As Introduced

129th General Assembly
Regular Session H. B. No. 373
2011-2012

Representatives Johnson, Gonzales

Cosponsors: Representatives Bubp, Buchy, Hackett, McClain, Reece,

Stebelton, Terhar

A BILL

To amend sections 4729.37 and 4729. 38 and to enact
section 4729.382 of the Revised Code to prohibit a
pharmaci st from substituting another drug for a
tanper resistant opioid anal gesic drug unless the
substituted drug is al so tanper resistant or
consent is obtained fromthe prescribing health

pr of essi onal .

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

Section 1. That sections 4729.37 and 4729. 38 be anended and
section 4729. 382 of the Revised Code be enacted to read as

foll ows:

Sec. 4729.37. A copy of an original prescription may only be
filled in accordance with the rules and regul ati ons adopted by the

state board of pharnmacy.

Prescriptions received electronically or by word of nouth,
t el ephone, tel egraph, or other means of communi cation shall be
recorded in witing by the pharmaci st and the record so nade by

the pharmaci st shall constitute the original prescription to be

filled by the pharmaci st. A-l—prescriptions
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Both of the follow ng shall be preserved on file at the
pharnmacy for a period of three years, subject to inspection by the

proper officers of the | aw_

(1) Al prescriptions:

(2) All witten and signed consents received under section
4729. 382 of the Revised Code.

Sec. 4729.38. (A) Unless instructed otherwi se by the person
receiving the drug pursuant to the prescription, a pharnacist
filling a prescription for a drug prescribed by its brand nane may
sel ect a generically equivalent drug, as defined in section

3715.01 of the Revised Code, subject to the follow ng conditions:

(1) The pharmaci st shall not select a generically equival ent
drug if the prescriber handwites "di spense as witten," or
"D.AW," on the witten prescription, or, when ordering a
prescription electronically or orally, the prescriber specifies
that the prescribed drug is nedically necessary. These
desi gnations shall not be preprinted or stanped on the
prescription. Division (A)(1l) of this section does not preclude a
renmi nder of the procedure required to prohibit the selection of a
generically equivalent drug frombeing preprinted on the

prescription.

(2) ILf the prescribed drug is an opioid anal gesic drug as
defined in division (A of section 4729.382 of the Revi sed Code,

the pharmaci st shall not select a generically equival ent drug

except as provided in section 4729.382 of the Revised Code.

(3) The pharmaci st shall not select a generically equival ent
drug unless its price to the patient is I ess than or equal to the

price of the prescribed drug.

33(4) The pharnmaci st, or the pharmacist's agent, assistant,

or enployee shall informthe patient or the patient's agent if a
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generically equivalent drug is available at a | ower or equal cost,
and of the person's right to refuse the drug sel ected. D vision

(A (3) of this section does not apply to any:

(a) Prescription that is billed to any agency, division, or

department of this state which will reinburse the pharnacy;

(b) Prescriptions for patients of a hospital, nursing hone,

or simlar patient care facility.

(B) Unless the prescriber instructs otherw se, the | abel for
every drug dispensed shall include the drug's brand nanme, if any,
or its generic name and the nanme of the distributor, using
abbreviations if necessary. \Wen dispensing at retail a
generically equivalent drug for the brand name drug prescribed,

t he pharmaci st shall indicate on the drug' s | abel or container
that a generic substitution was nade. The | abeling requirenents
established by this division are in addition to all other |abeling

requi rements of Chapter 3715. of the Revised Code.

(O A pharnmaci st who selects a generically equival ent drug
pursuant to this section assunmes no greater liability for
sel ecting the dispensed drug than would be incurred in filling a

prescription for a drug prescribed by its brand nane.

(D) The failure of a prescriber to restrict a prescription by
speci fying "di spense as witten," or "D.AW," pursuant to
division (A (1) of this section shall not constitute evidence of
the prescriber's negligence unless the prescriber had reasonabl e
cause to believe that the health condition of the patient for whom
the drug was intended warranted the prescription of a specific
brand nanme drug and no other. No prescriber shall be liable for
civil damages or in any crimnal prosecution arising fromthe
i nterchange of a generically equivalent drug for a prescribed
brand nane drug by a pharnacist, unless the prescribed brand nane

drug woul d have reasonably caused the sane | oss, damage, injury,
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or deat h.

Sec. 4729.382. (A) As used in this section, "opioid anal gesic

drug" nmeans a drug in the opioid anal gesic drug class, whether in

imedi ate or extended rel ease form and whet her or not conbi ned

w th anot her drug.

(B)(1) The state board of pharmacy shall create a |list of

opi oid anal gesi c drugs incorporating tanper resistance

t echnol ogi es that includes both of the foll ow ng:

(a) Each opioid anal gesic drug incorporating tanper

resi stance technol ogies for which a drug nanufacturer or

distributor has subm tted satisfactory evidence, as determ ned by

the board. of both of the foll ow ng:

(i) That the drug incorporates a tanper resistance

t echnol ogy;

(ii) That the drug has been approved by the United States

food and drug administration pursuant to an application that

includes at | east one human tanpering or abuse potential study or

a laboratory study. The study nust be one that conpared the tanper

or _abuse resistance properties of the drug to one or nore opioid

anal gesic drugs that have been approved by the United States food

and drug adninistration and served as a positive control for the

experi nent.

(b) A deternination by the board as to which drugs incl uded

on the list under division (B)(1)(a) of this section have

substantially sim/lar tanper resistance properties. This

determ nation shall be based solely on studies submtted by the

drug manufacturer to the United States food and drug

adm ni stration as described in division (BY(1)(a)(ii) of this

section.

(2) When a drug is initially considered for inclusion on the
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list created under division (B)(1) of this section, the board

shall not require that the drug bear on its | abeling, as approved

by the United States food and drug adm nistration, a claim

regarding the reduction of tanpering. abuse. or abuse potential.

(3) The board shall publish the |list created under division

(B) (1) on receiving froma drug manufacturer or distributor

evidence that satisfies the criteria in divisions (B)(1)(a)(i) and

(ii) of this section. The board shall update and republish the

list every tinme it receives such evidence froma drug manuf act urer

or _distributor.

(G |If a prescribed drug is on the |list published under

division (B)(3) of this section., a pharnacist shall not substitute

a brand or generic drug for the prescribed drug w thout one of the

foll ow ng:

(1) A deternination by the board, as indicated on the |ist,

that the drug to be substituted has substantially sinilar tanper

resi stance properties to the prescribed drug;

(2) Receipt by the pharnmaci st of witten and si gned consent

to the substitution fromthe prescriber

Section 2. That existing sections 4729.37 and 4729. 38 of the

Revi sed Code are hereby repeal ed.
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