As Passed by the House

130th General Assembly
Regular Session Am. Sub. S. B. No. 258
2013-2014

Senator Balderson

Cosponsors: Senators Beagle, Brown, Coley, Gentile, Hite, LaRose, Lehner,
Oelslager, Patton, Peterson, Schaffer, Uecker
Representatives Brown, Bishoff, Wachtmann, Antonio, Barnes, Burkley,
Cera, Green, Hackett, Hayes, Hill, Maag, McClain, Milkovich, Ruhl, Sears,
Smith

A BILL

To amend sections 4725.01 and 4725.091 and to enact
sections 3901. 81, 3901.811, 3901.812, 3901.813,
3901. 814, and 3901.815 of the Revised Code to
establ i sh standards for the performance of
pharnmacy audits in Chio and to authorize the
conti nued use of certain analgesic controlled

substances in the practice of optonetry.

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

Section 1. That sections 4725.01 and 4725.091 be anended and
sections 3901.81, 3901.811, 3901.812, 3901.813, 3901.814, and
3901. 815 of the Revised Code be enacted to read as fol |l ows:

Sec. 3901.81. As used in this section and sections 3901.811
to 3901.815 of the Revised Code:

(A "Auditing entity" means any person or _governnent entity

that perforns a pharmacy audit, including a payer, a pharmcy

benefit manager, or a third-party adm nistrator |licensed under
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Chapt er 3959. of the Revi sed Code.

(B) "Business day" neans_any day of the week excluding

Sat urday, Sunday, and a legal holiday, as defined in section 1.14
of the Revi sed Code.

(C) "Concurrent review' neans a clains reviewwithin five

busi ness days of submnmi ssion of clains for paynent for the

provi si on of dangerous drugs for which the payer or the auditing

entity does not inpose a penalty or denand to recoup noney from

the pharmacy in _any anount.

(D) "Dangerous drug," "pharnacy," "practice of pharmacy," and

"prescription" have the sane neanings as in section 4729.01 of the

Revi sed Code.

(E) "Paver" neans any of the follow ng that pays for or

processes a claimfor paynent for the provision of dangerous drugs

or _pharmacy services:

(1) A health insuring corporation, as defined in section
1751. 01 of the Revi sed Code:

(2) A person authorized to engage in the business of sickness

and accident insurance under Title XXXl X of the Revised Code;

(3) A person or _governnent entity providing coverage of

dangerous drugs or pharnacy services to individuals on a

sel f-i nsurance basis:;

(4) A group health plan, as defined in 29 U S.C. 1167

(5) A service benefit plan, as referenced in 42 U.S. C
1396a(a) (25):

(6) A nedicaid managed care organi zation that has entered

into a contract with the departnent of nedicaid pursuant to
section 5167.10 of the Revi sed Code;

(7) Any other person or governnent entity that is, by |aw,

contract, or agreenent., responsible for paying for or processing a
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claimfor paynent for the provision of dangerous drugs or pharnmacy

services.

(F) "Pharnmacy audit" neans a review of one or nore pharnmacy

records conducted by an auditing entity, one purpose of which is

to identify discrepancies in clains for paynent for the provision

of dangerous drugs or pharnmacy services. "Pharmacy audit" does not

i ncl ude concurrent revi ew.

(G "Pharnmacy benefit manager" neans a person that provides

adm ni strative services related to the processing of clainms for

paynent for the provision of dangerous drugs or pharnacy services,

including perform ng pharmacy audit conpliance, negotiating

phar maceuti cal rebate agreenents. devel opi ng and nenagi ng dr ug

fornularies and preferred drug lists, and adnini stering prograns

for payvers' prior authorization of clains for paynent for the

provi si on of dangerous drugs or pharnacy services.

(H "Pharmacy record" neans any record stored electronically

or as a hard copy by a pharnacy that relates to the provision of

dangerous drugs or pharnacy services or any other conponent of

pharmaci st care that is included in the practice of pharnacy.

Sec. 3901.811. (A) Except as provided in division (B) of this

section, an auditing entity is subject to all of the foll ow ng

condi tions when perform ng a pharmacy audit in this state:

(1) If it is necessary that the pharnacy audit be perfornmed

on the prem ses of a pharmacy. the auditing entity shall give the

pharmacy that is the subject of the audit witten notice of the

date or dates on which the audit will be perforned and the range

of prescription nunbers fromwhich the auditing entity will sel ect

pharmacy records to audit. Notice of the date or dates on which

the audit will be perforned shall be qgiven not | ess than ten

busi ness days before the date the audit is to commence. Notice of
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the range of prescription nunbers fromwhich the auditing entity

will select pharmacy records to audit shall be received by the

pharmacy not | ess than seven busi ness days before the date of the

audit is to commence.

(2) The auditing entity shall not include in the pharnmacy

audit a review of a claimfor payment for the provision of

dangerous drugs or pharnacy services if the date of the pharnacy's

initial subm ssion of the claimfor paynment occurred nore than

twenty-four nonths before the date the audit commences.

(3) Absent an indication that there was an error _in the

di spensing of a drug. the auditing entity or paver shall not seek

to recoup fromthe pharmacy that is the subject of the audit any

amount _that the pharnmacy audit identifies as being the result of

clerical or recordkeeping errors in the absence of financial harm

For purposes of this provision, an error in the dispensing of a

drug is any of the follow ng: selecting an incorrect drug, issuing

incorrect directions, or dispensing a drug to the incorrect

patient.

(4) The auditing entity shall not use the accounting practice

of extrapolation when calculating a nonetary penalty to be inposed

or _anmount to be recouped as the result of the pharnacy audit.

(B)(1) The condition in division (A)(1) of this section does

not apply if, prior to the audit, the auditing entity has

evidence, fromits review of clains data, statenents, or physica

evidence or its use of other investigative nethods, indicating

that fraud or other intentional or willful nisrepresentation

exi sts.

(2) The condition in division (A(3) of this section does not

apply if the auditing entity has evidence, fromits revi ew of

clains data, statenents, or physical evidence or its use of other

investigative nmethods, indicating that fraud or other intentional
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or willful msrepresentation exists.

(3) Division (A (4) of this section does not apply when the

accounting practice of extrapolation is required by state or

federal | aw

Sec. 3901.812. A pharmacy may do any of the follow ng when a

pharmacy audit is perforned:

(A) Validate a pharnmacy record by using original or

phot ocopi ed records from hospitals., physicians, or other health

care providers;

(B) Validate one or nore clains for paynent for the provision

of dangerous drugs or pharnacy services by using either of the

foll owi ng:

(1) An original pharmacy record or photocopy of the record;

(2) An original prescription or photocopy of the prescription

in any formthat constitutes a valid prescription in this state,

including a witten prescription, a prescription nade through an

el ectronic prescribing system a prescription delivered by

facsimle, a prescription nmade by issuing an order for nedication

adnm nistration, and the record a pharnmaci st nmi ntai ns _under

section 4729.37 of the Revised Code docunenting a prescription

received by telephone.

(C) Resubnit a disputed or denied claimfor paynent using any

commercially reasonabl e met hod of resubm ssion, including

resubm ssion by facsimle, mail, or electronic neans, as |ong as

the tine period for resubni ssions established by the rel evant

paver has not expired.

Sec. 3901.813. (A) Except as provided in division (B) of this

section, all of the following apply after a pharnacy audit is

conpl et ed:
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(1) A pharnmacy shall be given not |ess than thirty days from

the date of the on-site audit to provide the auditing entity any

additional information necessary to conplete the prelimnary audit

report.

(2) Not later than sixty business days after the audit is

conpleted, the auditing entity shall deliver a prelimnary audit

report to the pharnacy that was the subject of the audit.

(3) A pharmacy that disputes any finding in the prelininary

audit report nmy subnmt docunentation to the auditing entity to

appeal the finding. A pharnacy shall be given not less than thirty

busi ness days to nmake the subm ssion and nmay request an _extensi on

of the tine period given. The auditing entity shall grant a

request for an extension if it is reasonable.

A pharnmacy's subni ssion of docunentation to appeal the

finding shall be nade in accordance with the procedure the

auditing entity has established under section 3901.814 of the
Revi sed Code.

(4)(a) An auditing entity shall deliver a final audit report

to the pharmacy that was the subject of the audit. Except as

provided in division (A (4)(b) of this section. the report shal

be delivered not |later than one hundred twenty busi ness days after

the pharnmacy's receipt of a prelinmnary audit report.

(b) If an auditing entity has granted a pharnacy's request

for an extension of the tine to submit docunentation to appeal a

finding in the prelimnary audit report under division (A)(3) of

this section, the tinme linmt described in division (A)(4)(a) of

this section for the delivery of the final audit report is waived.

Instead, the auditing entity shall deliver the final audit report

not later than one hundred twenty days after the pharmacy's

subm ssi on of the docunentation

(B) The provisions of division (A of this section do not
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apply if the auditing entity has evidence, fromits revi ew of

clains data, statenents, or physical evidence or its use of other

investigative nethods, indicating that fraud or other intentional

or wllful msrepresentation exists.

Sec. 3901.814. Each auditing entity in this state shal

establish in witing separate procedures for a pharnacy to appeal

one or nore findings in a prelimnary audit report issued under
section 3901.813 of the Revised Code.

Sec. 3901.815. Sections 3901.811 to 3901.814 of the Revised

Code shall not apply to an auditing entity that is a nedicaid

nanaged care organi zation if application of those sections to the

entity would be in violation of federal |aw

Sec. 4725.01. As used in this chapter:

(A (1) The "practice of optonetry” neans the application of
optical principles, through technical nmethods and devices, in the
exam nation of human eyes for the purpose of ascertaining
departures fromthe nornmal, measuring their functional powers,
adapting optical accessories for the aid thereof, and detecting
ocul ar abnormalities that may be evidence of disease, pathol ogy,

or injury.

(2) In the case of a |licensed optonetrist who holds a topical
ocul ar pharmaceutical agents certificate, the "practice of
optonetry" has the same nmeaning as in division (A (1) of this
section, except that it also includes administering topical ocular

phar maceuti cal agents.

(3) In the case of a licensed optonetrist who holds a
t herapeuti ¢ pharmaceutical agents certificate, the "practice of
optonetry" has the sane neaning as in division (A)(1) of this

section, except that it also includes all of the foll ow ng:
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(a) Enpl oying, applying, adm nistering, and prescribing
i nstrunents, devices, and procedures, other than invasive
procedures, for purpose of exam nation, investigation, diagnosis,
treatment, or prevention of any disease, injury, or other abnornal

condi tion of the visual system

(b) Enpl oying, applying, adm nistering, and prescribing

topi cal ocul ar pharmaceuti cal agents;

(c) Enploying, applying, adm nistering, and prescribing

t her apeuti ¢ pharmaceutical agents;

(d) Assisting an individual in deternining the individual's
bl ood gl ucose level by using a comercially avail abl e
gl ucose-nonitoring device. Nothing in this section precludes a
licensed optonetrist who holds a therapeutic pharnaceutical agents
certificate fromusing any particular type of commercially

avai |l abl e gl ucose-nonitoring device.

(B) "Topical ocular pharnmaceutical agent" neans a drug or
dangerous drug that is a topical drug and used in the practice of

optonetry as foll ows:

(1) I'n the case of a licensed optonetrist who hol ds a topical
ocul ar pharmaceuti cal agents certificate, for evaluative purposes
in the practice of optonetry as set forth in division (A) (1) of

this section;

(2) In the case of a |licensed optonetrist who holds a
t herapeutic pharmaceuti cal agents certificate, for purposes of
exam nation, investigation, diagnosis, treatnent, or prevention of
any di sease, injury, or other abnormal condition of the visua

syst em

(C "Therapeutic pharmaceutical agent"” means a drug or
dangerous drug that is used for exam nation, investigation,
di agnosi s, treatnent, or prevention of any disease, injury, or

ot her abnormal condition of the visual systemin the practice of
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optonetry by a licensed optonetrist who holds a therapeutic

pharnaceutical agents certificate, and is any of the follow ng:

(1) An oral drug or dangerous drug in one of the follow ng

cl assifications:

(a) Anti-infectives, including antibiotics, antivirals,

antimcrobials, and antifungals;
(b) Anti-allergy agents;
(c) Antiglaucoma agents;

(d) Anal gesics, including only anal gesic drugs that are
avail abl e without a prescription, anal gesic drugs or dangerous
drugs that require a prescription but are not controlled
substances, and seheduletH—controlled-substances, to the extent

aut hori zed by the state board of optonetry in rules adopted under

section 4725.091 of the Revised Code, anal gesic controlled

subst ances;

(e) Anti-inflammatories, excluding all drugs or dangerous
drugs classified as oral steroids other than mnethyl predisol one, +
except that nethyl predi sol one may be used under a therapeutic
pharnaceutical agents certificate only if it is prescribed under

all of the follow ng conditions:
(i) For use in allergy cases;

(ii) For use by an individual who is eighteen years of age or

ol der;

(iii) On the basis of an individual's particul ar epi sode of

illness;

(iv) I'n an anount that does not exceed the ampbunt packaged

for a single course of therapy.
(2) Epinephrine adm nistered by injection to individuals in
energency situations to counteract anaphyl axis or anaphylactic

shock. Notwi t hstandi ng any provision of this section to the

Page 9

228
229

230
231

232
233

234
235

236
237
238
239
240
241
242

243
244
245
246
247

248

249
250

251
252

253
254

255
256
257



Am. Sub. S. B. No. 258
As Passed by the House

contrary, admnistration of epinephrine in this manner does not

constitute performance of an invasive procedure.

(3) An oral drug or dangerous drug that is not included under
division (C (1) of this section, if the drug or dangerous drug is
approved, exenpt from approval, certified, or exenpt from
certification by the federal food and drug adm nistration for
opht hal m ¢ purposes and the drug or dangerous drug is specified in
rul es adopted by the state board of optonetry under section
4725.09 of the Revised Code.

(D) "Controlled substance" has the sanme neaning as in section
3719. 01 of the Revised Code.

(E) "Drug" and "dangerous drug" have the same neanings as in
section 4729.01 of the Revised Code.

(F) "lnvasive procedure"” nmeans any procedure that involves
cutting or otherwise infiltrating human tissue by nechani cal neans
i ncludi ng surgery, |aser surgery, ionizing radiation, therapeutic
ul trasound, adm nistering medication by injection, or the renoval

of intraocul ar foreign bodies.

(G "Visual systent nmeans the human eye and its accessory or

subordi nate anatom cal parts.

(H "Certificate of licensure" neans a certificate issued by
the state board of optonetry under section 4725.13 of the Revised
Code authorizing the holder to practice optonetry as provided in

division (A (1) of this section.

(1) "Topical ocular pharmaceutical agents certificate" neans
a certificate issued by the state board of optonetry under section
4725. 13 of the Revised Code authorizing the holder to practice

optonetry as provided in division (A)(2) of this section.

(J) "Therapeutic pharnmaceutical agents certificate” neans a

certificate issued by the state board of optonetry under division
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(A)(3) or (4) of section 4725.13 of the Revised Code authori zing
the holder to practice optonetry as provided in division (A)(3) of

this section.

Sec. 4725.091. (A) The state board of optonmetry shall adopt
rul es governing the authority of licensed optonetrists practicing

under therapeutic pharmaceutical agents certificates to enpl oy,

apply, adm nister, and prescribe schedule—+} anal gesic controll ed
subst ances under—atherapeutic—pharnaceuticalagents—certificate.
The rul es shall be adopted in accordance with Chapter 119. of the

Revi sed Code and in consultation with the state board of pharmacy.

(B) All of the following apply to the state board of

optonmetry in the adoption of rules under this section

(1) The board shall not permt an optonetrist to enpl oy,
apply, admnister, or prescribe a—schedulet+ an anal gesic
controll ed substance other than a drug ihreludedinseection3719-41

c 4 : I I L I Ll : :

preparations—category product that is used for the treatnent of
pain _and neets one of the follow ng conditions:

(a) The product is a preparation that contains an anount of

codei ne per dosage unit, as specified by the board., and al so

contains other active, nonnarcotic ingredients, such as

acet am nophen or aspirin, in a therapeutic anpunt.

(b) The product is a preparation that contains an anpunt of

hydr ocodone per dosage unit. as specified by the board, and al so

contains other active, nonnarcotic ingredients, such as

acet am nophen., aspirin, or ibuprofen. in a therapeutic amunt.

(c) The product contains or consists of a drug or dangerous

drug that was an analgesic included in the practice of optonetry

under a therapeutic pharnaceutical agents certificate i mediately

Page 11

288
289
290

291
292
293
294
295
296
297
298

299
300

301
302
303
304
305
306

307
308
309
310

311
312
313
314

315
316
317



Am. Sub. S. B. No. 258
As Passed by the House

prior to the effective date of this amendnent, was not a

controll ed substance at that tine, and subsequently becones a

schedule 11, 1Il, IV, or V controlled substance.

(2) The board shall limt the sehedule—+H+ anal gesic
control |l ed substances that optonetrists may enpl oy, apply,
adm ni ster, or prescribe to the drugs that the board determ nes
are appropriate for use in the practice of optonmetry under a

t herapeutic pharmaceutical agents certificate.

(3) Wth regard to the prescribing of secheduletH anal gesic
controll ed substances, the board shall establish prescribing
standards to be followed by optonetrists who hold therapeutic
pharnmaceutical agents certificates. The board shall take into
account the prescribing standards that exist within the health

care market pl ace.

(4) The board shall establish standards and procedures for
enpl oyi ng, applying, admnistering, and prescribing schedule
anal gesic controll ed substances under a therapeutic pharnmaceuti cal
agents certificate by taking into consideration and exani ni ng
i ssues that include the appropriate |Iength of drug therapy,
appropriate standards for drug treatnment, necessary nonitoring

systenms, and any other factors the board considers rel evant.

Section 2. That existing sections 4725.01 and 4725.091 of the

Revi sed Code are hereby repeal ed.
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