter as a terminal distributor of dangerous drugs and be

physically located in this state.

(2) The supervising pharmacy and remote dispensing

pharmacy shall be under common ownership and control or shall

operate under a contract that meets requirements specified in

rules adopted under this section.

(3) Unless otherwise approved by the board, the

supervising pharmacy shall not oversee or operate more than one

remote dispensing pharmacy.

(E) All of the following apply to the supervising

pharmacist that is in full and actual charge of the remote

dispensing pharmacy:

(1) The supervising pharmacist shall be licensed under

this chapter and physically located in this state.

(2) The supervising pharmacist shall be employed by or

under contract with the supervising pharmacy.

(3) Unless otherwise approved by the board, the

supervising pharmacist shall not simultaneously oversee the

activities of a remote dispensing pharmacy and a nonremote

dispensing pharmacy or any other location licensed by the board.

(4) The supervising pharmacist shall oversee the pharmacy

interns and certified pharmacy technicians who are assisting in

the dispensing process at the remote dispensing pharmacy and

shall provide the oversight by using a telepharmacy system and

surveillance system.
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(5) The supervising pharmacist shall verify each

prescription and drug dispensed pursuant to the prescription

before the drug leaves the remote dispensing pharmacy and shall

provide the verification through visual review and the use of

barcoding and any other technology required in rules adopted

under this section.

(6) The supervising pharmacist shall offer to provide the

service of counseling for each drug dispensed pursuant to a new

prescription for a patient at the remote dispensing pharmacy.

(F) Unless otherwise approved by the board, a remote

dispensing pharmacy shall not dispense drugs pursuant to more

than an average of one hundred fifty prescriptions per day

during a ninety-day period.

(G) A remote dispensing pharmacy shall implement a guality

assurance plan to ensure that there is a planned and systematic

process for monitoring and evaluating the guality and

appropriateness of the pharmacy services being provided and for

identifying and resolving problems.

(H) A remote dispensing pharmacy that holds a category III

terminal distributor of dangerous drugs license shall maintain a

perpetual controlled substance inventory, as specified in rules

adopted under this section.

(I) Notwithstanding section 4729.91 of the Revised Code or

any other section of this chapter to the contrary, a pharmacy

intern or certified pharmacy technician staffing a remote

dispensing pharmacy shall not do any of the following:

(1) Counsel an individual regarding the individual's drug

therapy, recommend drugs and drug therapy related devices, or

assist with selecting drugs and drug therapy related devices for
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treatment of common diseases and injuries or assist with

providing instruction on their use;

(2) Perform compounding of sterile or nonsterile drugs,

except for the reconstitution of prepackaged dangerous drugs;

(3) Engage in the repackaging of dangerous drugs;

(4) Administer immunizations or perform diagnostic

testing, unless a pharmacist is onsite to provide direct

supervision;

(5) Any other activities prohibited in rules adopted under

this section.

(J) The board shall adopt rules for purposes of its

requlation of remote dispensing pharmacies. The rules shall be

adopted in accordance with Chapter 119. of the Revised Code and

include all of the following:

(1) Standards for a system of continuous video

surveillance and recording of remote dispensing pharmacies,

including standards for both of the following:

(a) An adequate number of views of the entire remote

dispensing pharmacy to ensure that the supervising pharmacist

can maintain oversight;

(b) Retention of each recording made by the system for at

least sixty days after the date of the recording.

(2) Standards for telepharmacy systems and surveillance

systems used by remote dispensing pharmacies, including

standards to ensure that the systems are capable of all of the

following:

(a) Facilitating a safe and secured method for appropriate
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pharmacist supervision;

(b) Allowing an appropriate exchange of wvisual, verbal,

and written communications for patient counseling and other

pharmacy services;

(c) Being secure and compliant with the "Health Insurance

Portability and Accountability Act of 1996," 42 U.S.C. 1320d et

seq.

(3) Requirements for the contract between a supervising

pharmacy and a remote dispensing pharmacy;

(4) Standards for making a determination of need, as set

forth in division (C) (2) (b) (ii) of this section;

(5) Reqguirements for the implementation of a guality

assurance plan by a remote dispensing pharmacy;

(6) The gualifications and training necessary for pharmacy

interns and certified pharmacy technicians who staff remote

dispensing pharmacies, including the number of experiential

hours regquired;

(7) Anvy additional activities that pharmacy interns and

certified pharmacy technicians staffing remote dispensing

pharmacies are prohibited from performing;

(8) The number of pharmacy interns and certified pharmacy

technicians that a supervising pharmacist may supervise at any

given time;

(9) The maximum distance a supervising pharmacist may be

physically located from the remote dispensing pharmacy;

(10) Standards for remote patient counseling by a

supervising pharmacist, including the counseling that is
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required to be offered for each drug dispensed pursuant to a new

prescription for a patient by the remote dispensing pharmacy;

(11) Standards for and frequency of inspection of a remote

dispensing pharmacy by the supervising pharmacist;

(12) Reqgquirements for the closure of a remote dispensing

pharmacy if the pharmacy's telepharmacy system or surveillance

system, or any related security system used by the pharmacy, is

malfunctioning;

(13) Requirements related to perpetual controlled

substance inventories;

(14) Security reguirements for remote dispensing

pharmacies that include methods for supervising pharmacists to

determine who has accessed the pharmacy;

(15) Limits on the number of remote dispensing pharmacies

that a supervising pharmacist may oversee at one time to ensure

patient safety and sufficient staffing to meet the prescription

workload;

(16) Requirements for a remote dispensing pharmacy's

responsible person, as that term is defined in rules adopted by

the board;

(17) Any other standards or procedures the board considers

necessary to implement this section.

Section 2. The State Board of Pharmacy shall adopt the
rules required by section 4729.554 of the Revised Code not later
than eighteen months after the effective date of this section.
If the Board fails to adopt the rules within that time period,
the Attorney General or a county prosecuting attorney may apply

to a court of common pleas for a court order requiring the
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