As Introduced

134th General Assembly
Regular Session H. B. No. 558

2021-2022
Representatives Roemer, Jordan

Cosponsors: Representatives Brinkman, Click, Gross, Hall, Lanese, Richardson,

Seitz, Wiggam

A BILL

To amend sections 3715.87, 3715.871, 3715.872, and
3715.873 of the Revised Code to modify the laws
governing the drug repository program for

donated prescription drugs.

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

Section 1. That sections 3715.87, 3715.871, 3715.872, and

3715.873 of the Revised Code be amended to read as follows:

Sec. 3715.87. (A) As used in this section and in sections

3715.871, 3715.872, and 3715.873 of the Revised Code:

(1) "Controlled substance" has the same meaning as in

section 3719.01 of the Revised Code.

(2) "Charitable pharmacy" has the same meaning as in

section 3719.811 of the Revised Code.

(3) "Health care facility" has the same meaning as in

section 1337.11 of the Revised Code.

43— (4) "Hospital" has the same meaning as in section
3727.01 of the Revised Code.
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44— (5) "Nonprofit clinic" means a charitable nonprofit
corporation organized and operated pursuant to Chapter 1702. of
the Revised Code, or any charitable organization not organized
and not operated for profit, that provides health care services
to indigent and uninsured persons, as defined in section

2305.234 of the Revised Code, or to underinsured persons, as

defined in rules adopted under section 3715.873 of the Revised

Code. "Nonprofit clinic" does not include a hospital—eas—defined

=t etieon—3F27 -0+ —ef +the RevisedCede, a facility licensed

o
=]

under Chapter 3721. of the Revised Code, or a facility that is

operated for profit.

45— (6) "Prescription drug" means any drug to which the

following applies:

(a) Under the "Food, Drug, and Cosmetic Act," 52 Stat.
1040 (1938), 21 U.S.C.A. 301, as amended, the drug is required
to bear a label containing the legend, "Caution: Federal law
prohibits dispensing without prescription" or "Caution: Federal
law restricts this drug to use by or on the order of a licensed
veterinarian" or any similar restrictive statement, or the drug

may be dispensed only upon a prescription.

(b) Under Chapter 3715. or 3719. of the Revised Code, the

drug may be dispensed only upon a prescription.

(B) The state board of pharmacy shall establish a drug

repository program to accept amd—dispense—prescription drugs
donated or given for the purpose of being dispensed—distributed

to individuals who are residents of this state and meet

eligibility standards established in rules adopted kby—the—lbeoard—

under section 3715.873 of the Revised Code. Exeept—

(C) Except as provided in division 4&3—(D) of this
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section, all of the following conditions shall apply to the

drugs that are accepted and distributed under the program:

(1) Only drugs in their original sealed and tamper-evident

unit dose packaging may be accepted and—ddspensed distributed;

(2) The packaging must be unopened, except that drugs
packaged in single unit doses may be accepted and dispersed—

distributed when the outside packaging is opened if the single

unit dose packaging is undisturbed;

(3) A drug shall not be accepted or dispensed—distributed

if there is reason to believe that it is adulterated, as

described in section 3715.63 of the Revised Code.

+c)— (D) Drugs that are not in their original sealed and

tamper-evident packaging may be accepted and distributed under

the program, subject to rules adopted under section 3715.873 of

the Revised Code, if the drugs are included in either of the

following categories and are not controlled substances:

(1) Orally administered cancer drugs +£hat—are—not

eertrolled—substaneces—and—that do not require refrigeration,

freezing, or storage at a special temperature—maybe—aececepted

nd Al oo P e £ ot oo BN P AN | 1 | PP I SV SN 73 ot
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(2) Drugs that are accepted and distributed under the

program by a charitable pharmacy or nonprofit clinic, including

any _such drugs that are orally administered cancer drugs or that

may require storage at a special temperature.

+B+—(E) Subject to the limitations specified in divisions
(B) ame—+c)r—to (D) of this section, unused drugs dispensed—Ffor—

parpeoses—ef—for which the cost was covered by the medicaid
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program may be accepted and dispemsed—distributed under the drug

repository program.

Sec. 3715.871. (A) Any jSASF=eavs JI_LJ\,ludJ._LL\j T pharmacy, drug

manufacturer, e¥—health care facility, or am¥—other person or

government entity may donate or give prescription drugs to the

drug repository program. Any person or government entity may

facilitate the donation or gift of drugs to the program. Fhe—

drggs—must—Drugs may be donated or given only at a_pharmacy,

hospital, or nonprofit clinic participating in the program.

(B) Any pharmacy, hospital, or nonprofit clinic £hat—
eteets—may elect to participate in the druwg—repesitery—program
ard—if it meets eligibility criteria for participation—ia—the—

program, as established in rules adopted by—the—state—board—of—
pharmaey—under section 3715.873 of the Revised Code.

Participation in the program by pharmacies, hospitals, and
nonprofit clinics is voluntary. Nothing in this or any other
section of the Revised Code requires a pharmacy, hospital, or

nonprofit clinic to participate in the program.

+B2+—(C) A pharmacy, hospital, or nonprofit clinic eligible—
te—partieipate—participating in the program shall dispense—
distribute the drugs demated—or—egivenrunder—+this seetion—it

accepts under the program to individuals who are residents of

this state and meet the eligibility standards established in
rules adopted kby—the—lbeard—under section 3715.873 of the Revised

Code e+—by using either of the following methods of

distribution:

(1) Distributing the drugs to eligible individuals at the

pharmacy, hospital, or nonprofit clinic;

(2) Distributing the drugs to other government entities
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and nonprofit private entities, which then shall distribute the

drugs to ke—dispensed—+te—eligible individuals—whe—meet—the

Regardless of which method of distribution is used, a drug

may be deispemsed—distributed to an eligible individual only by

being dispensed by a pharmacist pursuant to a prescription

issued by a licensed health professional authorized to prescribe

drugs—as—defineddn—seetieon 472001 of +the RevisedECede or by

being personally furnished by such a prescriber. A—

(D) A pharmacy, hospital, or nonprofit clinic £hat—aececepts

derated—eor—egiven—<drugs—participating in the program shall comply
with all applicable federal laws and laws of this state dealing

with storage and distribution of dangerous drugs and shall, in

accordance with rules adopted purswamt—+te—under section 3715.873
of the Revised Code, inspect all drugs prior to dispensineg—

distributing them to determine that they are not or appear not

to be adulterated. Fhe—

(E) A pharmacy, hospital, or nonprofit clinic

participating in the program may charge individuals receiving

donated or given drugs a handling fee established in accordance

with rules adopted by—the—peard—under section 3715.873 of the

Revised Code. Brugs—Except for occasional sales by charitable

pharmacies and nonprofit clinics, as authorized in rules adopted

under section 3715.873 of the Revised Code, drugs that are

donated or given to the repesitery—prodgram may not be resold.

Sec. 3715.872. (A) As used in this section, "health care
professional" means any of the following who provide medical,

dental, or other health-related diagnosis, care, or treatment:

(1) Individuals authorized under Chapter 4731. of the
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Revised Code to practice medicine and surgery, osteopathic

medicine and surgery, or podiatric medicine and surgery;

(2) Registered nurses and licensed practical nurses

licensed under Chapter 4723. of the Revised Code;

(3) Physician assistants auwtherized—+teo—practice—licensed
under Chapter 4730. of the Revised Code;

(4) Dentists and dental hygienists licensed under Chapter

4715. of the Revised Code;

(5) Optometrists licensed under Chapter 4725. of the

Revised Code;

(6) Pharmacists licensed under Chapter 4729. of the

Revised Code.

(B) For matters related to demating—agiving—aceepting—or—

dispensing—drugs—activities conducted under the drug repository

program, all of the following apply:

(1) Ay persenr—inetuding—a—A pharmacy, drug manufacturer,

e¥—health care facility, or amy—other person or government

entity that donates or gives drugs to the druvg—repeository—

program, and any person or government entity that facilitates

the donation or gift, shall not be subject to liability in tort

or other civil action for injury, death, or loss to person or

property.

(2) A pharmacy, hospital, or nonprofit clinic that accepts

or dispenmses—distributes drugs under the program shall not be

subject to liability in tort or other civil action for injury,
death, or loss to person or property, unless an action or
omission of the pharmacy, hospital, or nonprofit clinic

constitutes willful and wanton misconduct.
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(3) A health care professional who accepts—e®x, dispenses,

or personally furnishes drugs under the program on behalf of a

pharmacy, hospital, or nonprofit clinic_participating in the

program, and the pharmacy, hospital, or nonprofit clinic that
employs or otherwise uses the services of the health care
professional, shall not be subject to liability in tort or other
civil action for injury, death, or loss to person or property,
unless an action or omission of the health care professional,
pharmacy, hospital, or nonprofit clinic constitutes willful and

wanton misconduct.

(4) The state board of pharmacy apd—the—director—ofhealth—

shall not be subject to liability in tort or other civil action

for injury, death, or loss to person or property, unless an

action or omission of the board er—direeter—constitutes willful

and wanton misconduct.

+c3—(5) In addition to the civil immunity granted under
division (B) (1) of this section, anypersenr—ineciuding—a

pharmacy, drug manufacturer, exr—health care facility, ame—apy—or

other person or government entity that donates or gives drugs to

the program, and any person or government entity that

facilitates the donation or gift, shall not be subject to

criminal prosecution for the—deration,—¢

dispensing—of—drugs—matters related to activities that it

conducts or another party conducts under the program, unless an

H

action or omission of the PEESOR—TSEr—S6S erament—enttt Qarty that

donates, gives, or facilitates the donation or gift of the drugs

does not comply with the provisions of this chapter or the rules

adopted under it.

+B+—(6) In the case of a drug manufacturer, the immunities

from civil liability and criminal prosecution granted to another
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party under divisions (B) (1) and 4&3—(5) of this section appty—

th—respeet—te—extend to the manufacturer when any drug

W

manufacturec—bythe drugmanufacturer—that—1t manufactures is

dullatcd oL \jJ._ =11 b_y au_y PCJ— [SAWw RN A \ju CJ—lllllCllt ClltJ‘.t_Y the Sub—‘lect
of an activity conducted under the program—iretuding. This

extension of immunities includes, but is not limited to,

immunity from liability or prosecution for failure to transfer

or communicate product or consumer information or the expiration

date of #khe—a drug that is donated or given.

Sec. 3715.873. Ir—econsuttation—with thedirector—of

heattth—Fhe—The state board of pharmacy shall adopt rules
governing the drug repository program that establish all of the

following:

(A) Eligibility criteria for pharmacies, hospitals, and

nonprofit clinics to reeeive—anddispense—drugs—donated—or—given—

gader—participate in the program, including, in the case of

nonprofit clinics, a definition of "underinsured person";

(B) Standards and procedures for accepting, safely

storing, and dispensing—distributing drugs donated or given;

(C) s+ o EENE S PRET TS ES NN S EV don -+ oA PV I T PN ESSSNPENEYN
WL ClI LrTCopCTCTT CO Oragos clirac arc Ooiracct T gL vCTty OTIICT
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1 = g 3 ] = 3 = A il 3 = A A
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Standards and procedures for inspecting the drugs described in

division (C) of section 3715.87 of the Revised Code to determine

that the original unit dose packaging is sealed and tamper-
evident and that the drugs are unadulterated, safe, and suitable

for—dispensing distribution;

(D) With respect to erallyadministered—eaneer—drugs
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described in division &) —(D) of section 3715.87 of the Revised

Cd E SN = PO R PO R AN | 1 a PN I SINE z
o that—are notinoriginal secated—and—+

dose—packaging, standards and procedures to determine based on a
basic visual inspection that the drugs appear to be

unadulterated, safe, and suitable for—edspensing distribution;

(E) Eligibility standards based on economic need for

individuals to receive drugs_under the program;

(F) A means, such as an identification card, by which an
individual who is eligible to receive drugs under the program
may demonstrate eligibility to #ke—a pharmacy, hospital, or
nonprofit clinic—dispensing—the—a¥ugs participating in the
program;

(G) A form that an individual receiving a drug under the
program must sign before receiving the drug to confirm that the

individual understands the immunity provisions of the program;

(H) A form that each individual who is donating or giving

drugs to the program, or who represents the person or government

entity that is donating or giving drugs to the program, must

sign stating that the individual or the person or government

entity being represented is the owner of the drugs and intends

to voluntarily donate or give them to the program;

(I) A formula to determine the amount of a handling fee

that pharmacies, hospitals, and nonprofit clinics participating

in the program may charge to drug recipients to cover restocking

and dispensing—distribution costs;
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nonprofit clinic participating in the program may make
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occasional sales at wholesale, pursuant to section 4729.51 of

the Revised Code, of drugs that have been donated or given to

the program;

(L) Any other standards and procedures the board considers

appropriate.

The rules shall be adopted in accordance with Chapter 119.

of the Revised Code.

Section 2. That existing sections 3715.87, 3715.871,

3715.872, and 3715.873 of the Revised Code are hereby repealed.
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