As Introduced

130th General Assembly
Regular Session S. B. No. 240
2013-2014

Senator Burke

Cosponsors: Senators Manning, Patton

A BILL

To anend sections 4729.01 and 4729.39 of the Revised
Code to revise the | aws governi ng pharmaci st
consult agreenents and to authorize a pharnaci st
to prescribe and adm nister drugs under a consult

agreenent .

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

Section 1. That sections 4729.01 and 4729. 39 of the Revised

Code be amended to read as fol |l ows:

Sec. 4729.01. As used in this chapter:

(A "Pharmacy," except when used in a context that refers to
the practice of pharmacy, neans any area, room roons, place of
busi ness, departnment, or portion of any of the foregoing where the

practice of pharmacy is conduct ed.

(B) "Practice of pharmacy" neans providi ng pharmaci st care
requiring specialized know edge, judgnent, and skill derived from
the principles of biological, chenmical, behavioral, social,
pharmaceutical, and clinical sciences. As used in this division,

"pharmaci st care" includes the foll ow ng:

(1) Interpreting prescriptions;
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(2) Dispensing drugs and drug therapy rel ated devi ces;
(3) Conpoundi ng drugs;

(4) Counseling individuals with regard to their drug therapy,
reconmendi ng drug therapy rel ated devices, and assisting in the
sel ection of drugs and appliances for treatnent of comon di seases
and injuries and providing instruction in the proper use of the

drugs and appli ances;

(5) Perform ng drug reginmen reviews with individuals by
di scussing all of the drugs that the individual is taking and

explaining the interactions of the drugs;

(6) Performng drug utilization reviews with licensed health
prof essionals authorized to prescribe drugs when the pharnaci st
determ nes that an individual with a prescription has a drug

regi men that warrants additional discussion with the prescriber

(7) Advising an individual and the health care professionals
treating an individual with regard to the individual's drug

t her apy;

(8) Acting pursuant to a consult agreenent w th a—physician

one or nore physicians authorized under Chapter 4731. of the

Revi sed Code to practice nedicine and surgery or osteopathic
nmedi ci ne and surgery, if an agreenent has been established wth
Leian:
(9) Engaging in the admnistration of imunizations to the

extent authorized by section 4729.41 of the Revised Code.

(C "Compoundi ng" nmeans the preparation, mxing, assenbling,
packagi ng, and | abeling of one or nore drugs in any of the

foll ow ng circunstances:

(1) Pursuant to a prescription issued by a |licensed health

pr of essi onal authorized to prescribe drugs;

(2) Pursuant to the nodification of a prescription nmade in
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accordance with a consult agreenent;

(3) As an incident to research, teaching activities, or

chem cal anal ysi s;

(4) In anticipation of orders for drugs pursuant to
prescriptions, based on routine, regularly observed di spensing

patterns;

(5) Pursuant to a request nade by a |licensed health
prof essi onal authorized to prescribe drugs for a drug that is to
be used by the professional for the purpose of direct
admnistration to patients in the course of the professional's

practice, if all of the follow ng apply:

(a) At the time the request is made, the drug is not
commercially avail able regardl ess of the reason that the drug is
not avail able, including the absence of a manufacturer for the
drug or the lack of a readily avail able supply of the drug froma

manuf act ur er.

(b) Alimted quantity of the drug is conpounded and provided

to the professional

(c) The drug is conmpounded and provided to the professional
as an occasional exception to the normal practice of dispensing

drugs pursuant to patient-specific prescriptions.

(D) "Consult agreenment" nmeans an agreenent te—wnahage—an

Hadiv-dual—s—drug—therapy that has been entered into by—a
I . I hvsiei horized .

redi-e-re—and—surgery under section 4729.39 of the Revised Code.

(E) "Drug" neans:

(1) Any article recognized in the United States pharmacopoei a
and national fornulary, or any supplenment to them intended for

use in the diagnosis, cure, mtigation, treatnment, or prevention
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of di sease in humans or ani nal s;

(2) Any other article intended for use in the diagnosis,
cure, mitigation, treatnent, or prevention of disease in hunans or

ani mal s;

(3) Any article, other than food, intended to affect the

structure or any function of the body of humans or ani mals;

(4) Any article intended for use as a conponent of any
article specified in division (E)(1), (2), or (3) of this section;
but does not include devices or their conponents, parts, or

accessori es.
(F) "Dangerous drug" neans any of the follow ng:
(1) Any drug to which either of the follow ng applies:

(a) Under the "Federal Food, Drug, and Cosnetic Act," 52
Stat. 1040 (1938), 21 U S.C A 301, as anmended, the drug is
required to bear a | abel containing the | egend "Caution: Federa
| aw prohibits dispensing without prescription" or "Caution:
Federal law restricts this drug to use by or on the order of a
licensed veterinarian" or any sinmilar restrictive statenent, or

the drug nay be di spensed only upon a prescription;

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

drug may be di spensed only upon a prescription.

(2) Any drug that contains a schedule V controlled substance
and that is exenpt from Chapter 3719. of the Revised Code or to
whi ch that chapter does not apply;

(3) Any drug intended for administration by injection into
the human body other than through a natural orifice of the human
body.

(G "Federal drug abuse control |aws" has the sane neani ng as
in section 3719.01 of the Revised Code.

(H "Prescription" neans a witten, electronic, or oral order
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for drugs or conbinations or mxtures of drugs to be used by a
particul ar individual or for treating a particular aninmal, issued

by a licensed health professional authorized to prescribe drugs.

(1) "Licensed health professional authorized to prescribe
drugs" or "prescriber" means an individual who is authorized by
law to prescribe drugs or dangerous drugs or drug therapy rel ated
devices in the course of the individual's professional practice,

including only the follow ng:

(1) A dentist licensed under Chapter 4715. of the Revised
Code;

(2) Aclinical nurse specialist, certified nurse-mdw fe, or
certified nurse practitioner who holds a certificate to prescribe
i ssued under section 4723.48 of the Revised Code;

(3) An optonetrist licensed under Chapter 4725. of the
Revi sed Code to practice optonetry under a therapeutic

pharnaceutical agents certificate;

(4) A pharnmacist licensed under this chapter acting under a

consul t agreenent

(5) A physician authorized under Chapter 4731. of the Revised
Code to practice medicine and surgery, osteopathic nmedicine and

surgery, or podiatric nedicine and surgery;

{53(6) A physician assistant who holds a certificate to
prescribe issued under Chapter 4730. of the Revised Code;

63(7) A veterinarian licensed under Chapter 4741. of the
Revi sed Code.

(J) "Sale" and "sell" include delivery, transfer, barter
exchange, or gift, or offer therefor, and each such transaction
made by any person, whether as principal proprietor, agent, or

enpl oyee.

(K) "Whol esal e sal e" and "sal e at whol esal e nmean any sale in
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whi ch the purpose of the purchaser is to resell the article

purchased or received by the purchaser.

(L) "Retail sale" and "sale at retail" mean any sal e other

than a whol esal e sale or sale at whol esal e.

(M "Retail seller" means any person that sells any dangerous
drug to consuners w thout assum ng control over and responsibility
for its administration. Mere advice or instructions regarding
adm ni stration do not constitute control or establish

responsibility.

(N) "Price information" means the price charged for a
prescription for a particular drug product and, in an easily

under st andabl e manner, all of the foll ow ng:
(1) The proprietary nanme of the drug product;
(2) The established (generic) name of the drug product;

(3) The strength of the drug product if the product contains
a single active ingredient or if the drug product contains nore
than one active ingredient and a rel evant strength can be
associ ated with the product w thout indicating each active
i ngredi ent. The established nanme and quantity of each active
ingredient are required if such a relevant strength cannot be so
associated with a drug product containing nore than one

i ngredient.
(4) The dosage form

(5) The price charged for a specific quantity of the drug
product. The stated price shall include all charges to the
consuner, including, but not limted to, the cost of the drug
product, professional fees, handling fees, if any, and a statenent
i dentifying professional services routinely furnished by the
pharmacy. Any mailing fees and delivery fees nay be stated

separately without repetition. The information shall not be fal se
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or m sl eadi ng.

(O "Whol esal e distributor of dangerous drugs" neans a person
engaged in the sal e of dangerous drugs at whol esal e and i ncl udes
any agent or enployee of such a person authorized by the person to

engage in the sale of dangerous drugs at whol esal e.

(P) "Manufacturer of dangerous drugs" neans a person, other
than a pharmaci st, who manuf act ures dangerous drugs and who is

engaged in the sale of those dangerous drugs within this state.

(Q "Termnal distributor of dangerous drugs" neans a person
who is engaged in the sale of dangerous drugs at retail, or any
person, other than a whol esale distributor or a pharmacist, who
has possessi on, custody, or control of dangerous drugs for any
pur pose other than for that person's own use and consunption, and
i ncl udes pharnaci es, hospitals, nursing homes, and | aboratories
and all other persons who procure dangerous drugs for sale or
ot her distribution by or under the supervision of a pharmacist or

Iicensed health professional authorized to prescribe drugs.

(R) "Pronpte to the public" nmeans dissem nating a
representation to the public in any manner or by any neans, other
than by | abeling, for the purpose of inducing, or that is likely
to induce, directly or indirectly, the purchase of a dangerous

drug at retail.

(S) "Person" includes any individual, partnership,
association, limted liability conpany, or corporation, the state,
any political subdivision of the state, and any district,

department, or agency of the state or its political subdivisions.

(T) "Finished dosage form' has the sanme neaning as in section
3715. 01 of the Revised Code.

(U)y "Generically equival ent drug” has the same nmeaning as in
section 3715.01 of the Revised Code.

Page 7

169

170
171
172
173

174
175
176

177
178
179
180
181
182
183
184
185

186
187
188
189
190

191
192
193
194

195
196

197
198



S. B. No. 240
As Introduced

(V) "Aninmal shelter" neans a facility operated by a humane
society or any society organi zed under Chapter 1717. of the
Revi sed Code or a dog pound operated pursuant to Chapter 955. of
t he Revi sed Code.

(W "Food" has the sane meaning as in section 3715.01 of the
Revi sed Code.

(X) "Pain managenent clinic" has the same nmeaning as in
section 4731. 054 of the Revised Code.

Sec. 4729.39. (A Apharmwaecist One or nore pharmaci sts may
enter into a consult agreement with a—physieilan one or nore

physi ci ans aut hori zed under Chapter 4731. of the Revised Code to

practice medi cine and surgery or osteopathic nmedicine and surgery.

Under Wth respect to consult agreenents, all of the follow ng

appl y:

(1) Under a consult agreenent, a pharnmacist is authorized to
ranage—an—indi-vi-dual—s—drug—therapy do both of the follow ng, but

only to the extent specified in the agreenment, this section, and

the rul es adopted under this section._

(a) Manage an individual's drug therapy:

(b) Order bl ood tests.
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83(2) A consult agreement may be terminated by either the

phar maci st or physician who entered into the agreenent. By

wi t hdrawi ng consent, the individual whose drug therapy is being
managed or the individual who consented to the treatnent on behalf
of the individual may terninate a consult agreenment. The
pharnmaci st or physician who receives the individual's w thdrawal
of consent shall provide witten notice to the opposite party. A
pharmaci st or physician who term nates a consult agreenent shal
provide witten notice to the opposite party and to the individua
who consented to treatnent under the agreenent. The ternination of
a consult agreenment shall be recorded by the pharnaci st and
physician in the records they maintain on the individual being

treated.

E | bod i divie By (5} of thi on.
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2>—Fhe (3) A consult agreenent shall be nmade in witing anrd 307
shatt—comply—with the hospitalsor taciHty s-—polieyon—consutt 308
agreerents. 309
33(4) The content of the a consult agreenent shall be 310
communi cated to the each individual whose drug therapy wH—be is 311
managed H—a—nahnrer—consi-stent—wi-th—thehospital—s—-orfaci-Hty s 312
poHey—on—consult—agreenents under the agreenent. 313
£4>(5) A pharnacist acting under a consult agreenent shall 314
mai nt ai n +r—the—indi-viduals—edical—recerd a record of each 315
action taken for each individual whose drug therapy is nmanaged 316
under the agreenent. 317
{53(6) Communi cati on between a pharmaci st and physici an 318
acting under the a consult agreenment shall take place at regul ar 319
intervals specified by the primary physician acting under the 320
agreenent. The agreenent may include a requirenent that a 321

pharmaci st send a consult report to each consulting physician. 322
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63(7) A consult agreenent may be term nated by the
i ndi vidual, a person authorized to act on behalf of the
i ndividual, the prinmary physician acting under the agreenent, or
the primary pharmaci st acting under the agreenment. Wen a consult
agreenent is termnated, all parties to the agreenment shall be
notified and the termination shall be recorded in the individual's

medi cal record

. . : 8) A

consult agreenent does not pernit the a pharnmaci st to aet—under
. ol  aeili hi I

pharracist—isnot—authorized topractice nmanage drug therapy

prescri bed by a physician who has not entered into the agreenent.

£B-(9) A pharmacist may prescribe or adninister dangerous

drugs under a consult agreenent, subject to the terns of the

agreenent _and in accordance with rul es adopted under this section.

A physician who has entered into a consult agreenent may linit the

categories of drugs a pharmacist may prescribe or adm ni ster under

t he agreenent.

(B) The state board of pharmacy, in consultation with the
state nmedi cal board, shall adopt rules to be followed by
pharmaci sts, and the state medical board, in consultation with the
state board of pharmacy, shall adopt rules to be followed by
physi ci ans, that establish standards and procedures for entering
into a consult agreenment and managi ng an individual's drug therapy
under a consult agreement. The boards shall specify in the rules
any categories of drugs or types of diseases for which a consult
agreenent may not be established. Either board may adopt any ot her
rules it considers necessary for the inplenentation and
adm ni stration of this section. Al rules adopted under this
di vision shall be adopted in accordance with Chapter 119. of the
Revi sed Code.

Section 2. That existing sections 4729.01 and 4729. 39 of the
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Revi sed Code are hereby repeal ed. 355



