As Introduced

128th General Assembly
Regular Session H. B. No. 582
2009-2010

Representatives Burke, Bubp

A BILL

To amend sections 4729.75, 4729.77, 4729.79, 4729. 83,
4729.84, and 5111.172 and to enact sections
4729. 791, 4729.821, 4729.831, 4731.055, 5111.179,
and 5111.1710 of the Revised Code regarding the
State Board of Pharmacy's drug database and a
program for certain Medicaid recipients found to

have over used itens or services.

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

Section 1. That sections 4729.75, 4729.77, 4729.79, 4729. 83,
4729.84, and 5111.172 be amended and sections 4729. 791, 4729. 821,
4729. 831, 4731.055, 5111.179, and 5111. 1710 of the Revi sed Code be

enacted to read as fol |l ows:

Sec. 4729.75. (A) The state board of pharmacy nay establish
and mai ntain a drug database. The board shall use the drug
dat abase to nonitor the m suse and diversion of controlled
substances, as defined in section 3719.01 of the Revised Code, and
ot her dangerous drugs the board includes in the database pursuant
to rul es adopted under section 4729.83 of the Revised Code. In
establ i shing and mmi nt ai ni ng the database, the board shal
el ectronically collect information pursuant to sections 4729.77

and 4729.78 of the Revised Code and shall dissem nate infornmation
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as authorized er—regquired by seetions section 4729.79 and as
requi red by sections 4729.791 and 4729.80 of the Revised Code. The

board's collection and di ssem nation of information shall be
conducted in accordance with rul es adopted under section 4729. 83
of the Revised Code.

(B) A drug database established under this section shall

i ncl ude both of the foll ow ng:

(1) A process that permts information to be i mmedi ately

submtted to the database by those required by section 4729.77 of

the Revised Code to submt information to the board;

(2) The capacity to provide those authorized to view

information in the database i mediate access to that infornmation

Sec. 4729.77. (A) If the state board of pharmacy establishes
and mai ntains a drug dat abase pursuant to section 4729.75 of the
Revi sed Code, each pharnacy |licensed as a ternminal distributor of
dangerous drugs that dispenses drugs to patients in this state and
is included in the types of pharnacies specified in rules adopted
under section 4729.83 of the Revised Code shall submit to the

board the foll owing prescription information:
(1) Termnal distributor identification;
(2) Patient identification;
(3) Prescriber identification;

(4) Purchaser identification, including any uniqgue identifier

established in rules adopted by the board under division (B) of
section 4729.83 of the Revi sed Code;

(5) Date prescription was issued by prescriber;
{5)3(6) Date prescription was dispensed;

6>(7) Indication of whether prescription dispensed is new or

arefill;
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A-(8) Nanme, strength, and national drug code of the drug
di spensed;

£83(9) Quantity of drug di spensed;

{93(10) Nunber of days' supply of drug di spensed;

£36)3(11) Serial or prescription nunber assigned by the

termnal distributor;
+35-(12) Source of payment for the prescription.

(B) The information shall be transnitted as specified by the

board in rul es adopted under section 4729.83 of the Revised Code.

(1) The information shall be subnmitted electronically in the
format specified by the board, except that the board may grant a
wai ver allowing the distributor to submt the information in

anot her fornmat.

(2) The infornmation shall be submitted in accordance with any
time limts specified by the board, except that the board may

grant an extension if either of the follow ng occurs:

(a) The distributor suffers a mechanical or electronic
failure, or cannot neet the deadline for other reasons beyond the

di stributor's control.
(b) The board is unable to receive electronic submn ssions.

(C This section does not apply to a prescriber personally
furni shing or administering dangerous drugs to the prescriber's

patient.

(D) If, based on review of information in the database, a

pharmaci st _at a pharmacy el ects not to dispense a drug to a

patient., the pharnmacy shall submt to the board the infornmation
required by divisions (A(1). (2). (3). and (5) of this section;

the nane, strength, national drug code, and quantity of the

prescribed drug; and an indication that the drug was not

di spensed.
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Sec. 4729.79. (A If the state board of pharnmacy establishes
and mai ntains a drug dat abase pursuant to section 4729.75 of the
Revi sed Code, the board nmay provide information fromthe database

in accordance with the follow ng:

(1) On receipt of a request froma designated representative
of a governnment entity responsible for the licensure, regulation
or discipline of licensed health care professionals authorized to
prescribe drugs, the board may provide to the representative
information fromthe database relating to the professional who is
the subject of an active investigation being conducted by the

government entity.

(2) On receipt of a request froma federal officer, or a
state or local officer of this or any other state, whose duties
i ncl ude enforcing laws relating to drugs, the board may provide to
the officer information fromthe database relating to the person
who is the subject of an active investigation being conducted by

the officer's enploying governnent entity.

(3) Pursuant to a subpoena issued by a grand jury, the board
may provide to the grand jury information fromthe database
relating to the person who is the subject of an investigation

bei ng conducted by the grand jury.

5> On receipt of a request froman individual seeking the

i ndi vidual's own database information in accordance with the
procedure established in rul es adopted under section 4729.83 of

the Revised Code, the board nay provide to the individual the
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i ndi vi dual ' s own dat abase i nformati on.

(5) On receipt of a request froma nmanaged care organi zation

that has entered into a data security agreenent with the board
requi red by section 5111.1710 of the Revised Code, the board may

provide to the managed care organi zation information fromthe

dat abase relating to a nedicaid recipient enrolled in the nanaged

care organi zation

(B) The state board of pharnmacy shall naintain a record of
each individual or entity that requests information fromthe
dat abase pursuant to this section. In accordance with rules
adopt ed under section 4729.83 of the Revised Code, the board nay
use the records to docunent and report statistics and | aw

enf or cement out comes.

The board may provide records of an individual's requests for

dat abase information to the foll ow ng:

(1) A designated representative of a governnment entity that
is responsible for the licensure, regul ation, or discipline of
licensed health care professionals authorized to prescribe drugs
who is involved in an active investigation being conducted by the
government entity of the individual who submtted the requests for

dat abase i nformati on

(2) A federal officer, or a state or local officer of this or
any other state, whose duties include enforcing laws relating to
drugs and who is involved in an active investigation being
conducted by the officer's enploying governnent entity of the

i ndi vi dual who subrmitted the requests for database information

(O Information contained in the database and any infornmation
obtained fromit is not a public record. Infornation contained in
the records of requests for information fromthe database is not a
public record. Information that does not identify a person nmay be

rel eased in summary, statistical, or aggregate form

Page 5

111

112
113
114
115
116
117

118
119
120
121
122
123

124
125

126
127
128
129
130
131

132
133
134
135
136

137
138
139
140
141



H. B. No. 582
As Introduced

Sec. 4729.791. (A) If the state board of pharmacy establishes

and nmmi ntains a drug database pursuant to section 4729.75 of the

Revi sed Code, the board shall grant access to the information in

the database to each |licensed health professional authorized to

prescribe drugs and to each pharnmaci st practicing in this state.

The board shall grant access to the database in a manner that

enabl es each prescriber and pharnaci st to use the database in

accordance with division (B) of this section or with rul es adopted

by the state nedical board under section 4731.055 of the Revised
Code.

(B) Before a prescriber issues a prescription to a patient

for a drug included in the database and before a pharnaci st

di spenses such a drug. the prescriber and pharnmaci st nay revi ew

information in the database that pertains to the patient. At any

other tinme, a prescriber or pharmacist may review information in

t he dat abase pertaining to a patient for the purpose of providing

nedi cal treatnent or pharneci st services to the patient.

(G A prescriber or pharnacist shall not be held liable in

danmages to any person in a civil action for injury, death, or |oss

to person or property on the basis that the prescriber or

pharmaci st did or did not review infornation in the database

pertaining to a patient.

(D) Except as provided in rul es adopted under section

4731. 055 of the Revised Code, nothing in this section requires a
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pharmaci st or prescriber to obtain informati on about a patient

fromthe database.

Sec. 4729.821. |f the state board of pharmacy establishes and

nai ntai ns a drug dat abase pursuant to section 4729.75 of the

Revi sed Code, the departnent of health, the departnent of

insurance, and the state board of pharmacy shall. to the extent

existing eligible funds are available, cooperate to contribute

sufficient funds to pernit the board to devel op and operate in the

drug dat abase the capacity to i nmedi ately update dat abase

informati on and all ow i medi ate access by authorized users, as

provi ded by section 4729.75 of the Revised Code. The departnents

and board shall seek funding sources to pernt the board to

devel op and operate the drug database in that nmanner. |In doing so,

the departnents and board may coll aborate to apply for grants or

seek federal funds that may be avail able for devel opi ng and

operating the drug dat abase.

The director of budget and managenent nmy transfer cash

bet ween funds of the departnent of health, the departnent of

insurance, and the state board of pharmacy as necessary to achi eve

the objectives of this section.

Sec. 4729.83. For purposes of establishing and maintaining a
drug dat abase pursuant to section 4729.75 of the Revised Code, the
state board of pharmacy shall adopt rules in accordance with
Chapter 119. of the Revised Code to carry out and enforce sections
4729.75 to 4729.82 of the Revised Code. The rules shall specify

all of the follow ng:

(A) A neans of identifying each patient, term nal distributor
of dangerous drugs, and each purchase at whol esal e of dangerous

drugs about which information is entered into the drug database;

(B) A neans of identifying each purchaser of dangerous drugs,
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whi ch may include assignnent of a unique identifier for each

pur chaser ;

(G A neans for a pharmacy to indicate that a pharnaci st has

elected not to dispense a drug to a patient;

(D) Requirenents for the transm ssion of information from
term nal distributors and whol esal e distributors of dangerous

drugs for purposes of the database;

{S-(E) An electronic format for the subnission of information
fromtermnal distributors and whol esal e di stributors of dangerous

dr ugs;

BH-(F) A procedure whereby a term nal distributor or a
whol esal e di stributor of dangerous drugs unable to submit
information el ectronically may obtain a waiver to submt

information in another fornat;

5-(G A procedure whereby the board may grant a request from
a | aw enforcenent agency or a governnment entity responsible for
the licensure, regulation, or discipline of licensed health care
prof essionals authorized to prescribe drugs that information that
has been stored for two years be retai ned when the information
pertains to an open investigation being conducted by the agency or

entity;

=-(H) A procedure whereby a term nal or whol esal e
di stributor nay apply for an extension to the tine by which

information nust be transmtted to the board;

{S-(1) A procedure whereby a person or governnment entity to
whi ch the board is authorized to provide information may subnit a
request to the board for the information and the board may verify

the identity of the requestor;

H-(J) A procedure whereby the board can use the database

request records required by division (B) of section 4729.79 of the
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Revi sed Code to docunent and report statistics and | aw enforcenent

out cones;

H-(K) A procedure whereby an individual may request the
i ndi vidual's own database information and the board may verify the

identity of the requestor;

(L) A reasonable fee that the board may charge under
section 4729.82 of the Revised Code for providing an individual
with the individual's own database information pursuant to section
4729.79 of the Revi sed Code;

(M The specific dangerous drugs other than controlled

substances that nust be included in the database;

-(N) The types of pharmacies |licensed as term nal
di stributors of dangerous drugs that are required to submt
prescription information to the board pursuant to section 4729.77
of the Revi sed Code;

(O The manner in which prescribers and pharnaci sts are to be

granted access to the database for purposes of section 4729.791 of

the Revi sed Code.

Sec. 4729.831. The state board of pharnmcy shall adopt rules

in accordance with Chapter 119. of the Revised Code specifying the

terns of a data security agreenent described in section 5111.1710

of the Revised Code. The rules shall conply with privacy and

security requl ati ons pronul gated under the "Health | nsurance
Portability and Accountability Act of 1996," Pub. L. No. 104-191,
as anended, as specified in 45 CF.R Parts 160 and 164, as

anended.

Sec. 4729.84. (A) If the state board of pharnmacy establishes
and mai ntains a drug dat abase pursuant to section 4729.75 of the
Revi sed Code, the board shall present a biennial report to the

standi ng comrittees of the house of representatives and the senate
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that are primarily responsible for considering health and human
services issues. The initial report shall be presented not |ater

than two years after the database is established.

(B) Each report presented under this section shall include

all of the follow ng:

(1) The cost to the state of establishing and maintaining the

dat abase;

(2) Information fromterm nal distributors of dangerous
drugs, prescribers, and the board regarding the board's

ef fectiveness in providing information fromthe database;

(3) The board's tineliness in transmtting information from

t he dat abase_

(4) The total nunber of prescriptions for which drugs were

not di spensed due to the election of a pharnaci st as indicated by

i nformati on provided to the board under division (D) of section
4729.77 of the Revi sed Code.

Sec. 4731.055. (A) As used in this section:

(1) "Dangerous drug" has the sanme neaning as in section
4729.01 of the Revised Code.

(2) "Drug dat abase" neans a dat abase established by the state

board of pharmacy pursuant to section 4729.75 of the Revi sed Code.

(3) "Physician" neans an indivi dual authorized under this

chapter to practice nedicine and surgery or osteopathic nedicine

and surgery.

(B) The state nedical board shall adopt rules in accordance
with Chapter 119. of the Revised Code that establish standards and

procedures to be followed by physicians regarding review of

patient information available through the drug dat abase. The rul es

shall include at | east one of the follow ng:
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(1) A provision under which a physician who prescribes to

patients, in total, a quantity of dangerous drugs exceedi ng an

amount specified by the board is required to submt patient

information to the drug database and review patient information in

It

(2) A provision under which a physician who prescribes to an

i ndi vi dual patient a supply of dangerous drugs exceedi ng an _anpunt

specified by the board is required to subnit patient information

in the drug database and review patient information in it.

(C The rul es adopted under this section shall not apply if

the state board of pharnmacy does not establish a drug database or

di sconti nues operation of a drug dat abase.

Sec. 5111.172. (A) Wen contracting under section 5111.17 of
the Revised Code with a managed care organization that is a health
i nsuring corporation, the departnment of job and famly services
may require the health insuring corporation to provide coverage of
prescription drugs for nedicaid recipients enrolled in the health
insuring corporation. In providing the required coverage, the
heal th i nsuring corporation may, subject to the departnent's

approval , use strategies for the nmanagenent of drug utilization.

(B) As used in this division, "controlled substance" has the

same neaning as in section 3719.01 of the Revi sed Code.

If a health insuring corporation is required under this
section to provide coverage of prescription drugs, the departnent
shall permt the health insuring corporation to devel op and
i mpl ement a pharmacy utilization managenment program under which
prior authorization through the programis established as a
condition of obtaining a controlled substance pursuant to a
prescription. Fhe Any such program ray—nrelude—processes—fo+

- i cai - b
. i L ed I . o :
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healthecarefacitity designated-by shall be consistent with the

program the health insuring corporation is required to inplenment
under section 5111.179 of the Revised Code.

Sec. 5111.179. Not later than one vear after the effective

date of this section, each contract the departnent of job and

faml|ly services enters into with a nanaged care organi zati on under

section 5111.17 of the Revised Code shall require the nmanaged care

organi zation to inplenent a programconsistent with 42 U S. C
1396n(a)(2) and 42 C.F.R 431.54(e) for nedicaid recipients

enrolled in the organi zation who are found to have utilized itens

or services under the nedicaid programat a fregquency or anpunt

that is not medically necessary. The program shall include a

conponent that educates nedicaid recipients about proper

utilization of itens _and services provided under the nedicaid

program

Sec. 5111.1710. Not |ater than one vear after the effective

date of this section and if the state board of pharnacy

establishes and maintains a drug dat abase pursuant to section
4729.75 of the Revised Code, each contract the departnent of |ob

and famly services enters into with a managed care organi zati on

under section 5111.17 of the Revised Code shall require the

managed care organi zation to enter into a data security agreenent

with the board governi ng the managed care organi zation's use of

the database. The data security agreenent shall contain terns

specified by the board in rules adopted pursuant to section
4729.831 of the Revised Code.

Section 2. That existing sections 4729.75, 4729.77, 4729.79,
4729. 83, 4729.84, and 5111.172 of the Revised Code are hereby

repeal ed.
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