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8:34 a.m.

8:38 a.m.

8:50 a.m.
RES. 99-108

ROLL CALL

The State Board of Pharmacy convened in Room 1914, Vern Riffe Center for Government
and the Arts, 77 South High Street, Columbus, Ohio with the following members present:

Joseph J. Maslak, R.Ph. (President); Robert B. Cavendish, R.Ph. (Vice-President);
Ann D. Abele, R.Ph.; Diane C. Adelman, R.Ph.; and Ruth A. Plant, R.Ph.

A quorum not being present, the Board discussed matters not requiring official action
pending the arrival of one more member.

Mr. Repke arrived and the Board now had a quorum present and could conduct business.

Mr. Cavendish moved that the Board go into Executive Session for the purpose of consid-
ering the investigation of charges or complaints against licensees and registrants pursuant
to Section 121.22(G)(1) of the Revised Code. Mrs. Plant seconded the motion. President
Maslak then conducted the following roll call vote: Abele-Yes, Adelman-Yes, Cavendish-Yes,
Plant-Yes, and Repke-Yes.

The Board came out of Executive Session and staff reported that the following Settlement
Agreement with Emergency Medical Transport of Carrollton, Cadiz, and Massillon had been
signed by all parties and that the hearing scheduled for the afternoon had been canceled.

SETTLEMENT AGREEMENT WITH THE STATE BOARD OF PHARMACY
(Docket Nos. D-980903-010, D-980925-016, and D-980925-017)

In The Matters Of:

EMERGENCY MEDICAL TRANSPORT, INC.
c/o Ken Joseph, President
817 Canton Road
Carrollton, Ohio 44615
(Terminal Distributor Application)

EMERGENCY MEDICAL TRANSPORT, INC.
c/o Ken Joseph, President
624 Lincoln Street Extension
Cadiz, Ohio 43907
(Terminal Distributor No. 02-0990650)



EMERGENCY MEDICAL TRANSPORT, INC.
c/o Ken Joseph, President
1118 Main Avenue West
Massillon, Ohio 44647
(Terminal Distributor No. 02-0924450)

This Settlement Agreement is entered into by and between Emergency Medical Transport, Inc.,
hereinafter referred to as EMT, Inc., and the Ohio State Board of Pharmacy, a state agency
charged with enforcing the Pharmacy Practice Act and Dangerous Drug Distribution Act,
Chapter 4729. of the Ohio Revised Code.

EMT, Inc. enters into this Agreement being fully informed of its rights afforded under Chapter
119. of the Ohio Revised Code, including the right to representation by counsel and the right
to a formal adjudication hearing on the issues contained herein.

EMT, Inc. is knowingly and voluntarily acknowledging that, in order to settle the charges that
have been filed by the Board against EMT, Inc., and in order to obviate the need to conduct an
administrative hearing to consider the disciplinary sanctions against EMT, Inc.'s licenses, this
Agreement is entered into on the basis of the following stipulations, admissions, and under-
standings. EMT, Inc. maintains its denial of the allegations stated in the Notices of Oppor-
tunity; however, the Board has evidence sufficient to sustain the allegations and hereby
adjudicates the same:

(A)  The Ohio State Board of Pharmacy is empowered by Section 4729.55 of the Ohio
Revised Code to deny the issuance of a terminal distributor of dangerous drugs
license requested by EMT, Inc. for its facility located in Carrollton, Ohio for any of
the enumerated grounds:

M Records of the Board of Pharmacy indicate that Mandal Haas is the
Medical Director and Responsible Person for EMT, Inc, in Carrollton, Ohio
pursuant to Sections 4729.27 and 4729.55 of the Ohio Revised Code.
Records further indicate that EMT, Inc.'s application as a Terminal Distri-
butor of Dangerous Drugs was received on or about August 4, 1998.

(2) EMT, Inc. had not furnished satisfactory proof that it is equipped as to
land, buildings, and equipment to properly carry on the business of a
terminal distributor of dangerous drugs within the category of licensure
requested as set forth in Section 4729.55 of the Ohio Revised Code, to
wit: EMT, Inc. submitted an application for licensure of a facility which is
located in a pole barn without heating or air conditioning and was
observed by a Board agent to be unsanitary; thus, past conduct regarding
any handling and storage conditions does not indicate compliance with
laws and regulations relating to the operation of the facility if such
licensure were to be granted.

3) Kenneth J. Joseph, president of EMT, Inc., having the purpose to deprive,
knowingly obtained dangerous drugs, the property of Aultman Hospital,
by deception, to wit: on or about June 8, 1998, Mr. Joseph obtained start-
up drugs for an unlicensed site in Carroll County, Ohio, through the
Aultman Hospital in Stark County, Ohio, by giving the false impression to
Aultman that the drugs were for a licensed squad located in Stark County,
Ohio. Such conduct is in violation of Section 2913.02 of the Ohio Revised
Code.

(4) Kenneth J. Joseph, president of EMT, Inc., having the purpose to deprive,
knowingly obtained dangerous drugs, the property of Marlow’s Pharmacy,
by deception, to wit: falsely indicating that he was from Promedica, a
company out of business which had returned drugs to Marlow’s Phar-
macy, Mr. Joseph went to Marlow’s and obtained the drugs for his own
purposes at his Cadiz emergency squad facility. Such conduct is in viola-
tion of Section 2913.02 of the Ohio Revised Code.

(5) Kenneth J. Joseph, president of EMT, Inc. attempted to obtain a license to
operate a squad by deception, to wit: on or about December 12, 1996,



the Stark County Paramedic Program notified Mr. Joseph that he could no
longer use Stark County's protocol / standing orders because his county
“skills update and training” was not maintained. Due to this, Mr. Joseph
attempted to obtain a license from the Board using Dr. Ajit S. Modi as the
responsible physician to operate in Stark County. However, Dr. Modi
signed off on that application after having been deceived about the loca-
tion of the squad headquarters. Such conduct is in violation of Section
2923.02 of the Ohio Revised Code as it relates to Section 2921.13 of the
Ohio Revised Code.

(6) Kenneth J. Joseph, president of EMT, Inc., possessed for sale at retail
dangerous drugs when the conduct was not in accordance with Chapter
4729. of the Ohio Revised Code, to wit: Mr. Joseph stored dangerous
drugs at his home at 7925 Rockville Road, Navarre, Ohio, an unlicensed
facility. Such conduct is in violation of Section 4729.51(C)(2) of the Ohio
Revised Code.

7) EMT, Inc. possessed for sale at retail dangerous drugs when the conduct
was not in accordance with Chapter 4729. of the Ohio Revised Code, to
wit: Mr. Joseph and/or EMT, Inc., stored dangerous drugs at 2058 Saline-
ville Road, Carrollton, Ohio, an unlicensed facility which had improper
security measures and improper storage conditions. Such conduct is in
violation of Section 4729.51(C)(2) of the Ohio Revised Code.

(8) EMT, Inc. did, on or about July 26, 1998, falsify run sheets, and/or main-
tained falsified run sheets, which indicated that an EMT-A (emergency
medical technician - advanced) administered a saline I.V. when in fact Mr.
Joseph did so. Such conduct is in violation of Section 2925.23 of the
Ohio Revised Code.

The Ohio State Board of Pharmacy is empowered by Section 4729.57 of the Ohio
Revised Code to suspend, revoke, refuse to renew, or impose a monetary penalty on
the terminal distributor of dangerous drugs license, No. 02-0990650, for EMT, Inc.
in Cadiz, Ohio for violation of any of the enumerated grounds:

WD) Records of the Board of Pharmacy indicate that Ajit S. Modi is Medical
Director and Responsible Person at EMT, Inc. in Cadiz, Ohio pursuant to
Section 4729.55 of the Ohio Revised Code.

) EMT, Inc. did, on or about April 9, 1997, and dates subsequent thereto,
fail to maintain adequate safeguards to prevent the sale or other distri-
bution of dangerous drugs by unauthorized personnel, to wit: inspections
by Board agents indicate that, without personnel on site, doors have been
left unsecured with no system in place to limit or control access to
dangerous drug stocks. Such conduct does not conform to Section
4729.55 of the Ohio Revised Code.

(3)  EMT, Inc. did, on or about April 9, 1997, and dates subsequent thereto,
permit persons other than a licensed health care professional to possess
keys to the facility which is not secured by either a physical barrier with
suitable locks and/or an electronic barrier to detect unauthorized access,
to wit: EMT, Inc. allowed the building owner, not a licensed healthcare
professional, to possess a key to the building where dangerous drugs
were stored. Such conduct is in violation of Rule 4729-9-11 of the Ohio
Administrative Code.

4) EMT, Inc. did, on or about April 10, 1997, and dates subsequent thereto,
hold or offer for sale drugs that were adulterated, to wit: EMT, Inc. pos-
sessed for use the following adulterated drugs:

NDC No. Drug Lot No. Exp. Date
0074-4978-01 Isoproterenol 10-597DK 02-01-97
0186-0650-01 Sodium Bicarbonate 501014 1-97

0186-0649-01 Atropine 502014 3-97



Wherefore, in consideration of the foregoing and mutual promises hereinafter set forth, and
in lieu of any formal proceedings at this time, EMT, Inc. knowingly and voluntarily agrees with

Such conduct is in violation of Section 3715.52(A) of the Ohio Revised
Code.

The Ohio State Board of Pharmacy is empowered by Section 4729.57 of the Ohio
Revised Code to suspend, revoke, refuse to renew, or impose a monetary penalty on
the terminal distributor of dangerous drugs license, No. 02-0924450, for EMT, Inc.
in Massillon, Ohio for violation of any of the enumerated grounds:

1) Records of the Board of Pharmacy indicate that Antonio Lazcano is the Medi-
cal Director and Responsible Person at EMT, Inc. in Massillon, Ohio pursuant
to Section 4729.55 of the Ohio Revised Code.

(2)  EMT, Inc. did, on or about the middle of March, 1997, by deception, procure
the dispensing of a dangerous drug, to wit: EMT, Inc. obtained the following
dangerous drugs from Marlowe’s Pharmacy:

- Diazepam 10mg/2ml for injection

- 1000ml bag of 5% Dextrose for injection

- 500ml bag of Lidocaine 2 Grams for injection

- 1000ml bag of 0.9% Sodium Chloride for injection
- Epinephrine for injection, 1:10,000, 1mg, (boxed)
- 50% Dextrose 25Gm for injection

- Glucagon 25mg, 1mg for injection

10 - Verapamil 5mg/2ml for injection

4 - Epinephrine for injection 1:1,000 (not boxed)

1 - Lidocaine Hydrochloride 1% for Injection

4 - Alcon 0.5% Tetracaine Hydrochloride Ophth Soln 2ml
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Such conduct is in violation of Section 2925.22 of the Ohio Revised Code.

(3) EMT, Inc. did, on or about May 7, 1997, fail to file a new application upon
change in the location of one of its units, to wit: EMT, Inc. stored a unit
containing dangerous drugs at Ken Joseph's residence. Such conduct is
in violation of Section 4729.54(C)(2) of the Ohio Revised Code.

(4) EMT, Inc. did, on or about February 3, 1997, knowingly make a false
statement when the statement was made with the purpose to secure the
issuance by a governmental agency of a license, to wit: Ken Joseph,
President of EMT, Inc. secured the signature of Ajit S. Modi, M.D. on the
Terminal Distributor Application for License No. 02-0990650 under false
pretenses in order to replace License No. 02-0924450. Dr. Modi had
agreed to be the Medical Director/Responsible Person for the Cadiz site,
and not for the Massillon site as the application was submitted by Ken
Joseph. Such conduct is in violation of Section 2921.13 of the Ohio Re-
vised Code.

the State Board of Pharmacy to the following:

(A)

B)

The State Board of Pharmacy agrees to approve the issuance of a license for EMT,
Inc., 817 Canton Road, Carrollton, Ohio.

EMT, Inc., Terminal Distributor No. 02-0990650, in Cadiz, Ohio agrees to the im-
position of a monetary penalty of Two Thousand Five Hundred Dollars ($2,500.00)
due and owing within thirty days of the effective date of this Agreement. The
monetary penalty should be made payable to the “Treasurer, State of Ohio” and
mailed with the enclosed form to the State Board of Pharmacy, 77 S. High Street,
17th Floor, Columbus, Ohio 43266-0320.

EMT, Inc., Terminal Distributor No. 0924450, in Massillon, Ohio agrees to the im-
position of a monetary penalty of Two Thousand Five Hundred Dollars ($2,500.00)
due and owing within thirty days of the effective date of this Agreement. The
monetary penalty should be made payable to the “Treasurer, State of Ohio” and



mailed with the enclosed form to the State Board of Pharmacy, 77 S. High Street,
17th Floor, Columbus, Ohio 43266-0320.

(D) EMT, Inc. agrees not to post or operate in any county other than where a valid
terminal distributor of dangerous drugs license is held; however, EMT, Inc. may
transport patients in other counties when under the discretion of an attending
physician.

(E) EMT, Inc. agrees to possess drugs only at licensed locations.
(F)  EMT, Inc. agrees to meet compendial standards to assure integrity of drug stocks.

(G) EMT, Inc. agrees to provide valid protocols signed by the Medical Director and
Responsible Person who is the Physician.

(H)  EMT, Inc.'s Carrollton, Massillon, and Cadiz locations agree to be placed on pro-
bation for three years with the following conditions:

(1)  EMT, Inc.'s owners, officers, and employees must not violate the drug
laws of the state of Ohio, any other state, or the federal government.

(2) EMT, Inc.'s owners, officers, and employees must abide by the rules of
the Ohio State Board of Pharmacy.

(3) EMT, Inc.'s owners, officers, and employees must comply with the terms
of this Settlement Agreement.

If, in the judgment of the Board, EMT, Inc. appears to have violated or breached any terms or
conditions of this Agreement, the Ohio State Board of Pharmacy reserves the right to, at any
time, institute formal disciplinary proceedings for any and all possible violations or breaches,
including but not limited to, alleged violation of the laws of Ohio occurring before the effec-
tive date of this Agreement.

EMT, Inc. acknowledges that it has had an opportunity to ask questions concerning the terms
of this agreement and that all questions asked have been answered in a satisfactory manner.
Any action initiated by the Board based on alleged violation of this Agreement shall comply
with the Administrative Procedure Act, Chapter 119. of the Ohio Revised Code.

EMT, Inc. and its owners, officers, and employees waive any and all claims or causes of action
they may claim against the State of Ohio or the Board, and members, officers, employees,
and/or agents of either, arising out of matters which are the subject of this Agreement.

In the event the Board, in its discretion, does not adopt this Agreement as its Adjudication,
this settlement offer is withdrawn and shall be of no evidentiary value and shall not be relied
upon or introduced in any disciplinary action or appeal by either party. EMT, Inc. agrees that
should the Board reject this Agreement and if this case proceeds to hearing, it will assert no
claim that the Board was prejudiced by its review and discussion of this Agreement or of any
information relating thereto.

This Settlement Agreement shall be considered a public record, as that term is used in Section
149.43 of the Ohio Revised Code, and shall become effective upon the date of the Board
President’s signature below.

/s/ Ken Joseph /d/  12-28-98
Ken Joseph, President, Emergency Medical Transport, Inc. Date of Signature
/s/ Christopher R Walsh /d/ 4 Jan. 99
Christopher R. Walsh, Attorney for Respondent Date of Signature
/s/ Joseph J. Maslak /d/ 1/4/99
Joseph J. Maslak, Jr., President, Ohio State Board of Pharmacy Date of Signature
/s/ Sally Ann Steuk /d/ 1-4-99

Sally Ann Steuk, Ohio Assistant Attorney General Date of Signature



9:00 a.m.

9:14 a.m.

9:20 a.m.

9:50 a.m.
11:00 a.m.
11:15a.m.

11:16 a.m.

11:23 a.m.

11:27 a.m.

11:53 a.m.

11:54 a.m.

1:10 p.m.

1:13 p.m.
RES. 99-109

RES. 99-110

The Board took a brief recess.

The Board was joined by Assistant Attorney General Sally Ann Steuk for the purpose of
conducting an adjudication hearing in accordance with Ohio Revised Code Chapters 119.
and 4729. in the matter of James F. Liebetrau, R.Ph., Cincinnati, Ohio.

The Board took a recess from the hearing to review the documentation presented by Mr.
Liebetrau.

The hearing resumed on the record.
The Board took a short break from the hearing.
Mrs. Neuber and Mr. Lamping arrived.

The hearing resumed. President Maslak announced that Mrs. Neuber and Mr. Lamping
would not participate in the hearing nor would they participate in the deliberations of the
Board in this case.

The hearing concluded and the record was closed.

The Board was joined by Assistant Attorney General Sally Ann Steuk for the purpose of
conducting an adjudication hearing in accordance with Ohio Revised Code Chapters 119.
and 4729. in the matter of Kim-Ngoc Thi Bui, R.Ph., Hamilton, Ohio.

The hearing concluded and the record was closed.
The Board recessed for lunch.

The Board reconvened in Room 1914, Vern Riffe Center for Government and the Arts, 77
South High Street, Columbus, Ohio with the following members present:

Joseph J. Maslak, R.Ph. (President); Robert B. Cavendish, R.Ph. (Vice-President);
Ann D. Abele, R.Ph.; Diane C. Adelman, R.Ph.; Paul F. Lamping, R.Ph., Suzanne
L. Neuber, R.Ph., Ruth A. Plant, R.Ph., and Nicholas R. Repke, Public Member.

Mr. Cavendish moved that rules 4729-5-17, 4729-5-29, 4729-7-02, and 4729-29-05 be
refiled with the Joint Committee on Agency Rule Review (JCARR) as written. The motion
was seconded by Mr. Lamping and approved (Aye-7/Nay-0).

Mr. Cavendish then moved that the 71 rules that had passed through JCARR at its Decem-
ber hearing should be adopted as written and implemented with an effective date of March
1, 1999. Mr. Lamping seconded the motion and it was approved (Aye-7/Nay-0). The text
of these rules is as follows:

4729-5-01 Definitions.
As used in Chapter 4729. of the Revised Code:

(A) Fo "practice PRACTICE OF pharmacy" is as defined in division (B) of section 4729:62
4729.01 of the Revised Code.

(B) The term "dispense" means the final association of a drug with a particular patient
pursuant to the prescription, drug order, or other lawful order of a prescriber and the
professional judgment of and the responsibility for: interpreting, preparing, com-
pounding, labeling, and packaging a specific drug.

1 THE TERM
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"COMPOUNDING" HAS THE SAME MEANING AS DEFINED IN DIVISION (C) OF SECTION
4729.01 OF THE REVISED CODE.

"Interpret prescriptions” means the professional judgment of a pharmacist when
reviewing a prescription order of a prescriber for a patient.

"To participate in drug selection” means selecting and dispensing a drug product
pursuant to sections 4729.38 and 4729.381 of the Revised Code.

"To participate with prescribers in reviews of drug utilization” means monitoring the
appropriate use of drugs through communication with the prescriber(s) involved.

"Pharmacist" means an individual who holds a current pharmacist identification card
pursuant to section 4729.08 or 4729.09 of the Revised Code; or, pursuant to section
4729.12 of the Revised Code.

"Original prescription" means the prescription issued by the prescriber in writing, an
oral or electronically transmitted prescription recorded in writing by the pharmacist, or
a prescription transmitted by use of a facsimile machine, each of which is pursuant to
rule 4729-5-30 of the Administrative Code.

"Personal supervision" means a pharmacist shall be physically present in the pharmacy
and provide personal review and approval of all professional pharmaceutical activities.

"Preprinted order" is defined as a patient-specific, definitive set of drug treatment
directives to be administered to an individual patient who has been examined by a
prescriber and for whom the prescriber has determined that the drug therapy is
appropriate and safe when used pursuant to the conditions set forth in the preprinted
order. Preprinted orders may be used only for inpatients in an institutional facility as
defined in Chapter 4729-17 of the Administrative Code.

"Standing order" will mean the same as the term "protocol".
"Protocol” is defined as:

(1) A definitive set of treatment guidelines that include definitive orders for drugs
and their specified dosages which have been authorized by a prescriber as
defined in rule 4729-5-15 of the Administrative Code and have been approved by
the STATE board of pharmacy to be used by certified or licensed health care
professionals when providing limited medical services to individuals in an
emergency situation when the services of a prescriber are not immediately
available; or

(2) A definitive set of treatment guidelines that include definitive orders for drugs
and their specified dosages which have been authorized by a prescriber as
defined in rule 4729-5-15 of the Administrative Code and have been approved by
the STATE board of pharmacy to be used by certified or licensed health care
professionals when administering biologicals or vaccines to individuals for the
purpose of preventing diseases.

A protocol may be used only by licensed or certified individuals acting within the scope
of their license or certification who have been adequately trained in the safe admini-
stration and use of the drugs and other procedures included in the protocol.

Protocols submitted for approval by the STATE board of pharmacy may be reviewed with
the medical and/or nursing board, as appropriate, prior to any approval by the STATE
board of pharmacy.

"Prescriber" means any person authorized by the Revised Code to prescribe dangerous
drugs as part of their professional practice.

"Positive identification" means a method of identifying an individual who prescribes,

administers, or dispenses a dangerous drug. Such method may-inctude-apassword
i ; must atse include a physical means of

identification such as, but not limited to, the following:



(1) A manual signature on a hard-copy record;

(2) A magnetic card reader;

(3) A bar code reader;

(4) A thumbprint reader or other biometric method; or

(5) A daily printout of every transaction that is verified and manually signed within
twenty-four hours by the individual who prescribed, administered, or dispensed
the dangerous drug. The printout must be maintained for three years and made
available on request to those individuals authorized by law to review such
records.

A MAGNETIC CARD READER OR A BAR CODE READER SYSTEM OF IDENTIFICATION MUST
ALSO INCLUDE A PRIVATE PERSONAL IDENTIFIER, SUCH AS A PASSWORD, FOR ENTRY
INTO A MECHANICAL OR AUTOMATED SYSTEM.

4729-5-10 Prescription pick-up station.

(A)

NO PHARMACIST SHALL ACCEPT PRESCRIPTIONS OBTAINED FROM A PLACE WHICH
OFFERS, IN ANY MANNER, ITS SERVICES AS A "PICK-UP STATION" OR INTERMEDIARY FOR
THE PURPOSE OF HAVING PRESCRIPTIONS FILLED.

No pharmacist shall aceeptprescriptions-obtained-from-or dispense dangerous drugs to

a place which offers, in any manner, its services as a "pick-up station" or intermediary
for the purpose of having prescriptions filled or delivered unless all of the following

apply:

(1) The site is licensed with the STATE board of pharmacy as a terminal distributor of
dangerous drugs.

(2) The receipt, storage, control, and distribution of prescriptions or drugs are in the
full and actual charge of a health care professional licensed pursuant to Chapter
4723.,4729., or 4731. of the Revised Code.

(3) An appropriate recordkeeping system is in place that will provide accountability
for proper receipt and delivery of all prescription medications.

(4) Thereis a documented method in place to ensure compliance with rule 4729-5-22
of the Administrative Code.

(5) The STATE board OF PHARMACY has approved the site for such activity due to
clear and convincing evidence that delivery of prescription medication directly to
the patient would result in:

9 (@  Danger to public health or safety, or

2y (b) Danger to the patient without increased involvement by a health care
professional in the patient’s drug therapy.

4729-5-11 Responsible pharmacist.

(A)

Only a pharmacist may be the responsible person whose name appears on the terminal
distributor of dangerous drugs license for a pharmacy as defined in division (A) of sec-
tion 4729:02 4729.01 of the Revised Code. A pharmacist shall be the responsible
person for no more than one such pharmacy except with written permission from the
STATE board OF PHARMACY. A written request shall be submitted outlining the circum-
stances requiring a pharmacist to be responsible for more than one pharmacy and the
period of time during which the circumstances will exist. A pharmacist shall not be
designated the responsible pharmacist for a pharmacy unless he/she will be physically
present in the pharmacy a sufficient amount of time to provide supervision and control.
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The responsible pharmacist shall be responsible for the practice of the profession of
pharmacy, including but not limited to "supervision and control" of dangerous drugs as
required in division (B) of section 4729.55 of the Revised Code, "adequate safeguards”
as required in division (C) of section 4729.55 of the Revised Code, and maintaining all
drug records otherwise required.

If there is a change in the responsible pharmacist, the STATE board of pharmacy shall
be notified ON A BOARD APPROVED FORM within thirty days thereof of the EFFECTIVE
date of THE change and the name of the new responsible pharmacist.

(1)  This notice to the STATE board of pharmacy shall be by certified mail, return
receipt requested, OR BY VERIFIED FACSIMILE TRANSMISSION.

(2) A complete inventory, pursuant to federal regulations and rule 4729-9-14 of the
Administrative Code, shall be taken of the controlled substances on hand at the
pharmacy with the new responsible pharmacist. The new responsible pharmacist
shall be responsible for completing and maintaining this inventory record at the
site of the terminal distributor of dangerous drugs.

The person to whom the terminal dangerous drug license has been issued and all phar-

macists on duty are responsible for compliance with all state and federal laws, regula-
tions, and rules regulating the distribution of drugs and the practice of pharmacy.

5-13 Prescription format.

No pharmacist shall dispense dangerous drugs pursuant to a written outpatient pre-
scription unless the following conditions are met:

(1)  The prescription is issued in compliance with rule 4729-5-30 of the
Administrative Code.

(2)  If preprinted with multiple drug name and strength combinations:
@) There are no controlled substances among the choices;
(b) There is only one prescription order selected per form.

No practitioner PRESCRIBER shall write and no pharmacist shall dispense controlled
substances pursuant to a written outpatient prescription unless the following conditions
are met:

(1)  The prescription has been issued in compliance with rule 4729-5-30 of the
Administrative Code.

(2)  The prescription contains only one prescription order per prescription form,
whether handwritten or preprinted.

(3)  The quantity has been written both numerically and alphabetically.

(4) If preprinted, there is only one drug and strength combination printed on the
form.

A prescription issued by a medical intern, resident, or fellow as defined in paragraph (B)
of rule 4729-5-15 of the Administrative Code may not be dispensed unless the prescrip-
tion is issued in compliance with this rule and rule 4729-17-13 of the Administrative
Code and unless it bears the identification number issued by the employing hospital or
institution pursuant to rule 4729-17-13 of the Administrative Code.

A prescription issued by a staff practitioner PRESCRIBER of a hospital may not be
dispensed unless the prescription is issued in compliance with this rule and rule 4729-
17-13 of the Administrative Code and unless it bears the identification number issued
by the employing hospital or institution pursuant to rule 4729-17-13 of the Admini-
strative Code.



4729-5-15 Prescriber.

*)

For purposes of division {BB) (Z) of section 3719.01 and division H}{H (1) of section
4729:62 4729.01 of the Revised Code, the following persons, maintaining current
licenses and in good standing, licensed pursuant to Chapters 4715., 4725., 4731., and
4741. of the Revised Code, are authorized by law to write prescriptions for drugs or
dangerous drugs in the course of their professional practice:

1) Chapter 4715. of the Revised Code: dentist.

(2) Chapter 4725. of the Revised Code: optometrist, if that person holds a current
"therapeutic pharmaceutical agents certificate" as defined in division (H) of section
4725.01 of the Revised Code.

(3) Chapter 4731. of the Revised Code: doctor of medicine, doctor of osteopathic
medicine and surgery, and doctor of podiatry.

(4) Chapter 4741. of the Revised Code: doctor of veterinary medicine.

Those persons pursuing an approved internship, residency, or fellowship program in this
state are authorized to write prescriptions only when acting within their scope of employ-
ment in the hospital(s) or institution(s). Approved internship and residency programs are
those accredited by the "Accreditation Council for Graduate Medical Education (ACGME)"
or the "American Osteopathic Association (AOA)". Approved clinical fellowships are those
at institutions which have a residency program in the same or a related clinical field which
is accredited by the ACGME or the AOA.

A non-resident prescriber whose license is current and in good standing and who is auth-
orized to issue prescriptions for drugs in the course of their professional practice in a
state other than Ohio is authorized to write prescriptions in that state for drugs to be
dispensed in the state of Ohio.

An advanced practice nurse approved pursuant to section 4723.56 of the Revised Code
may, by written or oral prescription, prescribe those drugs which have been approved by
the formulary committee for advanced practice nurses and that are included in the col-
laborative protocol established for that advanced practice nurse pursuant to section
4723.56 of the Revised Code.

4729-5-16 Labeling of drugs dispensed on prescription.

(A)

No drug may be dispensed on prescription unless a label is affixed to the container in
which such drug is dispensed and such label includes:

(1)  The name and address of the pharmacy as it appears on the terminal distributor
of dangerous drugs license;

(2) The name of the patient for whom the drug is prescribed; or, if the patient is an
animal, the name of the owner and the species of the animal;

(3)  The name of the prescriber;

(4) Directions for use of the drug;

(5) The date of dispensing;

(6)  Any cautions which may be required by federal or state law;
(7)  The serial number of the prescription;

(8) Fhenameorinitiatsof thepharmacist;

{9)  The proprietary name, if any, or the generic name and the name of the distributor
of the drug dispensed; and the strength, if more than one strength of the drug is



marketed. The dispensing pharmacist may omit the name and strength of the
drug only if the prescriber specifically requests omission in writing in the case of
a written prescription, or verbally in the case of an orally transmitted prescription;

+0) (9) The quantity of drug dispensed.

(B)

©

(D)

The term "affix" means the prescription label must be attached or fastened to the
container.

At least the prescription number and the name of the patient must be placed on all
prescription containers too small to bear a complete prescription label and dispensed in
a container bearing a complete prescription label. The label bearing only the prescrip-
tion number and the name of the patient does not need to be applied to any product
whose function would be impaired by such a label. In all cases, a complete prescription
label meeting the requirements of paragraph (A) of this rule must be applied to the
container in which such product is dispensed.

This rule does not apply to drugs which are dispensed for use by inpatients of an
institutional facility whereby the drug is not in the possession of the ultimate user prior
to administration. Such drugs shall be labeled in accordance with rule 4729-17-10 of
the Administrative Code.

4729-5-18 Patient profiles.

All pharmacies shall maintain a patient profile system which shall provide for immediate
retrieval of information regarding those patients who have received prescriptions from that
pharmacy.

(A)

The dispensing pharmacist shall be responsible for ensuring that a reasonable effort
has been made to obtain, record, and maintain at least the following records:

(1)  The patient's data record, which should consist of, but is not limited to, the
following information:

(@  Full name of the patient for whom the drug is intended;
(b)  Address and telephone number of the patient;
(c) Patient's date of birth er-age;
(d) Patient's gender;
(e) A list of current patient specific data consisting of at least the following:
(@) Known drug-related allergies,
(i) Previous drug reactions,
(iii)  History of or active chronic conditions or disease states,
(iv)  Other drugs AND NUTRITIONAL SUPPLEMENTS, including ever-the

cotnter NON-PRESCRIPTION drugs used on a routine basis, or
devices;

® The pharmacist's comments relevant to the individual patient's drug
therapy, including any other information peculiar to the specific patient or
drug;

(90 Anyinformation that is given to the pharmacist by the patient or caregiver
to complete the patient data record shall be presumed to be accurate,
unless there is reasonable cause to believe the information is inaccurate.



(2)  The patient's drug therapy record, which shall contain at least the following
information for all of the prescriptions that were filled at the pharmacy within the
last twelve months showing:

@) Name AND STRENGTH of the drug or device;
(b) Prescription number;
() Nameandstrength-ofdrug;
)  Quantity dispensed;
fe) (d) Date dispensed;
t (&) Name of the prescriber.
(B)  The patient profile shall be maintained for a period of not less than one year from the

date of the last entry in the profile record. This record may be a hard copy or a
computerized form.

4729-5-19 Serial numbering of prescriptions.

All outpatient prescriptions dispensed-by-apharmacy must be serially numbered WHEN
ENTERED INTO THE COMPUTER SYSTEM OR WHEN DISPENSED UNDER A MANUAL SYSTEM.

(A)  This number must appear on the original prescription. If an alternate recordkeeping
system is being used pursuant to rules 4729-5-27 and 4729-5-28 of the Administrative
Code, the serial number must also appear on the records in this alternate system.

(B) There must be a complete and-eonsecutive accounting of all numbers used in the serial
numbering system.

(C)  All prescriptions which are not refillable, either because of the dispensing of all refills or
the length of time since issuance, shall be assigned a new serial number upon authori-
zation by the practitioner PRESCRIBER to continue the medication, except:

(1)  The prescribingpractitioner PRESCRIBER may authorize additional refills of a
schedule lll or IV controlled substance through an oral refill authorization
transmitted to a pharmacist, provided the additional refills do not exceed five
refills of the original prescription nor does any refill occur beyond six months
from the date of issuance of the original prescription; or

(2)  The prescribingpractitioner PRESCRIBER may authorize additional refills of a
schedule V controlled substance or a non-controlled drug through an oral refill
authorization transmitted to a pharmacist provided that no refill may occur
beyond one year from the date of issuance of the original prescription.

(3)  All additional refills authorized by the prescribingptractitionrer PRESCRIBER shall
be marked on the original prescription listing authorizing agent, date, number of
refills authorized, and pharmacist receiving the authorization. If an alternative
recordkeeping system is used, this information must also be maintained in that
system.

4729-5-20 Prospective drug utilization review.

(A)  Prior to dispensing any prescription, a pharmacist shall review the patient profile for the
purpose of identifying:

(1)  Over-utilization or under-utilization;
(2)  Therapeutic duplication;

3) Drug-disease state contraindications;
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(2)
(3)
4)
4729-5-24
(A)

(4)
(5)
(6)
(7)
8)
(©)]

Drug-drug interactions;

Incorrect drug dosage er-duration-of-drug-treatment;
Drug-allergy interactions;

Abuse/misuse;

INAPPROPRIATE DURATION OF DRUG TREATMENT;

DOCUMENTED FOOD-NUTRITIONAL SUPPLEMENTS-DRUG INTERACTION.

Upon recognizing any of the above, a pharmacist, using professional judgment, shall
take appropriate steps to avoid or resolve the potential problem. These steps may
include consulting with the prescriber and/or counseling the patient.

Prospective drug utilization review shall be performed using predetermined standards
consistent with, BUT NOT LIMITED TO, any of the following:

Peer-reviewed medical literature (that is, scientific, medical, and pharmaceutical
publications in which original manuscripts are rejected or published only after
having been critically reviewed by unbiased independent experts);

American hospital formulary service drug information;

United States pharmacopeia PHARMACOPOEIA drug information;

American medical association evaluations.

Prescription copy.

A pharmacist may transfer a copy of a prescription; a pharmacist may refill a copy of a
prescription; such actions must be in accordance with the following:

(1)

(2)

Copies of prescriptions shall be transferred only between pharmacists; copies of
prescriptions for controlled substances pursuant to sections 3719.41, 3719.43,
and 3719.44 of the Revised Code shall be communicated directly between two
pharmacists and shall be transferred only one time. However, pharmacies elec-
tronically sharing a real-time, on-line database may transfer a controlled sub-
stance prescription up to the maximum number of refills permitted by law and
the prescriber's authorization pursuant to paragraph (A)(4) of this rule.

The copy transferred shall be an exact duplicate of the original prescription
except that it shall also include:

(@  Serial prescription number assigned to the prescription;

(b) Name and address (and "D.E.A." number for controlled substance
prescriptions) of the pharmacy transferring the copy;

(c) Date of issuance of the prescription;

(d) Date of original dispensing of the prescription;
(e) Original number of refills;

() Date of last refill;

(9) Number of valid refills remaining; and

(h)  The name of the transferring pharmacist.
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(3) Copies transferred for non-refillable prescriptions shall be marked on the face of
the prescription or orally noted by the transferring pharmacist "For Information
Purposes Only" and are not valid prescriptions for the dispensing of drugs.

(4) The pharmacist transferring a copy of a prescription must:

(@  Cancel the original prescription by writing the word "void" on the face of
the prescription in such a way as to avoid destroying any of the original
information contained on the prescription;

(b) Record on the reverse side of the original written prescription:
(i) Date of transfer;
(i) His/her signature; and

(iii)  When transferring an oral prescription, the name and address (and
"D.E.A." number for controlled substance prescriptions) and name of
the pharmacist at the receiving pharmacy.

(c) Except, if an automated data processing system is being used as an alter-
nate system of recordkeeping for prescriptions pursuant to rules 4729-5-27
and 4729-5-28 of the Administrative Code, copies of prescriptions may be
transferred by a pharmacist if the prescription record in the system is
invalidated to prevent further dispensing at the original site. The pre-
scription record in the system must contain the date of transfer, name of
pharmacist making transfer, and the name and address of the pharmacy
receiving the copy. Also, original written prescriptions for controlled sub-
stances must be eancetled CANCELED as required in paragraphs (A)(4)(a)
and (A)(4)(b) of this rule.

(5)  The pharmacist receiving a copy of a prescription must:
@) Exercise reasonable diligence to determine validity of the copy;

(b)  Reduce an oral prescription to writing by recording all of the information
transferred (must include all information required in paragraph (A)(2) of
this rule) and write the word "transfer" on the face of the prescription;

(c) Record date of transfer on the face of the prescription.

A prescription copy may be transferred between two pharmacies if the two pharmacies
are accessing the same prescription records in a centralized database or pharmacy
computers linked in any other manner. The computerized systems must satisfy all
information requirements of paragraphs (A)(2) and (A)(4)(c) of this rule. This shall
include invalidation of the prescription record in the system to prevent further dis-
pensing at the original site and, if a controlled substance prescription, the eancething
CANCELING of the original written prescription as required in paragraphs (A)(4)(a) and
(A)(4)(b) of this rule. A system must be in place that will allow only authorized access to
these computerized prescription records by a pharmacist and indicate on the prescrip-
tion record when and by whom such access was made.

A prescription copy may be transferred between two pharmacists by the use of a fac-
simile machine. This facsimile may be considered to be a copy of a prescription if all
information requirements of paragraph (A) of this rule, including invalidation of the
original prescription or computer records, are met. A system must be in place that will
show on the facsimile positive identification of the transferring and receiving pharma-
cists which must become a part of the prescription record. Facsimile copies must be
recorded in writing pursuant to section 4729.37 of the Revised Code, or stored in such
a manner that will allow retention of the prescription record for three years from the
date of the last transaction.

Information on a prescription is the property of the patient and is intended to authorize
the dispensing of a specific amount of medication for use by the patient. Original
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(A)

copies of prescriptions shall be maintained by pharmacies for the purpose of document-
ing the dispensing of drugs to a particular patient.

(1) In the event that the pharmacy is not able to provide the medication when needed
by the patient pursuant to an authorized refill, the pharmacist shall, upon the
request of the patient, transfer the prescription information to the pharmacy
designated by the patient.

(2)  No pharmacy shall refuse to transfer information about a previously dispensed
prescription to another pharmacy when requested by the patient. Prescription
information shall be transferred in accordance with this rule as soon as possible
in order to assure that the patient’s drug therapy is not interrupted.

PRESCRIPTIONS ENTERED INTO A COMPUTER SYSTEM BUT NOT DISPENSED MAY BE
TRANSFERRED TO ANOTHER PHARMACY IF ALL OF THE FOLLOWING CONDITIONS ARE
MET:

(1) THE COMPLETE PRESCRIPTION INFORMATION HAS BEEN ENTERED INTO THE
COMPUTER SYSTEM;

(2)  THE INFORMATION IS DISPLAYED ON THE PATIENT’S PROFILE;

(3) THERE IS POSITIVE IDENTIFICATION, EITHER IN THE COMPUTER SYSTEM OR ON
THE HARD-COPY PRESCRIPTION, OF THE PHARMACIST WHO IS RESPONSIBLE FOR
ENTERING THE PRESCRIPTION INFORMATION INTO THE SYSTEM;

(4)  THE ORIGINAL PRESCRIPTION IS FILED IN ACCORDANCE WITH RULE 4729-5-09 OF
THE ADMINISTRATIVE CODE;

(5)  ALL REQUIREMENTS OF THIS RULE ARE MET FOR THE TRANSFER OF THE
PRESCRIPTION.

5-25 Dispensing of drugs and compounding of prescriptions.

Only a pharmacist or pharmacy intern under the personal supervision of a pharmacist is
permitted to engage in dispensing and compounding.

A person, not a pharmacist or intern under the personal supervision of a pharmacist,
may assist a pharmacist in the compounding of prescriptions and dispensing of drugs
in accordance with section 4729:02 4729.01 of the Revised Code and according to the
following requirements:

(1)  May not engage in any procedure requiring professional judgment. The phar-
macist is responsible for the drug dispensed.

(2)  The system of drug distribution must provide exact control and assign immediate
responsibility only to a pharmacist accountable at every point in the system
between receipt of the order for a drug and final delivery for administration or
use by the patient.

(3) May not engage in any procedure contrary to the intent of the statutes and rules
regulating the dispensing of drugs and compounding of prescriptions.

(4)  All such persons must not have any pending charges or prior convictions of any
state or federal pharmacy or drug laws, or be addicted to or abusing alcohol or
drugs, or impaired physically or mentally to such a degree as to render him/her
unfit.

No dangerous drug, as defined in diviston{B)of section 4729.62 4729.01 of the
Revised Code, shall be sold, offered for sale, or dispensed by means of any mechanical
device unless such device is approved by the STATE board of pharmacy.



4729-5-26 Partial dispensing of schedule Il controlled substances.

At the time of partial dispensing of a schedule Il controlled substance prescription for a
"terminally ill" patient or a patient residing in a "long term care facility", in accordance with
section 1306.13 of the Code of Federal Regulations, the following must be observed:

(A)

(D)

(3]

Prior to a partial dispensing of a schedule Il controlled substance, the pharmacist must
confirm that the patient is "terminally ill" or a patient residing in a "long term care
facility" and note this on the prescription.

The partial dispensing of a schedule Il prescription can only occur at the pharmacy
where the original prescription is on file.

At the time of partial dispensing of a schedule Il controlled substance, the following
must be noted on the back of the original prescription: the date dispensed, quantity
dispensed, remaining quantity authorized to be dispensed, prescription number of this
partial dispensing if different, and the manual initials of the dispensing pharmacist.

If an alternate recordkeeping system utilizing an automated data processing system is
used and the automated data processing system will not permit refills of schedule Il
controlled substances, a new prescription number for the partial dispensing must be
assigned.

(1) A notation must also be made in the database that identifies this new prescription
number as a partial dispensing and provides the serial number of the original
prescription.

(2) A prescription bearing the new serial number must be placed in the schedule Il
file. The prescription for each partial filling must also show the serial number of
the original prescription.

The total quantity of schedule Il controlled substances dispensed in all partial fillings
must not exceed the total quantity prescribed.

All partial dispensings of schedule Il controlled substances must occur within sixty days
from the date of issuance of the prescription by the practitioner PRESCRIBER.

4729-5-27 Recordkeeping.

The following recordkeeping requirements do not apply to drugs-dispensed-pursuantto
RECORDS RELATING TO THE PRACTICE OF PHARMACY FOR an inpatient presecription as defined
in rule 4729-17-01 of the Administrative Code.

(A)

THERE MUST BE POSITIVE IDENTIFICATION OF THE PHARMACIST OR PHARMACISTS
RESPONSIBLE FOR PERFORMING ALL ACTIVITIES RELATING TO THE PRACTICE OF
PHARMACY INCLUDING, BUT NOT LIMITED TO:

(1)  PRESCRIPTION INFORMATION ENTERED INTO THE RECORDKEEPING SYSTEM,;

(2)  PROSPECTIVE DRUG UTILIZATION REVIEW AS DEFINED IN RULE 4729-5-20 OF
THE ADMINISTRATIVE CODE;

(3)  DISPENSING;
(4)  PATIENT COUNSELING.

When a pharmacist dispenses a drug pursuant to an original prescription, he/she
must record the date of such dispensing and either manually record his/her name or
initials on the original prescription or, if approved by the STATE board OF PHARMACY,
enter his/her positive identification into the computerized recordkeeping system as
required in rule 4729-5-28 of the Administrative Code. If an alternate recordkeeping
system is being used pursuant to this rule, the record of dispensing the original pre-
scription must also be recorded in the ALTERNATE recordkeeping system.
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When a pharmacist dispenses a drug pursuant to an authorized refill of a prescription,
he/she must record the date of such dispensing and manually record his/her name or
initials on the original prescription or enter such information on an alternate record
meeting the requirements of this rule. If an alternate recordkeeping system is being
used pursuant to this rule, this alternate record must be used to record the dispens-
ing of all prescriptions.

THE QUANTITY DISPENSED SHALL BE CONSIDERED THE QUANTITY PRESCRIBED
UNLESS:

(1) IF THE QUANTITY DISPENSED ON A NEW PRESCRIPTION IS LESS THAN THE
QUANTITY PRESCRIBED, THE PHARMACIST SHALL NOTE THE QUANTITY
DISPENSED ON THE ORIGINAL PRESCRIPTION. IF THE QUANTITY DISPENSED ON
A NEW PRESCRIPTION IS GREATER THAN THE QUANTITY PRESCRIBED, THE
PHARMACIST SHALL ALSO RECORD ON THE ORIGINAL PRESCRIPTION THE DATE
AND TIME THAT THE PRESCRIBER WAS CONTACTED AND APPROVAL OBTAINED.

(2) IF THE QUANTITY DISPENSED ON A REFILL PRESCRIPTION IS LESS THAN THE
QUANTITY PRESCRIBED, THE PHARMACIST SHALL NOTE THE QUANTITY
DISPENSED ON THE ORIGINAL PRESCRIPTION OR ENTER THE QUANTITY
DISPENSED ON AN ALTERNATE RECORD MEETING THE REQUIREMENTS OF THIS
RULE. IF THE QUANTITY DISPENSED ON A REFILL PRESCRIPTION IS GREATER
THAN THE QUANTITY PRESCRIBED, THE PHARMACIST SHALL ALSO RECORD THE
DATE AND TIME THAT THE PRESCRIBER WAS CONTACTED AND APPROVAL
OBTAINED.

Where a prescription is written using a generic name, or where the pharmacist dis-
penses an equivalent drug product pursuant to the provisions of sections 4729.38
and 4729.381 of the Revised Code, the brand name or drug name and name of the
manufacturer or distributor of the drug or the national drug code (NDC) number of
the drug dispensed must be recorded on the record of dispensing by the pharmacist.

Records of dispensing drugs must provide accountability and ensure that patients do
not receive more drugs than intended by the prescriber. All recordkeeping systems
shall provide records which are readily retrievable and uniformly maintained for a
period of three years from the date of the last dispensing.

If an alternate recordkeeping system is being used pursuant to this rule, such record
shall include at a minimum the following data:

(1)  The serial number assigned to and recorded on the original prescription
preserved on file at the pharmacy in accordance with section 4729.37 of the
Revised Code.

(2) Name, strength, and dosage form of the drug dispensed.

(3) Date of dispensing (filling or refilling).

(4) Quantity dispensed. If the quantity dispensed is greater than that prescribed,
the pharmacist must record the date and time that he/she contacted the
prescriber and obtained approval.

All records ef-dispensing-drtigs RELATING TO THE PRACTICE OF PHARMACY shall be
readily available, and promptly produced, upon request for inspection by a STATE
board of pharmacy officer, agent, and/or inspector during regular business hours.

All prescriptions or other records of-dispensing RELATING TO THE PRACTICE OF
PHARMACY, which are required to be kept for three years according to section
4729.37 of the Revised Code, may be microfilmed or placed on electronic, magnetic



media. The microfilm or electronic, magnetic media used for this purpose must
comply with the "International Standards Organization" standards of quality approved
for permanent records. Such records are subject to all other paragraphs of this rule.

Any pharmacy intending to maintain records ef-dispensing RELATING TO THE
PRACTICE OF PHARMACY at a location other than the place licensed with the STATE
board of pharmacy must first send written notification to the STATE board OF
PHARMACY by certified mail, return receipt requested. If not contested within sixty
days of receipt by the STATE board OF PHARMACY office, such request will stand as
approved.

4729-5-28 Computerized recordkeeping systems.

If a computerized recordkeeping system is being used as an alternate recordkeeping system
pursuant to rule 4729-5-27 of the Administrative Code, the following requirements must be

met:

(A)

The system must be capable of providing immediate retrieval (via CRT display and
hard-copy printout or other mutually agreeable transfer medium) of patient profile
information for all prescriptions filled within the previous twelve months and retrieval
within three working days, excluding weekends and holidays, of all prescriptions
dispensed within the previous thirty-six months. This information shall include at
least, but is not limited to, the following data:

(1)  The original prescription number;

(2) Date of issuance of the original prescription order by the practitioner
PRESCRIBER;

(3) Date of dispensing by the pharmacist;

4) Full name and address of the patient;

(5)  Full name and address of the practitioner PRESCRIBER;

(6) Directions for use;

(7) The name, strength, dosage form, and quantity of the drug prescribed;

(8) The quantity dispensed if different from the quantity prescribed;

(9)  Positive identification of the PHARMACIST RESPONSIBLE FOR PRESCRIPTION
INFORMATION ENTERED INTO THE COMPUTER SYSTEM, THE PHARMACIST
RESPONSIBLE FOR PROSPECTIVE DRUG UTILIZATION REVIEW AS DEFINED IN RULE
4729-5-20 OF THE ADMINISTRATIVE CODE, AND THE PHARMACIST RESPONSIBLE
FOR dispensing pharmacist, IF A BOARD APPROVED SYSTEM,;

(10) The total number of refills authorized by the prescriber;

(11) The refill history of the prescription as defined in paragraph (B) of this rule.

The refill history of the prescription must include, but is not limited to:

(1)  The prescription number;

(2) The name AND STRENGTH of the drug dispensed;

(3)  The date of refill;

(4) The quantity dispensed;

(5)  The name-orinitiats POSITIVE IDENTIFICATION of the PHARMACIST RESPONSIBLE
FOR PROSPECTIVE DRUG UTILIZATION REVIEW AS DEFINED IN RULE 4729-5-20
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(6)

OF THE ADMINISTRATIVE CODE AND THE PHARMACIST RESPONSIBLE FOR
dispensing pharmaecist for each refill, IF A BOARD APPROVED SYSTEM,;

The total number of refills dispensed to date for that prescription order.

Documentation of the fact that the prescription refill information entered into the
automated data processing system is correct must be provided by each individual
pharmacist who makes use of such system by one of the following methods:

)

Positive identification, as defined in rule 4729-5-01 of the Administrative Code,
of the pharmacist responsible for each data entry. If this method is used, the
automated data processing system must have a daily backup;

A hard-copy printout of each day's prescription refill data that shall include, at a
minimum, the following data:

@) Date of dispensing;

(b)  Prescription number;

() Patient name;

d) Name, strength (if applicable), and quantity of drug;
(e) Identification of pharmacy and pharmacist;

) Identification of controlled substances.

This printout must be verified, dated, and signed by each individual pharmacist
who dispensed a prescription that day. The pharmacist must verify that the
data on the printout is complete and correct and sign a statement to that effect
on the document as he/she would sign a check or legal document (e.g., J. H.
Smith or Jane H. Smith). These documents must be maintained in chronological
order in a separate file at the licensed location where the drug was dispensed
for a period of three years from the date of dispensing. If the printout is pre-
pared at a location other than that where the drug was dispensed, the printout
must be provided to the licensed location within three working days, excluding
holidays and weekends, of the date on which the drugs were dispensed. Such
printouts must be verified and signed by each pharmacist who dispensed drugs
within twenty-four hours of the date the printout is received;

A tamper-evident log book in which shall be entered, at a minimum, the date of
dispensing and prescription number. The dispensing pharmacist must manu-
ally record his/her name or initials on each log book entry at the time of dis-
pensing each refill; or

Each individual pharmacist involved in dispensing drugs must enter into a
tamper-evident log book, at a minimum, the following data for each prescrip-
tion refilled:

(a) Date of dispensing;

(b) Prescription number;

(c) Patient name;

(d) Name, strength (if applicable), and quantity of drug;

(e) Identification of pharmaey-and THE pharmacist;

) Identification of controlled substances.
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Each individual pharmacist involved in dispensing drugs must review this
information at the end of each day and then must sign a statement in the log
book attesting to the fact that the prescription information entered into the
computer that day and recorded in the log book has been reviewed by him/her
and is correct as shown.

Any such computerized recordkeeping system must have the capability of producing
a printout of any prescription data which the user pharmacy is responsible for
maintaining pursuant to federal and state laws and their implementing regulations
and rules within three working days of a request being submitted by an individual
authorized by law to access such records.

PRESCRIPTIONS ENTERED INTO A COMPUTER SYSTEM BUT NOT DISPENSED MUST MEET
ALL OF THE FOLLOWING CONDITIONS:

(1)  THE COMPLETE PRESCRIPTION INFORMATION MUST BE ENTERED IN THE
COMPUTER SYSTEM,;

(2) THE INFORMATION MUST APPEAR IN THE PATIENT’S PROFILE;

(3)  THERE IS POSITIVE IDENTIFICATION, IN THE COMPUTER SYSTEM OR ON THE
HARD-COPY PRESCRIPTION, OF THE PHARMACIST WHO IS RESPONSIBLE FOR
ENTERING THE PRESCRIPTION INFORMATION INTO THE SYSTEM; AND

(4)  THE ORIGINAL PRESCRIPTION IS FILED ACCORDING TO RULE 4729-5-09 OF THE
ADMINISTRATIVE CODE.

In the event that the computerized recordkeeping system experiences down-time, a
record of all refills dispensed during such time must be recorded on the back of the
original prescription. The refill information must be entered into the computerized
recordkeeping system as soon as it is available for use. During the time the com-
puterized recordkeeping system is not available, prescriptions may be refilled only if,
in the professional judgment of the pharmacist, the number of refills authorized by
the prescriber has not been exceeded.

A pharmacy purging a computerized recordkeeping system of prescription records
must develop a method of recordkeeping capable of providing retrieval (via CRT
display, hard-copy printout, or other mutually agreeable transfer medium) within
three working days, excluding holidays and weekends, of prescription order infor-
mation for all prescriptions filled or refilled within the previous three years. This
information shall include, at a minimum, the following data:

(1) Pharmacy name and address;

(2)  Original prescription number;

3) Date of issuance of the original prescription order by the practitioner
PRESCRIBER;

(4) Date of original dispensing by the pharmacist;

(5) Full name and address of the patient;

(6) Full name and address of the practitionrer PRESCRIBER;

(7)  Directions for use;

(8) Name, strength, dosage form, and quantity of the drug prescribed;

(9) Quantity dispensed if different from the quantity prescribed;

(10) Total number of refills authorized by the prescribingpractitioner PRESCRIBER;

(11) Total number of refills dispensed to date for that prescription order;



&) H)

4729-

A)

®)

©

(D)

(E)

F)

@)

(12) Date of each refill;
(13) Name or initials of the dispensing pharmacist.

Such data must be accessible by patient profile, alphabetically, or serially by
prescription number.

A log must be maintained of all changes made to a prescription record after the
prescription has been dispensed. Such log may be accessible to the pharmacist for
review, but shall be protected from being altered in any way. The log must contain at
least, but is not limited to, the following:

(1) Date and time of change;

2) Changes made;

(3) Pharmacist making the change.

5-30 Manner of issuance of prescription.

A prescription, to be effective, must be issued for a legitimate medical purpose by an
individual prescriber acting in the usual course of his/her professional practice. The
responsibility for the proper prescribing is upon the prescriber, but a corresponding
responsibility rests with the pharmacist who dispenses the prescription. An order
purporting to be a prescription issued not in the usual course of professional treatment
or in legitimate and authorized research is not a prescription and the person knowingly
dispensing such a purported prescription, as well as the person issuing it, shall be
subject to the penalties provided for violations of the provisions of law.

All prescriptions shall be dated as of and signed on the day when issued, and shall bear
the full name and address of the patient.

All written prescriptions issued by a prescriber shall bear the full name and address of
the prescriber and shall be manually signed by the prescriber in the same manner as
he/she would sign a check or legal document.

An original signed prescription (for other than a schedule Il controlled substance except
as noted in paragraph (N) of this rule and rules 4729-17-09 and 4729-19-02 of the
Administrative Code) may be transmitted as an "other means of communication" to a
pharmacist by the use of a facsimile machine only by a prescriber or the prescriber's
agent. Such a facsimile shall only be valid as a prescription if a system is in place that
will allow the pharmacist to maintain the facsimile as a part of the prescription record
including the positive identification of the prescriber and his/her agent as well as
positive identification of the origin of the facsimile. The pharmacist must record the
prescription in writing pursuant to section 4729.37 of the Revised Code or store the
facsimile copy in such a manner that will allow retention of the prescription record for
three years from the date of the last transaction. The original signed prescription from
which the facsimile is produced shall not be issued to the patient. The original signed
prescription must remain with the patient’s records at the prescriber’s office or the
institutional facility where it was issued. A facsimile of a prescription received by a
pharmacist in any manner other than transmission directly from the prescriber or the
prescriber’s agent shall not be considered a valid prescription, except as a copy of a
prescription pursuant to rule 4729-5-24 of the Administrative Code.

All prescriptions shall specify the number of times or the period of time for which the
prescription may be refilled. A prescription marked "Refill P.R.N." or some similar
designation is not considered a valid refill authorization.

Prescriptions for dangerous drugs may not be dispensed for the first time beyond six
months from the date of issuance by a prescriber.

Prescriptions for dangerous drugs and controlled substances in schedule V may not be
authorized for refill beyond one year from the date of issuance. Prescriptions for con-
trolled substances in schedules Ill and IV shall be authorized for refill only as permitted
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by section 3719.05 of the Revised Code. Prescriptions for controlled substances in
schedule Il may not be refilled.

A prescription may be refilled only as expressly authorized by the prescriber, either in
writing or orally. If no such authorization is given, the prescription may not be refilled
EXCEPT IN ACCORDANCE WITH SECTION 4729.281 OF THE REVISED CODE.

The drug(s) in a compounded prescription or drug product shall be identified by the
product trade name or generic hame.

No prescription shall be coded in such a manner that it cannot be dispensed by any
pharmacy of the patient's choice. A "coded prescription" is one which bears letters,
numbers, words or symbols, or any other device used in lieu of the name, quantity,
strength and directions for its use, other than those normal letters, numbers, words,
symbols, or other media recognized by the profession of pharmacy as a means of
conveying information by prescription. No symbol, word, or any other device shall be
used in lieu of the name of said preparation.

The agent of a prescriber who transfers a facsimile of an original prescription or trans-
mits an oral prescription or authorization of a refill for a dangerous drug must identify
themselves by full name and the pharmacist shall make a record of the prescriber's
agent on the original prescription and, if used, on the alternate system of recordkeep-
ing. A PHARMACIST WHO MODIFIES A PATIENT'S DRUG THERAPY, PURSUANT TO A
CONSULT AGREEMENT, MUST PERSONALLY TRANSMIT THE FACSIMILE OR ORAL ORDER
TO ANOTHER PHARMACIST, IF THE DRUG IS NOT DISPENSED BY THE PHARMACIST WHO
MODIFIED THE DRUG ORDER.

When forms are used that create multiple copies of a prescription issued to a patient by
a prescriber, the original prescription which also bears the actual signature of the pre-
scriber must be issued to the patient for dispensing by a pharmacist.

A pharmacist may accept, without further verification of the prescriber’s identity
required, a prescription that has been transmitted by means of a board approved
automated paperless system. The system shall require positive identification of the
prescriber as defined in rule 4729-5-01 of the Administrative Code as well as the full
name of any authorized agent of the prescriber who transmits the prescription.

A schedule Il controlled substance prescription for a narcotic substance issued for a

patient enrolled in a hospice may be transmitted by the prescriber or the prescriber's
agent to the pharmacy by facsimile. The original prescription must indicate that the

patient is a hospice patient. The facsimile transmission must meet all of the require-
ments in paragraph (D) of this rule for such a prescription.

WHEN A PHARMACIST, ACTING AS AN AGENT OF THE PHYSICIAN, MODIFIES A PATIENT’S
DRUG THERAPY PURSUANT TO A CONSULT AGREEMENT, THE PHARMACIST MUST
COMPLY WITH THIS RULE IN THE SAME MANNER AS A PRESCRIBER AND INCLUDE THE
NAME OF THE PHYSICIAN WHO ORIGINALLY PRESCRIBED THE DRUG AND SIGN THE
PHARMACIST'S FULL NAME.

5-31 Ciriteria for licensure by examination.

Pursuant to section 4729.07 of the Revised Code:

(1) The examination shall consist of the “North American Pharmacist Licensure
Examination (NAPLEX)” and a jurisprudence examination compiled by the STATE
board OF PHARMACY or the “National Association of Boards of Pharmacy.”

(2)  The minimum passing grade for the NAPLEX is seventy-five. Any candidate failing
to attain a grade of seventy-five on the NAPLEX examination will be required to
repeat the NAPLEX examination AND REMIT THE FEE ESTABLISHED BY THE STATE
BOARD OF PHARMACY FOR RE-EXAMINATION.

(3) The minimum passing grade for the jurisprudence examination is seventy-five.
Any candidate who fails to receive a grade of seventy-five on the jurisprudence



examination will be required to repeat the jurisprudence examination AND REMIT
THE FEE ESTABLISHED BY THE STATE BOARD OF PHARMACY FOR
RE-EXAMINATION.

(B) Pursuant to section 4729.13 of the Revised Code:

(1)  The examination shall consist of the "North American Pharmacist Licensure
Examination (NAPLEX)" and a jurisprudence examination compiled by the STATE
board OF PHARMACY or the "National Association of Boards of Pharmacy."

(2)  The minimum passing grades for renewal of the pharmacist's identification card
is a seventy-five on each exam.

(@  Any candidate for renewal of an identification card who fails to receive a
grade of seventy-five on the jurisprudence examination shall make appli-
cation and remit the fee established by the STATE board OF PHARMACY for
re-examination.

(b)  Any candidate for renewal of an identification card who fails to receive a
grade of seventy-five on the NAPLEX examination shall make application
and remit the fee established by the STATE board OF PHARMACY for
re-examination.

(C)  Pursuant to section 4729.08 of the Revised Code:

Applicants for examination and registration as a pharmacist who are graduates of
schools or colleges of pharmacy located outside the United States and who are using an
approved examination to establish equivalency of their education shall:

(1)  Obtain a grade no lower than seventy-five on the "Foreign Pharmacy Graduate
Equivalency Examination (FPGEE)"; and

(2)  Show oral proficiency in English by successful completion of the "Test of Spoken
English (TSE)" or its equivalent, pursuant to rule 4729-5-34 of the Administrative
Code.

4729-7-01 Definitions.
As used in Chapter 4729-7 of the Administrative Code:

(A) "Continuing pharmacy education", as required in section 4729.12 of the Revised Code,
is defined as post-registration pharmacy education of approved quality undertaken to
maintain professional competency to practice pharmacy, improve professional skills,
and preserve uniform qualifications for continuing the practice of the profession for the
purpose of protecting public health and welfare.

(B)  "Continuing education unit (C.E.U.)" is defined as ten contact hours of participation in
an organized continuing PHARMACY education experience; tunderresponsibte

sponsorship,capabte-directionand-uatified-instruction PRESENTED BY AN APPROVED
PROVIDER.

(C) "Approved continuing education” is defined as participation in an organized and
structured continuing pharmacy education experience; which HAS BEEN PRESENTED BY
AN APPROVED PROVIDER OR THE STATE BOARD OF PHARMACY AND WHICH presents
information dlrectly related to the emﬁfempefafy—efmﬁevatwe practlce of pharmacy and
0 hebo macy IN THE AREA OF
PATIENT CARE PHARMACYJURISPRUDENCE OR PHARMACY MANAGEMENT

(D) "Approved provider" is defined as an individual, institution, organization, association,
corporation, or agency that has been approved by the STATE board of pharmacy and/or
the "American Council on Pharmaceutical Education" (A.C.P.E.);inaccordance-with-its



"Evidence of approved €EY-'s C.E.U.S" means IS DEFINED AS a certificate or other
document certifying that the pharmacist has satisfactorily participated in an organized
and structured continuing pharmacy education experience which was presented by an
approved provider.

“PATIENT CARE” RELATED CONTINUING EDUCATION SHALL INCLUDE CONTINUING
PHARMACY EDUCATION EXPERIENCES DEALING WITH THE PROPERTIES AND ACTIONS OF
DRUGS AND DOSAGE FORMS; THE ETIOLOGY, CHARACTERISTICS, THERAPEUTICS AND
PREVENTION OF DISEASE STATES; AND THE MONITORING AND MANAGEMENT OF
PATIENTS BY THE PHARMACIST.

“PHARMACY JURISPRUDENCE” RELATED CONTINUING EDUCATION SHALL INCLUDE QHIO
STATE BOARD OF PHARMACY APPROVED CONTINUING PHARMACY EDUCATION
EXPERIENCES THAT DEAL WITH CURRENT LAWS, RULES, AND REGULATIONS DEALING
WITH THE PRACTICE OF PHARMACY AND THE RECENT CHANGES THAT HAVE OCCURRED
TO THOSE LAWS, RULES, AND REGULATIONS.

“PHARMACY MANAGEMENT” RELATED CONTINUING EDUCATION SHALL INCLUDE
CONTINUING PHARMACY EDUCATION EXPERIENCES THAT DEAL WITH PROFESSIONAL
PRACTICE MANAGEMENT OR THE BEHAVIORAL, SOCIAL, OR ECONOMIC ASPECTS OF
HEALTH CARE.

4729-7-03 Evidence of continuing pharmacy education experiences.

(A)

Registered pharmacists shall keep all certificates and other documented evidence of
participation which have been issued for approved €£U-'s C.E.U.S for which the
pharmacist has claimed continuing education units towards renewal of his/her Ohio
registered pharmacist identification card for a period of one year following the year in
which evidence was required for renewal.

The original certificates or documents shall be submitted to the STATE board OF
PHARMACY only when requested by the board.

The board will monitor compliance by auditing a random sample of registrants each
reporting period.

4729-7-06 Criteria for in-state approved providers of continuing pharmacy education.

In-state providers who desire to become approved by the STATE board OF PHARMACY must
demonstrate ability and willingness to offer quality continuing pharmacy education in a
responsible manner and shall submit evidence of this on applications supplied by the board.
The minimal criteria include:

(A)

There shall be a responsible person charged with the administration of the continuing
pharmacy education program and liaison with the board. UNLESS OTHERWISE
APPROVED BY THE BOARD, THE RESPONSIBLE PERSON SHALL BE A PHARMACIST
LICENSED TO PRACTICE PHARMACY IN OHIO.
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(A)

Providers shall award continuing pharmacy education credit to successful participants
in terms of C.E.U.s.

Providers shall send a list of successful participants and their Ohio registration num-
bers to the board within thirty days of the experience; or maintain such records for a

five-year period to be made available to the board on request.

Providers shall award a certificate to each successful participant containing at least
the following information:

(1)  The name of the provider;

(2) The completion date of the experience;

(3) The name of the participant;

(4)  The title of the experience;

(5) The number of C.E.U.s the experience has been assigned;

(6) The boardofpharmacy experience identification number ACCORDING TO THE
NUMBERING SYSTEM DESIGNATED BY THE BOARD; and

(7)  The signature POSITIVE IDENTIFICATION of the responsible person.

Providers shall develop and employ evaluation techniques that will assess the effec-
tiveness of the continuing pharmacy education experiences and-thetevet-of-fulfitment

of thestated-objectives with the goal of continual improvement.

Providers should utilize an evaluation mechanism for the purpose of allowing each
participant to assess his/her THE achievement of personal objectives.

Providers shall send notification to the board before or within ten days after a pro-
gram has been presented.

7-08 ALTERNATIVE METHODS OF PROVING CONTINUING COMPETENCY.

AS AN ALTERNATIVE TO PROVIDING EVIDENCE OF ALL OF THE REQUIRED C.E.U.S OF
APPROVED CONTINUING EDUCATION AS REQUIRED BY RULE 4729-7-02 OF THE ADMINI-
STRATIVE CODE EXCEPT FOR THE 0.3 C.E.U.S OF OHIO STATE BOARD OF PHARMACY
APPROVED JURISPRUDENCE, A PHARMACIST MAY SATISFY THE CONTINUING PHARMACY
EDUCATION REQUIREMENTS BY PROVIDING EVIDENCE AT THE TIME OF RENEWAL THAT
HE/SHE HAS MET THE REQUIREMENTS OF AND IS CURRENTLY CERTIFIED BY A BOARD
APPROVED PHARMACY PRACTICE SPECIFIC SPECIALTY CERTIFICATION PROGRAM. AT A
MINIMUM, SUCH PHARMACY PRACTICE SPECIFIC SPECIALTY CERTIFICATION PROGRAMS
SHALL CONSIST OF:

(1)  PERIODIC RECERTIFICATION EXAMINATIONS;



(2) DOCUMENTATION BY THE CERTIFICATION PROGRAM THAT THE PHARMACIST IS
CURRENTLY CERTIFIED BY THE PROGRAM;

(3) OTHER REQUIREMENTS AS DETERMINED BY THE BOARD.

PHARMACISTS WHO CHOOSE TO MEET THEIR CONTINUING PHARMACY EDUCATION
REQUIREMENTS IN THE MANNER DESCRIBED IN PARAGRAPH (A) OF THIS RULE ARE STILL
REQUIRED TO PROVIDE EVIDENCE OF HAVING COMPLETED AT LEAST 0.3 C.E.U.S OF
OHIO STATE BOARD OF PHARMACY APPROVED PHARMACY JURISPRUDENCE RELATED
CONTINUING EDUCATION.

4729-9-01 Definitions.

(A)

"Dangerous drug," as defined in diviston{(B)+rof section 4729:62 4729.01 of the
Revised Code, means any drug or drug product whose commercial package bears a
label containing THE SYMBOL "RX ONLY", 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.

A dangerous drug is adulterated if beyond the expiration date as stated by the
manufacturer, packer, or distributor in its labeling or if it is not stored or dispensed
according to the requirement of the federal act as indicated in the product labeling.

"Psychiatric outpatient facility"” means a facility where psychiatric evaluation and
treatment is provided on an outpatient basis.

“Registered™and"ticensed";as AS used in Chapters 3719. and 4729. of the Revised
Code, have-thesame meaning— Registered" "REGISTERED" and "licensed" mean that an
individual or facility has met the initial qualifications for registration and licensure with
the STATE board of pharmacy and, if they are still actively practicing pharmacy or
distributing drugs, have complied with annual renewal procedures, including payment
of applicable fees.

"Revoke", as used in Chapters 3719. and 4729. of the Revised Code, means to take
action against a license which renders such license void and such license may not be
reissued. "Revoke" is an action which is permanent against the license and licensee.

"Suspend”, as used in Chapters 3719. and 4729. of the Revised Code, means to take
action against a license which renders such license without force and effect for a period
of time as determined by the STATE board of pharmacy. The board may require that an
individual whose license has been suspended may not be employed by or work in a
facility licensed by the STATE board of pharmacy to possess or distribute dangerous
drugs during such period of suspension.

"Place on probation", as used in Chapter 4729. of the Revised Code, means to take
action against a license which suspends the sanctions imposed by the STATE board of
pharmacy during a period of good behavior for a period of time and under such
conditions as determined by the STATE board of pharmacy.

"Refuse to grant or renew", as used in Chapter 4729. of the Revised Code, means to
deny original or continued licensure for a period of at least twelve months. After twelve
months or such period of time as the individual board order may require, a pharmacist,
a pharmacy intern, a terminal distributor of dangerous drugs, a wholesale distributor of
dangerous drugs, a wholesaler of controlled substances, a manufacturer of controlled
substances, or an individual or facility who desires to attain such status by licensure,
and whose license the STATE board of pharmacy has refused to grant or renew, may
make application to the board for issuance of a new license. A pharmacist, or an
individual who desires to attain such status by licensure, whose license the STATE board
of pharmacy has refused to grant or renew must meet any requirements established by
the board or must pass any examination required by the board.

"Campus", as used to describe a type of terminal distributor of dangerous drugs license
issued pursuant to division (E) of section 4729.51 of the Revised Code, means an estab-
lishment or place consisting of multiple buildings where dangerous drugs are stored



that are located on a contiguous plot of land. All such buildings and stocks of danger-
ous drugs shall be under common ownership and control.

"Certified diabetes educator”, as used in Chapters 3719. and 4729. of the Revised Code,
means a person who has been certified to conduct diabetes education by the "National
Certification Board for Diabetes Educators (NCBDE)".

4729-9-02 Minimum standards for a pharmacy.

(A)

(D)

(E)

Library

(1)  Current federal and state laws, regulations, and rules governing the legal
distribution of drugs in Ohio;

(2)  The pharmacy shall carry and utilize the references necessary to conduct a
pharmacy in a manner that is in the best interest of the patients served and to
comply with all state and federal laws; and

(3) Telephone number of thenearest A poison control center.
Equipment

The pharmacy shall carry and utilize the equipment necessary to conduct a pharmacy in
a manner that is in the best interest of the patients served and to comply with all state
and federal laws.

Stock of drugs

The stock of drugs shall include such chemicals, drugs, and preparations sufficient to
compound and prepare all types of prescriptions offered by the pharmacy.

Prescription containers

The stock of prescription containers shall include such containers as are necessary to
dispense drugs in accordance with federal and state laws, including the provisions of
the federal Poison Prevention Act of 1970 and compendial standards, or as recom-
mended by the manufacturer or distributor for non-compendial drug products.

Space and fixtures

(1)  The stock, library, and equipment shall be housed in a suitable, well-lighted and
well-ventilated room or department with clean and sanitary surroundings pri-
marily used for the compounding and preparing of prescriptions and for the
manufacture of pharmaceutical preparations.

(2)  All areas where drugs and devices are stored shall be dry, well-lighted,
well-ventilated, and maintained in a clean and orderly condition. Storage areas
shall be maintained at temperatures which will ensure the integrity of the drugs
prior to their dispensing as stipulated by the USP/NF and/or the manufacturer's or
distributor's labeling unless otherwise indicated by the board.

(3)  All storage areas shall provide adequate physical security for all dangerous drugs
in accordance with rules 4729-9-05 and 4729-9-11 of the Administrative Code.

Additional minimum standards are required for specialized pharmacy practices pur-
suant to rutes4729-+7-68 CHAPTERS 4729-15, 4729-17, and 4729-19-64 4729-19 of
the Administrative Code.

4729-9-03 Minimum standards for a first-aid department.

(A)

A first-aid department is any entity which stocks, administers, and/or uses dangerous
drugs in conjunction with the treatment of medical emergencies, except that this
does not include the offices of a practitioner PRESCRIBER as defined in division(H)yof
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section 4729:62 4729.01 of the Revised Code or an entity licensed in any other
manner as a terminal distributor of dangerous drugs pursuant to section 4729.54 of
the Revised Code.

Each first-aid department which stocks, administers, and/or provides dangerous
drugs must obtain a limited category I, Il, or Ill terminal distributor of dangerous
drugs license pursuant to section 4729.54 of the Revised Code. The license and the
addendum shall be posted-where-the-drugs-are keptand-avaitabte MAINTAINED IN A
READILY AVAILABLE PLACE IN THE PRINCIPAL LOCATION OF SUCH BUSINESS for
inspection by a STATE board of pharmacy designated agent. The application and
license shall be signed by a person licensed pursuant to Chapter 4731. of the Revised
Code to practice medicine er AND surgery or osteopathic medicine and surgery. This
person shall maintain supervision and control over the possession and custody of the
dangerous drugs and is responsible for their legal use and distribution in accordance
with state and federal laws and rules.

When one first-aid department purchases dangerous drugs for first-aid departments
in other locations and redistributes them, this supplying first-aid department must
also be registered as a wholesale distributor of dangerous drugs.

All purchase, sale, and distribution records for dangerous drugs and inventory for
controlled substances shall be kept for at least three years and shall be available for
inspection during regular business hours by a STATE board of pharmacy designated
agent. The first-aid department must be able to account for the acquisition,
administration, and distribution of all dangerous drugs.

All purchase orders or requisitions for dangerous drugs must be signed by the
responsible person who signed the dangerous drug license pursuant to paragraph (B)
of this rule and who is in charge of the first-aid department.

Dangerous drugs which are not controlled substances shall be administered only by
certified/licensed health care personnel who are functioning within the scope of their
practice in accordance with written standing orders or protocol filed with the state
board of pharmacy pursuant to section 4729.54 of the Revised Code. Controlled
substances may be administered only after personally contacting a practitioner
PRESCRIBER and obtaining an oral order. No dangerous drugs are to be administered
except pursuant to the written standing orders or protocol or where a written or oral
order is issued by such practitioner PRESCRIBER FOR THE PARTICULAR PATIENT. Oral

orders shaII be |mmed|ately recorded |n wnnng—kept—eﬁ—fr}efat—ﬂare—frrst-ard—depart-

INCLUDING the

name and strength of drug dosage form quantlty used name of patient, name of
prescriber, name of person receiving order, name of person administering drug, time
of administration, and the date. Fhe THIS RECORD SHALL BE KEPT ON FILE AT THE
FIRST-AID DEPARTMENT AND BE CO-SIGNED BY THE prescriber shalt-sigh-and-attestto

the-correctness-of-the-oralorderplaced-onthetrecord-within thirty days.

All dangerous drugs are to be kept in a safe and secure place, such as an enclosure or
cabinet, which is to be kept locked.

The responsible practitiorrer PRESCRIBER shall visit the first-aid department at least
once each month and shall review the records, accountability procedures, controls,
and security.

4729-9-04 Returned drugs.

(A)

No drug er-drugproduct,;-which THAT has been sotld-atretait DISPENSED PURSUANT TO

A PRESCRIPTION and has left the physical premises of the terminal distributor of
dangerous drugs; shall be dispensed again except:



(1) drugs DRUGS dispensed for inpatients pursuant to paragraph (C) of rule 4729-17-
01 of the Administrative Code, or

(2) non-controted NON-CONTROLLED drugs dispensed BY A GOVERNMENT ENTITY
and delivered for outpatients to a psychiatric outpatient facility licensed with the

STATE board of pharmacy and provided by-agovernment-entity that:

(@  THE DRUGS are packaged in unopened, single-dose or tamper-evident
containers and

(b) whereby the-drughas THE DRUGS HAVE not been in the possession of the
ultimate user.

Drugs that have NOT been dispensed or possessed noet in accordance with this rule are
considered to be adulterated.

4729-9-05 Security requirements.

(A)

All registrants shall provide effective and approved controls and procedures to guatd
against DETER AND DETECT theft and diversion of dangerous drugs. In order to
determine whether a registrant has provided effective and approved controls against
diversion, the STATE board of pharmacy shall use the security requirements set forth in
rule 4729-9-11 of the Administrative Code as standards for the physicat security con-
trols and operating procedures necessary to prevent DETER AND DETECT diversion.

Substantial compliance with the standards set forth in rule 4729-9-11 of the Administra-
tive Code may be deemed sufficient by the STATE board of pharmacy after evaluation of
the overall security system and needs of the applicant or registrant. In evaluating the
overall security system of a registrant or applicant, the STATE board of pharmacy may
consider any of the following factors, as they deem relevant, for strict compliance with
security requirements:

(1)  The type of activity conducted;

(2)  Type and form of dangerous drugs handled;

(3)  Quantity of dangerous drtg DRUGS handled;

(4) Location of the premises and the relationship such location bears on security
needs;

(5)  Type of building construction comprising the facility and the general
characteristics of the building or buildings;

(6) Type of vaults, safes, and secure enclosures or other storage system
(e.g.-automatic storage and retrieval system) used;

(7)  Type of closures on vaults, safes, and secure enclosures;
(8) Adequacy of key control systems and/or combination lock control systems;

(9) Adequacy of electric detection and alarm systemes, if any, including use of
supervised transmittal lines and standby power sources;

(10) Extent of unsupervised public access to the facility, including the presence and
characteristics of perimeter fencing, if any;

(11) Adequacy of supervision over employees having access to manufacturing-and
storage areas CONTAINING DANGEROUS DRUGS;

(12) Procedures for handling business guests, visitors, maintenance personnel, and
non-employee service personnel;



(13) Availability of local police protection or of the registrant's or applicant's security
personnel, and;

(14) Adequacy of the registrant's or applicant's system for monitoring the receipt,
manufacture, distribution, and disposition of dangerous drugs in its operation.

When physical security controls become inadequate as a result of a significant increase
in the quantity of dangerous drugs in the possession of the registrant during normal
business operation, the physical security controls shall be expanded and extended
accordingly.

Any registrant or applicant desiring to determine whether a proposed security system
substantially complies with, or is the structural equivalent of, the requirements set forth
inrule 4729-9-11 of the Administrative Code may submit any plans, blueprints,
sketches, or other materials regarding the proposed security system to the STATE board
of pharmacy.

The state board of pharmacy shall be notified of any new facilities, work or storage
areas to be constructed or utilized for dangerous drugs or of any changes in operation
of the registrant before being used or implemented.

4729-9-06 Disposal of dangerous drugs which are controlled substances.

(A)

Any person legally authorized under Chapters 3719. and 4729. of the Revised Code to
possess dangerous drugs which are controlled substances may dispose of such drugs
by the following procedure:

(1)  If the person is a registrant or practitioner PRESCRIBER required to keep records
pursuant to Chapters 3719. and 4729. of the Revised Code, the responsible
pharmacist or practitionrer PRESCRIBER shall send the state board of pharmacy a
list of the dangerous drugs which are controlled substances containing the name
and quantity to be disposed of.

2) If the person is not a registrant or practitioner PRESCRIBER, he shall submit to the
STATE board of pharmacy a letter stating:

(@  The name and address of the person possessing the dangerous drugs
which are controlled substances to be disposed of;

(b)  The name and quantity of each controlled substance;
(c) How the applicant obtained the controlled substances; and

(d) The name, address, and registration number of the person who possessed
the controlled substances prior to the applicant, if known.

The executive director shall authorize and instruct the applicant to dispose of the
dangerous drugs which are controlled substances in one of the following manners:

(1) By transfer to persons registered under Chapters 3719. and 4729. of the Revised
Code, and authorized to possess the controlled substances;

(2) By destruction in the presence of a STATE board of pharmacy officer, agent, or
inspector or other authorized person; or

(3) By such other means as the STATE board of pharmacy may determine to assure
that the controlled substances do not become available to unauthorized persons.

In the event that a registrant is required regularly to dispose of dangerous drugs which
are controlled substances, the executive director may authorize the registrant to
dispose of such controlled substances, in accordance with paragraph (B)(1) of this rule,
without prior approval of the STATE board of pharmacy in each instance on the condi-
tion that the registrant keep records of such disposals and file periodic reports with the
STATE board of pharmacy summarizing the disposals made by the registrant. In grant-



ing such authority, the executive director may place conditions on the disposal of
dangerous drugs which are controlled substances; including, but not limited to, the
method of disposal and the frequency and detail of reports.

4729-9-09 Security of prescription blanks and D.E.A. controlled substance order forms.

For the purpose of aiding compliance with section 2925.23 of the Revised Code, a practitioner
PRESCRIBER, responsible pharmacist, or responsible person shall provide security and control
for their prescription blanks and D.E.A. controlled substance order forms by limiting their
availability only to authorized persons.

4729-9-10 Occasional sale.

The term "occasional sale" as used in section 4729.51 of the Revised Code means a wholesale
sale of a drug by a pharmacist who is a terminal distributor of dangerous drugs or is
employed by a terminal distributor of dangerous drugs and the buyer shall be a wholesale
distributor of dangerous drugs, a terminal distributor of dangerous drugs, or a practitioner
PRESCRIBER as defined in section 4729.01 of the Revised Code.

The total value of all dangerous drugs distributed by the terminal distributor of dangerous
drugs pursuant to this rule shall not exceed five per cent of the total value of dangerous
drugs purchased by the terminal distributor of dangerous drugs during the same calendar
year. In addition, the total amount of controlled substances sold pursuant to this rule shall
not exceed the allowable amount as specified in section 1307.11 of the Code of Federal
Regulations.

The value of the dangerous drugs shall be based on the cost of the dangerous drugs to the
terminal distributor of dangerous drugs.

4729-9-11 Security and control of dangerous drugs.

A pharmacist, practitioner PRESCRIBER, or responsible person pursuant to paragraph (C) of rule
4729-13-01 or paragraph (C) of rule 4729-14-01 of the Administrative Code, who has signed as
being responsible for a terminal distributor of dangerous drugs license, shall provide "super-
vision and control" of dangerous drugs as required in division (B) of section 4729.55 of the
Revised Code, and "adequate safeguards” to assure that dangerous drugs are being distributed
in accordance with all state and federal laws as required in section 4729.55 of the Revised Code,
by the following procedures:

(A) Ina pharmacy.

(1)  Personal supervision by a pharmacist of the dangerous drugs at all times to prevent
DETER AND DETECT theft or diversion; except,

(2)  Whenever personal supervision of the dangerous drugs is not provided by a phar-
macist, physical or electronic security of the dangerous drugs must be provided
according to the following requirements:

(@  The prescription department or stock of dangerous drugs must be secured
by either a physical barrier with suitable locks and/or an electronic barrier to
detect entry at a time the pharmacist is not present. Such a barrier, before
being put into use, must be approved by the STATE board of pharmacy.

(b)  The prescription department must contain all dangerous drugs, exempt
narcotics, hypodermics, poisons, and every other item or product which
requires the personal supervision or sale by a pharmacist.

(@) No item, product, record, or equipment which must be accessible to anyone
other than a pharmacist may be stored in the prescription department.

(d) Only a pharmacist may have access to the prescription department or stock
of dangerous drugs or assume responsibility for the security of dangerous
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drugs, exempt narcotics, hypodermics, poisons, and any other item or
product which requires the personal supervision or sale by a pharmacist.

(e) No prescription, dangerous drug, exempt narcotic, hypodermic, nor any
other item or product which requires the personal supervision or sale by a
pharmacist may be sold, given away, or disposed of at any time the prescrip-
tion department is closed.

) New prescriptions received from the patient or by mail, or refill prescription
orders received from the patient or by phone or by mail, may be dropped into
the prescription department by slot when a pharmacist is not present.

(90 Notice to the public of operating hours of the prescription department must
be posted.

(3) Areas designated for the dispensing, compounding, and storage of dangerous
drugs shall meet the security requirements in rule 4729-9-05 of the Administrative
Code. No person may be within the physical confines of the area designated for the
dispensing, compounding, and storage of dangerous drugs unless under the per-
sonal supervision of a pharmacist.

In other terminal distributors of dangerous drugs, including but not limited to, emergency
medical services pursuant to division (C) of section 4729.54 of the Revised Code, first-aid
departments pursuant to rule 4729-9-04 of the Administrative Code, approved labora-
tories pursuant to paragraph (A) of rule 4729-13-01 of the Administrative Code, and
animal shelters pursuant to paragraph (A) of rule 4729-14-01 of the Administrative Code,
dangerous drugs must be stored in an area secured by either a physical barrier with suit-
able locks and/or an electronic barrier to DETER AND detect unauthorized access.

A pharmacist, practitioner PRESCRIBER, or responsible person for a terminal distributor of
dangerous drugs license pursuant to paragraph (C) of rule 4729-13-01 or paragraph (C) of
rule 4729-14-01 of the Administrative Code who has signed as being responsible for a
terminal distributor of dangerous drugs license is responsible to monitor for suspicious
orders, unusual usage, or questionable disposition of dangerous drugs.

4729-9-12 Verification of license as a distributor of dangerous drugs or exempt status of a

(A)

practitioner PRESCRIBER.

Before a wholesale distributor of dangerous drugs may make a sale of a dangerous
drug to a terminal distributor of dangerous drugs, the wholesale distributor must
obtain a copy of the current certificate of license as a terminal distributor from the
purchaser pursuant to division (A) of section 4729.60 of the Revised Code.

(1)  The purchaser shall furnish a copy of the certificate of license as a terminal
distributor to the wholesale distributor of dangerous drugs. If the certificate of
license indicates a limited category |, Il, or Il license, the terminal distributor
shall furnish the wholesale distributor a copy of the current license addendum
listing those drugs the purchaser is authorized to possess.

(2) If no certificate of license as a terminal distributor is obtained or furnished
before the sale, both the seller and the purchaser shall be considered to be in
violation of section 4729.60 of the Revised Code.

Before a terminal distributor of dangerous drugs may make a purchase of dangerous
drugs at wholesale, the purchaser must obtain from the seller the wholesale distri-
butor registration number pursuant to division (B) of section 4729.60 of the Revised
Code.

(1)  The seller shall furnish the wholesale distributor registration number and
registration expiration date to the terminal distributor of dangerous drugs.

(2) If no registration number of the wholesale distributor is obtained or furnished
before the purchase, both the purchaser and the seller shall be considered to
be in violation of section 4729.60 of the Revised Code.



(@) Before a wholesale distributor of dangerous drugs may make a sale of a dangerous
drug to a practitioner PRESCRIBER as defined in division (H) (1) of section 4729:62
4729.01 of the Revised Code, the wholesale distributor must obtain:

(1) A copy of the current certificate of license as a terminal distributor from the
practitioner PRESCRIBER pursuant to division (A) of section 4729.60 of the
Revised Code and, if the license is limited, a copy of the addendum listing the
drugs the licensee is authorized to purchase and possess; or

(2) Copies of all documents required to establish that the practitionetr PRESCRIBER
is exempt from licensure as a terminal distributor of dangerous drugs and is
authorized by federal and state laws to purchase the dangerous drugs for use
in the course of his/her professional practice. The required documents are as
follows:

(@  Anindividual praetitioner PRESCRIBER doing business as a sole proprietor
(not incorporated in any manner) must provide a copy of his/her current
license to practice and the license must authorize the use of the drugs
requested from the wholesaler in his/her practice;

(b)  The address of all sites of practice where the drugs will be delivered to
and stored for use by the practitionrer PRESCRIBER in his/her professional
practice pursuant to federal and state laws;

(c) Verification from the licensing board that the practitioner’s PRESCRIBER'S
license is in good standing and that there are no restrictions on his/her
license to practice and use drugs in his/her practice. If the license has
been restricted by the licensing board, a copy of the official documents
restricting the license to practice and use drugs in the course of profes-
sional practice must be furnished to the wholesaler and maintained by
the wholesaler with all other documents establishing the practitioner’s
PRESCRIBER'S exemption from licensure as a terminal distributor of
dangerous drugs;

(d) If an exempted practitioner PRESCRIBER wishes to purchase and possess
dangerous drugs which are also controlled substances, the practitioner
PRESCRIBER must submit a copy of his/her current registration with the
federal drug enforcement administration and provide verification that the
DEA registration and authority to use controlled substances in the course
of professional practice has not been restricted by the appropriate profes-
sional licensing board or the federal drug enforcement administration.

{B) (D) Dangerous drugs may not be shipped by a wholesale distributor of dangerous drugs
to any address other than those listed by the business entity meeting the definition of
a practitioner PRESCRIBER and filed with the wholesale distributor in paragraph (B) of
this rule. Controlled substances may only be shipped to those addresses registered
with the federal drug enforcement administration for the purpose of storing con-
trolled substances.
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All documents establishing the fact that a business-entity PRESCRIBER is exempt from
licensure as a practitioner TERMINAL DISTRIBUTOR OF DANGEROUS DRUGS shall be
current and maintained for a period of three years by the wholesale distributor of
dangerous drugs.

Copies of licenses to practice and verification that there are no restrictions on a
practitioner's PRESCRIBER'S license by either the appropriate professional licensing
board or the federal drug enforcement administration shall be obtained within fifteen
days of the date of renewal of such licenses. No dangerous drugs may be sold and
delivered to a practitioner PRESCRIBER until the required documentation has been
obtained by the wholesale distributor.

Each wholesale distributor of dangerous drugs registered with the STATE board of
pharmacy shall report any suspicious purchases of any dangerous drugs by a practi-
tionretr PRESCRIBER exempted from licensure as a terminal distributor of dangerous
drugs. A suspicious purchase includes, but is not limited to, any drugs that the
practitioner PRESCRIBER is not authorized to use in the course of his/her professional
practice.

4729-9-13 Distributor of dangerous drugs samples.

No manufacturer, manufacturer's representative, or wholesale dealer in pharmaceuticals may
furnish a sample of a drug of abuse as defined in section 3719.011 of the Revised Code to a
practitioner PRESCRIBER unless requested by the practitioner PRESCRIBER and unless the com-
pany is registered as a wholesale distributor of dangerous drugs and maintains a record of
such distribution which will be available to the state board of pharmacy.

4729-9-14 Records OF CONTROLLED SUBSTANCES.

(A)  Each practitionner PRESCRIBER or terminal distributor of dangerous drugs shall keep a
record of all controlled substances received, administered, dispensed, SOLD, or used.

(1)  Records of receipt shall contain a description of all controlled substances

received, the kind and quantity of controlled substances received, the name and
address of the persons from whom received, and the date of receipt.

(2)  Records of administering, dispensing, or using controlled substances shall con-

tain a description of the kind and quantity of the controlled substance admini-
stered, dispensed, or used, the date, the name and address of the person to
whom, or for whose use, or the owner and species of the animal for which the
controlled substance was administered, dispensed, or used.

(3) Records of drugs administered which become a permanent part of the patient's

medical record; shall be deemed to meet the name and address requirements of
paragraph (A)(2) of this rule.

(B) Each practitioner PRESCRIBER or terminal distributor of dangerous drugs shall maintain
an inventory of all controlled substances as follows::

1) Each inventory shall contain a complete and accurate record of all controlled

substances on hand on the date the inventory is taken:.
(@  The name of the substance.
(b)  The total quantity of the substance.

(i) Each finished form (e.g., ten-milligram tablet or ten-milligram
concentration per fluid ounce or milliliter).

(ii)  The number of units or volume of each finished form in each com-
mercial container (e.g., one-hundred-tablet bottle or ten-milliliter
vial).
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(3)

(4)

(5)

(6)

4729-9-15

(iii) The number of commercial containers of each such finished form
(e.g., three one-hundred-tablet bottles or ten one-milliliter vials).

(c) If the substance is listed in schedule | or Il, the practitiorrer PRESCRIBER or
terminal distributor of dangerous drugs shall make an exact count or
measure of the contents.

(d) If the substance is listed in schedule Ill, IV, or V, the ptactitioner
PRESCRIBER or terminal distributor of dangerous drugs shall make an
estimated count or measure of the contents, unless the container holds
more than one thousand tablets or capsules in which an exact count of the
contents must be made.

A separate inventory shall be made for each place or establishment where con-
trolled substances are in the possession or under the control of the practitioner
PRESCRIBER or terminal distributor. Each inventory for each place or establish-
ment shall be kept at the place or establishment;.

An inventory of all stocks of controlled substances on hand on the date the
practitioner PRESCRIBER or terminal distributor first engages in the administering,
dispensing, or use of controlled substances. In the event the practitioner
PRESCRIBER or terminal distributor of dangerous drugs commences business with
no controlled substances on hand, he-shat+ecord this fact SHALL BE RECORDED
as his THE initial inventory;.

Each practitioner PRESCRIBER or terminal distributor of dangerous drugs shall
take a new inventory of all stocks of controlled substances on hand every two
years following the date on which the initial inventory is takens;.

When a substance is added to the schedule of controlled substances by the
federal drug enforcement administration or the STATE board of pharmacy, each
practitioner PRESCRIBER or terminal distributor of dangerous drugs shall take an
inventory of all stock of such substance on hand at that time.

All records of receipt, distribution, administering, dispensing, inventory, or using
controlled substances shall be kept for a period of three years at the place where
the controlled substances are located. Any practitioner PRESCRIBER or terminal
distributor of dangerous drugs intending to maintain such records at a location
other than this place must first send notification to the STATE board OF
PHARMACY; if not contested by the board within sixty days, it will stand as
approved.

Report of theft or loss of dangerous drugs, controlled substances, and drug
documents.

(A)  Each practitioner PRESCRIBER and terminal or wholesale distributor of dangerous drugs
shall notify the following upon discovery of the theft or significant loss of any danger-
ous drug or controlled substance:

1)

2)

(3)

The STATE board of pharmacy, by telephone immediately upon discovery of the
theft or significant loss;

If a controlled substance, the drug enforcement administration (DEA) pursuant to
section 1301.76(b), Code of Federal Regulations;

Law enforcement authorities pursuant to section 2921.22 of the Revised Code.

(B)  Controlled substance thefts must also be reported by using the federal DEA report form
whether or not the controlled substances are subsequently recovered and/or the
responsible parties are identified and action taken against them. A copy of the federal
form regarding such theft or loss shall be filed with the STATE board of pharmacy
within thirty days following the discovery of such theft or loss.
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1)

(2)

An exemption may be obtained upon sufficient cause if the federal form cannot
be filed within thirty days.

A request for a waiver of the thirty-day limit must be requested in writing.

Each practitioner PRESCRIBER and terminal or wholesale distributor of dangerous drugs
immediately upon discovery of any theft or loss of:

(1)

()

Uncompleted prescription blank(s) used for writing a prescription, written
prescription order(s) not yet dispensed, and original prescription order(s) that
have been dispensed, shall notify the STATE board of pharmacy and law
enforcement authorities.

Official written order form(s) as defined in division (U) of section 3719.01 of the
Revised Code shall notify the STATE board of pharmacy and law enforcement
authorities, and the drug enforcement administration (DEA) pursuant to section
1305.12(b), Code of Federal Regulations.

4729-9-16 Minimum requirements for wholesalers.

The following minimum requirements shall apply to all persons distributing dangerous drugs
at wholesale in Ohio.

(A)

The following information shall be required on a form supplied by the STATE board OF
PHARMACY from each person making application for a license as a wholesale distributor
of dangerous drugs:

M)
()

(3)

(4)

(5)

(6)

The name, full business address (not a post office box), and telephone number;

All trade or business names used by the licensee, any trade or business names
under which licensee was previously or is presently licensed;

Addresses, telephone numbers, and the names of contact persons for all facilities
used by the licensee for the storage, handling, and distribution of dangerous
drugs;

The type of ownership or operation (i.e., sole proprietorship, partnership,
corporation, or government agency);

The name(s) of the owner and/or operator of the licensee, including:

@) If a sole proprietorship, the full name of the sole proprietor, and the name
of the business entity;

(b)  If a partnership, the name of each partner, and the name of the partner-
ship;

(o) If a corporation, the name and title of each corporate officer and director,
the corporate names, the name of the state of incorporation, the corpora-
tion number, and a copy of the corporation papers;

(d) If a government agency, the name of the agency, and the name of each
officer and director of the agency.

If the entity making application for a wholesale distributor of dangerous drugs
license is located outside the boundaries of the state of Ohio, part of the licensing
process shall be an inquiry to the licensing authority of the state in which that
entity is located. This inquiry will determine whether the entity possesses a
current and valid license to distribute dangerous drugs in that state and the
experience the licensing authority has had with the entity. This information will
be used as part of the consideration in licensing the entity by the Ohio STATE
board OF PHARMACY. The Ohio board will respond to inquiries of a similar
nature from other states about licensees in Ohio.



Prior to the end of the licensing period, a renewal application requesting such informa-
tion as the STATE board of pharmacy may require will be sent to the address of record
to the attention of the responsible person. Such renewal application form shall be
completed and returned with the applicable fee on or before the established deadline.

All facilities where dangerous drugs are stored, warehoused, handled, held, offered,
marketed, or displayed shall:

1) Be of suitable size and construction to facilitate cleaning, maintenance, and
proper operations;

(2) Have storage areas designed to provide adequate lighting, ventilation, tem-
perature, sanitation, humidity, space, equipment, and security conditions;

(3) Have a quarantine area for storage of dangerous drugs that are outdated,
damaged, deteriorated, misbranded, or adulterated, or that are in immediate or
sealed secondary containers that have been opened. Such drugs shall be stored
no longer than two years pursuant to rule 4729-9-17 of the Administrative Code;

4) Be maintained in a clean and orderly condition;
(5) Be free from infestation by insects, rodents, birds, or vermin of any kind.

All facilities used for wholesale drug distribution shall be secure from unauthorized
entry.

(1)  Access from outside the premises shall be kept to a minimum and be well
controlled.

(2)  The outside perimeter of the premises shall be well lighted.

(3)  Entry into areas where dangerous drugs are held shall be limited to authorized
personnel.

(4)  All facilities where dangerous drugs are held shall be equipped with a STATE
board OF PHARMACY approved alarm system to detect unauthorized entry after
hours.

(5)  All facilities shall be equipped with a security system that will provide suitable
protection against theft and diversion. When appropriate, the security system
shall provide protection against theft or diversion that is facilitated or hidden by
tampering with computers or electronic records.

All dangerous drugs shall be stored at appropriate temperatures and under appropriate
conditions in accordance with requirements, if any, in the labeling of such drugs, or
with requirements in the current edition of an official compendium, such as the United
States pharmacopeta/nationat PHARMACOPOEIA/NATIONAL formulary (USP/NF).

(1) If no storage requirements are established for a prescription drug, the drug may
be held at "controlled" room temperature, as defined in an official compendium,
to help ensure that its identity, strength, quality, and purity are not adversely
affected.

(2)  Appropriate manual, electromechanical, or electronic temperature and humidity
recording equipment, devices, and/or logs shall be utilized to document proper
storage of dangerous drugs.

(3)  The recordkeeping requirements in paragraph (H) of this rule shall be followed for
all stored drugs.

All shipments of dangerous drugs shall be examined in accordance with the following:
(1)  Upon receipt, each outside shipping container shall be visually examined for

identity and to prevent the acceptance of contaminated dangerous drugs or dan-
gerous drugs that are otherwise unfit for distribution. This examination shall be



(2)

(3)

adequate to reveal container damage that would suggest possible contamination
or other damage to the contents;

Each outgoing shipment shall be carefully inspected for identity of the dangerous
drug products and to ensure that there is no delivery of dangerous drugs that
have been damaged in storage or held under improper conditions;

The recordkeeping requirements in paragraph (H) of this rule shall be followed for
all incoming and outgoing dangerous drugs.

All returned, damaged, and outdated dangerous drugs shall be handled in the following
manner:

(1)

(2)

(3)

“4)

Dangerous drugs that are outdated, damaged, deteriorated, misbranded, or
adulterated shall be quarantined and physically separated from other dangerous
drugs until they are destroyed or returned to their supplier.

Any dangerous drugs whose immediate or sealed outer or sealed secondary
containers have been opened or used shall be identified as such, and shall be
guarantined and physically separated from other dangerous drugs until they are
either destroyed or returned to the supplier.

If the conditions under which a dangerous drug has been returned cast doubt on
the drug's safety, identity, strength, quality, or purity, then the drug shall be
destroyed, or returned to the supplier, unless examination, testing, or other
investigation proves that the drug meets appropriate standards of safety, identity,
strength, quality, and purity. In determining whether the conditions under which
a drug has been returned cast doubt on the drug's safety, identity, strength,
quality, or purity, the wholesale drug distributor shall consider, among other
things, the conditions under which the drug has been held, stored, or shipped
before or during its return and the condition of the drug and its container, carton,
or labeling, as a result of storage or shipping.

The recordkeeping requirements in paragraph (H) of this rule shall be followed for
all outdated, damaged, deteriorated, misbranded, or adulterated dangerous
drugs.

Wholesale drug distributors shall establish and maintain inventories and records of all
transactions regarding the receipt and distribution or other disposition of dangerous
drugs.

M

These records shall include but not be limited to the following information:

(@  The source of the drugs, including the name and principle address of the
seller or transferor, and the address of the location from which the drugs
were shipped.

(b)  The identity and quantity of the drugs received and distributed or disposed
of.

(c)  The dates of receipt and distribution of the drugs.

(d) A system of records and procedures shall be maintained which prevent the
sale or other distribution of dangerous drugs to any person not authorized
by division (B) of section 4729.51 of the Revised Code.

() A system of procedures shall be designed and; when—regqttired; operated to
disclose orders for controlled substances and other dangerous drugs sub-
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(i) The wholesaler shall inform the STATE board OF PHARMACY of
suspicious orders for drugs, as described in paragraph (H)(1)(e) of
this rule, when discovered. Suspicious orders are those which, in
relation to the wholesaler's records as a whole, are of unusual size,
unusual frequency, or deviate substantially from established buying
patterns.

(ii)  Reports, generated by the system as described in paragraph (H)(1)(e)
of this rule, shall be furnished to the STATE board OF PHARMACY
within three working days of receipt of a request from the board.
The reports shall include the name and address of the purchaser,
date of purchases, product trade name, national drug code (NDC)
number, size of package, and quantity purchased.

(2) Inventories and records shall be made available for inspection and photocopying
by properly identified and authorized STATE board of pharmacy designated
agents, federal, state, or local law enforcement agency officials for a period of
two years following disposition of the drugs.

(3)  Records described in this rule that are kept at the inspection site or that can be
immediately retrieved by computer or other electronic means shall be readily
available for authorized inspection during the retention period.

@) Records kept at a central location apart from the inspection site and not
electronically retrievable shall be made available for inspection within two
working days of a request by properly identified and authorized STATE
board of pharmacy designated agents, federal, state, or local law enforce-
ment agency officials.

(b)  Wholesalers intending to maintain records, described in this rule, at a
location other than the place licensed by the STATE board of pharmacy
must first send notification to the board.

Wholesale drug distributors shall establish, maintain, and adhere to written policies and
procedures which shall be followed for the receipt, security, storage, inventory, and
distribution of dangerous drugs, including policies and procedures for identifying,
recording, and reporting losses or thefts, and for correcting all errors and inaccuracies
in inventories. Wholesale drug distributors shall include in their written policies and
procedures the following:

(1) A procedure whereby the oldest approved stock of a dangerous drug product is
distributed first. The procedure may permit deviation from this requirement, if
such deviation is temporary and appropriate.

(2) A procedure to be followed for handling recalls and withdrawals of dangerous
drugs. Such procedure shall be adequate to deal with recalls and withdrawals due
to:

(@  Any action initiated at the request of the food and drug administration or
other federal, state, or local law enforcement or other government agency,
including the state board of pharmacy;

(b)  Any voluntary action by the manufacturer to remove defective or potentially
defective drugs from the market;

() Any action undertaken to promote public health and safety by replacing of
existing merchandise with an improved product or new package design.

(3) A procedure to ensure that wholesale drug distributors prepare for, protect
against, and handle any crisis that affects security or operation of any facility in
the event of strike, fire, flood, or other natural disaster, or other situations of
local, state, or national emergency.

(4) A procedure to ensure that any outdated dangerous drugs shall be segregated
from other drugs and either returned to the manufacturer or destroyed. This



procedure shall provide for written documentation of the disposition of outdated
dangerous drugs. This documentation shall be maintained for two years after
disposition of the outdated drugs.

Wholesale distributors of dangerous drugs shall establish and maintain accurate and
current lists of officers, directors, managers, and other persons in charge of wholesale
drug distribution, storage, and handling, including a description of their duties and a
summary of their qualifications.

Personnel employed in the wholesale distribution of dangerous drugs shall be required
to have appropriate education and/or experience to assume responsibility for positions
related to compliance with the licensing regulations.

Wholesale drug distributors shall operate in compliance with applicable federal, state,
and local laws and regulations.

(1)  Wholesale drug distributors shall permit properly identified and authorized STATE
board of pharmacy designated agents, federal, state, and local law enforcement
officials to enter and inspect their premises and delivery vehicles, and to audit
their records and written operating procedures at reasonable times and in a
reasonable manner, to the extent authorized by law.

(2)  Any entity making a wholesale sale of a controlled substance shall be required to
possess a license as a wholesale distributor of dangerous drugs and a license as a
wholesaler or manufacturer of controlled substances, except that a licensed ter-
minal distributor of dangerous drugs may make an occasional sale of a controlled
substance pursuant to rule 4729-9-10 of the Administrative Code.

Wholesale drug distributors shall be subject to the provisions of any applicable federal,
state, or local laws or regulations that relate to dangerous drug salvaging or repro-
cessing.

4729-9-19 Violations as evidence for denial of terminal, wholesale, or manufacturer license.

(A)

®)

The STATE board of pharmacy may consider as evidence of a person not meeting the
requirements provided in sections 4729.53 and 4729.55 of the Revised Code, and may
deny a person registration as a wholesale distributor of dangerous drugs or licensure as a
terminal distributor of dangerous drugs in Ohio if such person:

1) Has been convicted of a felony;

(2) Has been convicted of violating any state or federal pharmacy or drug law;
3) Is not of good moral character and habits;

4) Is addicted to or abusing liquor or drugs;

(5) Has been disciplined by the Ohio state board of pharmacy pursuant to section
4729.16 of the Revised Code; or

(6) Has been disciplined by any board of pharmacy.

When a request for licensure as a terminal distributor of dangerous drugs, a wholesale
distributor of dangerous drugs, or as a wholesaler or manufacturer of controlled sub-
stances is made, the STATE board of pharmacy may consider as evidence of the facility
not meeting the requirements for licensure as provided in Chapters 3719. and 4729. of
the Revised Code, or may deny issuance of such licensure, if:

(1)  The ownership of such facility, or pharmacy previously located in such facility, has
been transferred from a licensee whose license has been revoked by the STATE
board OF PHARMACY to the spouse or other family member;

(2)  The ownership of such facility, or pharmacy previously located in such facility, has
been transferred from a licensee whose license has been revoked by the STATE



board OF PHARMACY to another who employs the former owner or who allows the
former owner to be present within the physical confines of the location to be
licensed.

(3) The facility knowingly employs a person who has been denied the right to work in
such a facility by the STATE board OF PHARMACY as part of an official order of the
board.

4729-9-20 Drugs repackaged by a pharmacy.

A)

GG

=

(D)

Labels of drugs repackaged by and stored within a pharmacy prior to being dispensed
shall contain, but not be limited to, the following:

(1)  Name of drug, strength, and dosage form;

The identification of the repackager by name or by the final six digits of their
terminal distributor of dangerous drugs license number;

(2)
3) Pharmacy control number;
“

Pharmacy's expiration date or beyond-use date, which shall be within the proven
period of stability of the drug. This expiration or beyond-use date shall be no later
than the manufacturer's expiration date of a not previously opened manufacturer's
container.

A RECORD OF ALL DRUGS REPACKAGED AND STORED WITHIN A PHARMACY PRIOR TO
BEING DISPENSED SHALL BE KEPT FOR AT LEAST THREE YEARS OR ONE YEAR PAST
MANUFACTURER’S EXPIRATION DATE, WHICHEVER IS GREATER. THIS RECORD SHALL
INCLUDE AT LEAST THE FOLLOWING:

(1)  NAME OF DRUG, STRENGTH, DOSAGE FORM, AND QUANTITY;

(2) MANUFACTURER’S OR DISTRIBUTOR’S CONTROL NUMBER;

(3) MANUFACTURER’S OR DISTRIBUTOR’S NAME, IF A GENERIC DRUG IS USED;

(4) PHARMACY CONTROL NUMBER;

(5) MANUFACTURER’S OR DISTRIBUTOR’S EXPIRATION DATE;

(6) THE PHARMACY’S EXPIRATION DATE OR BEYOND-USE DATE;

(7)  POSITIVE IDENTIFICATION OF THE REGISTERED PHARMACIST RESPONSIBLE FOR

THE REPACKAGING OF THE DRUG.

9-21 Drugs compounded in a pharmacy.

In order to compound prescriptions, a pharmacy shall meet the minimum standards for
a pharmacy pursuant to rule 4729-9-02 of the Administrative Code.

Parenteral and sterile product prescriptions shall be compounded in accordance with
Chapter 4729-19 of the Administrative Code.

For all compounded prescriptions, the pharmacist shall:

(1)  Inspect and approve the compounding process;

(2)  Perform the final check of the finished product.

For all compounded prescriptions, the pharmacist shall be responsible for:

(1)  All compounding records;



(2)  The proper maintenance, cleanliness, and use of all equipment used in
compounding.

Personnel engaged in the compounding of drugs shall wear clean clothing appropriate
to the operation being performed. Protective apparel shall be worn as necessary to
protect personnel from chemical exposure and drug products from contamination.

A prescription shall be compounded and dispensed only pursuant to a specific order for
an individual patient issued by a practitioner PRESCRIBER. A limited quantity may be
compounded in anticipation of prescription drug orders based on routine, regularly
observed prescribing patterns.

A COMPOUNDED PRESCRIPTION THAT IS DISPENSED TO A PATIENT MUST BE LABELED
ACCORDING TO RULE 4729-5-16 OF THE ADMINISTRATIVE CODE.

LABELS FOR A COMPOUNDED PRESCRIPTION THAT IS PREPARED IN ANTICIPATION OF A
PRESCRIPTION DRUG ORDER SHALL CONTAIN, BUT NOT BE LIMITED TO, THE FOLLOW-
ING:

(1)  THE NAME, STRENGTH, AND QUANTITY OF EACH DRUG USED IN THE
COMPOUNDED PRESCRIPTION;

(2) THE IDENTIFICATION OF THE REPACKAGER BY NAME OR BY THE FINAL SIX DIGITS
OF ITS TERMINAL DISTRIBUTOR OF DANGEROUS DRUGS LICENSE NUMBER;

(3) PHARMACY CONTROL NUMBER;

(4) THE PHARMACY'S EXPIRATION DATE OR BEYOND-USE DATE.

4729-9-22 Records of dangerous drugs.

Each PRESCRIBER OR terminal distributor of dangerous drugs shall keep a record of all danger-
ous drugs received, administered, dispensed, DISTRIBUTED, sold, or used.

A)

(D)

Records of receipt shall contain a description of all dangerous drugs received, the kind
and quantity of dangerous drugs received, the name and address of the persons from
whom received, and the date of receipt.

Records of administering, dispensing, or using dangerous drugs shall contain a
description of the kind and quantity of the dangerous drugs administered, dispensed,
sold, or used, the date, the name and address of the person to whom, or for whose use,
or the owner and species of the animal for which the dangerous drug was administered,
dispensed, or used.

Records of dangerous drugs, other than controlled substances, administered, dis-
pensed, or used which become a permanent part of the patient's medical record shall be
deemed to meet the requirements of paragraph (B) of this rule.

All records of receipt, distribution, administering, dispensing, selling, or using danger-
ous drugs shall be kept for a period of three years at the place where the dangerous
drugs are located. Any terminal distribtitionn DISTRIBUTOR of dangerous drugs intend-
ing to maintain such records at a location other than this place must first send notifi-
cation to the STATE board OF PHARMACY by certified mail, return receipt requested; if
not contested by the board within sixty days, it will stand as approved. A copy of the
request with the return receipt shall be maintained with the other records of dangerous
drugs. Any such alternate location shall be secured and accessible only to
representatives of the terminal distributor.

4729-9-23 DISPENSING OF MULTIPLE DRUGS IN SINGLE-DOSE CONTAINERS.

MULTIPLE DRUGS MAY BE PACKAGED IN THE SAME CONTAINER SUCH THAT THE DIFFERENT
DRUGS ARE IN CONTACT WITH EACH OTHER ONLY UNDER THE FOLLOWING CONDITIONS:



THE NUMBER OF DRUGS PLACED IN ONE PACKAGE CANNOT EXCEED THE CAPABILITY OF
THE RECEPTACLE TO PREVENT DAMAGE TO THE DOSAGE FORMS.

THE QUANTITY DISPENSED MAY NOT BE MORE THAN A THIRTY-ONE-DAY SUPPLY.
THE LABELS MUST BE OF SUFFICIENT SIZE TO PROPERLY AND CLEARLY LABEL A
THIRTY-ONE-DAY OR LESS SUPPLY WITH ALL INFORMATION REQUIRED BY STATE AND
FEDERAL LAW INCLUDING ACCESSORY LABELS.

EACH INDIVIDUAL PACKAGE MUST INCLUDE A BEYOND-USE DATE OF NOT MORE THAN
SIXTY DAYS FROM THE DATE THE DRUGS WERE PLACED IN THE PACKAGE.

MEDICATIONS WHICH HAVE BEEN PACKAGED IN MULTI-DOSE PACKAGING ARE
CONSIDERED ADULTERATED IF RETURNED TO THE PHARMACY FOR ANY REASON AND
MAY NOT BE RETURNED TO STOCK OR RE-DISPENSED.

THE PACKAGING IS TAMPER-EVIDENT.

ANY PHARMACIST OR PHARMACY USING MULTI-DOSE PACKAGING MUST IMPLEMENT
POLICIES AND PROCEDURES WHICH WILL EXCLUDE DRUGS HAVING THE FOLLOWING
CHARACTERISTICS FROM SUCH PACKAGING:

(1) THE U.S.P. MONOGRAPH OR OFFICIAL LABELING REQUIRES DISPENSING IN THE
ORIGINAL CONTAINER;

(2)  THE DRUGS OR DOSAGE FORMS ARE INCOMPATIBLE WITH PACKAGING
COMPONENTS OR EACH OTHER,;

(3) THE DRUGS ARE THERAPEUTICALLY INCOMPATIBLE WHEN ADMINISTERED
SIMULTANEOUSLY;

(4) THE DRUG PRODUCTS REQUIRE SPECIAL PACKAGING.

4729-9-24 RETAIL AND WHOLESALE SALES OF DANGEROUS DRUGS ON-LINE.

(A)

ALL PERSONS SELLING OR OFFERING TO SELL DANGEROUS DRUGS AT RETAIL OR
WHOLESALE IN OHIO MUST BE LICENSED OR REGISTERED WITH THE OHIO STATE BOARD
OF PHARMACY AS A DANGEROUS DRUG DISTRIBUTOR.

ALL DANGEROUS DRUG DISTRIBUTORS REGISTERED OR LICENSED WITH THE OHIO STATE
BOARD OF PHARMACY AND WHO SELL OR OFFER TO SELL DANGEROUS DRUGS AT
RETAIL OR WHOLESALE ON THE "INTERNET" TO PERSONS LOCATED IN OHIO OR ANY
OTHER STATE MUST MAKE SUCH SALES ONLY IN COMPLIANCE WITH ALL STATE AND
FEDERAL LAWS GOVERNING THE LEGAL DISTRIBUTION OF DANGEROUS DRUGS.

"INTERNET" SITES OWNED AND/OR MAINTAINED BY OHIO REGISTERED OR LICENSED
DANGEROUS DRUG DISTRIBUTORS MUST PROVIDE THE FOLLOWING INFORMATION TO
THE PUBLIC ON THE "INTERNET" SITE AND NO DRUGS ARE TO BE SHIPPED AT
WHOLESALE OR RETAIL EXCEPT IN ACCORDANCE WITH OHIO'S DRUG LAWS:

(1) NAME DANGEROUS DRUG DISTRIBUTOR IS LICENSED TO DO BUSINESS AS IN OHIO.

(2)  FULL ADDRESS OF LICENSED OR REGISTERED SITE.

(3) NAME OF RESPONSIBLE PERSON AS IT APPEARS ON THE DANGEROUS DRUG
DISTRIBUTOR LICENSE.

(4) TELEPHONE NUMBER WHERE RESPONSIBLE PERSON MAY BE CONTACTED.

(5) A LIST OF THE STATES IN WHICH THE DANGEROUS DRUG DISTRIBUTOR MAY
LEGALLY SELL PRESCRIPTION DRUGS AT WHOLESALE OR RETAIL.

(6) THE NAME, ADDRESS, AND HOW THE DRUG LAW ENFORCEMENT AGENCY MAY BE

CONTACTED IN EACH STATE IN WHICH THE PERSON IS AUTHORIZED TO DO



BUSINESS. THIS MAY INCLUDE A LINK TO THE DRUG LAW ENFORCEMENT
AGENCY'S "INTERNET" SITE AND/OR THEIR E-MAIL ADDRESS.

ANY OHIO LICENSED OR REGISTERED DANGEROUS DRUG DISTRIBUTOR REQUESTING
PERSONAL INFORMATION FROM THE PUBLIC BY WAY OF THE "INTERNET" SITE (QUES-
TIONNAIRE FORMS OR E-MAIL) MUST PROVIDE FOR SECURITY AND CONFIDENTIALITY OF
THE INFORMATION. THIS PORTION OF THE "INTERNET" SITE MUST ALSO PROVIDE
INFORMATION REGARDING HOW THE PERSONAL INFORMATION WILL BE USED AND
ENSURE THAT SUCH INFORMATION IS NOT USED FOR PURPOSES NOT DISCLOSED
WITHOUT THE WRITTEN INFORMED CONSENT OF THE PATIENT OR PERSON SUBMITTING
PERSONAL INFORMATION.

4729-10-01 Definitions.

As used in Chapter 4729-10 of the Administrative Code:

(A)

“Nonresident pharmacy” means any pharmacy, as defined in section 4729.62 4729.01
of the Revised Code, located outside of Ohio that ships, mails, or delivers, in any
manner, drugs at retail into Ohio;

“Nonresident terminal distributor of dangerous drugs” means any person, as defined in
section 4729:02 4729.01 of the Revised Code, located outside of Ohio that ships, mails,
or delivers in any manner, dangerous drugs at retail into Ohio;

“Pharmacist,” as used in division (B)(2) of section 4729.55 of the Revised Code, means
an individual who holds a current license to practice pharmacy in the state where he is
practicing.

“Dentist,” as used in division (B)(2) of section 4729.55 of the Revised Code, means an
individual who holds a current license to practice dentistry in the state where he is
practicing.

“Optometrist,” as used in division (B)(2) of section 4729.55 of the Revised Code, means
an individual who holds a current license to practice optometry in the state where he is
practicing.

“Physician,” as used in division (B)(2) of section 4729.55 of the Revised Code, means an
individual who holds a current license to practice medicine in the state where he is
practicing.

“Veterinarian,” as used in division (B)(2) of section 4729.55 of the Revised Code, means
an individual who holds a current license to practice veterinary medicine in the state
where he is practicing.

“Dangerous drug” has the same meaning as given that term in section 4729-62 4729.01
of the Revised Code.

4729-11-09 Sale of schedule V controlled substance products without a prescription.

A schedule V controlled substance product which is not a prescription drug as determined
under the “Federal Food, Drug and Cosmetic Act” may be sold at retail by a pharmacist
without a prescription to a purchaser at retail, provided that:

(A)

The sale is made only by a pharmacist and not by a nonpharmacist employee even if
under the supervision of a pharmacist (although after the pharmacist has fulfilled his
professional and legal responsibilities in this section, the actual cash, credit transaction,
or delivery may be completed by a nonpharmacist).

The purchaser is at least eighteen years of age.



D)

The pharmacist requires every purchaser of a controlled substance under this rule not
known to him to furnish suitable identification (including proof of age where appro-
priate).

A bound record book is maintained which contains the true name and complete address
of the purchaser, the legible signature of the purchaser, THE name and quantity of con-
trolled substances sold, THE date of each sale, and the name and legible initials of the
pharmacist who sold the controlled substance at retail. This book shall be maintained
for a period of three years from the date of the last transaction and must be made
available for inspection and copying by persons authorized to enforce the federal and
state drug laws.

The schedule V controlled substance product is sold at retail.

Not more than two hundred forty eubic-ecentimeters MILLILITERS (eight ounces) nor more
than forty-eight solid dosage units of any schedule V controlled substance product
containing opium, nor more than one hundred twenty eubiccentimeters: MILLILITERS
(four ounces) nor more than twenty-four solid dosage units of any other narcotic
controlled substance may be sold at retail to the same purchaser in any given
CONSECUTIVE forty-eight-hour period.

Not more than one hundred solid dosage units of any schedule V controlled substance
stimulant product may be sold to any one person in any erre CONSECUTIVE thirty-day
period.

The schedule V controlled substance is sold at retail for a legitimate medical need and

the purchaser furnishes information to the pharmacist which establishes the legitimate
medical need for the controlled substance.

13-02 Procedure for STATE board of pharmacy approval as a laboratory.

A person, as defined in division (S) of section 472902 4729.01 of the Revised Code,
desiring to be approved by the state board of pharmacy as a laboratory shall file with
the STATE board of pharmacy a completed application containing information relative to
the qualifications for approval as set forth in rule 4729-13-03 of the Administrative
Code.

The STATE board OF PHARMACY shall issue a terminal distributor of dangerous drugs
license to purchase, possess, and utilize dangerous drugs for scientific and clinical
purposes and for purposes of instruction at the establishment or place described in the
application to each person who has submitted an application and has paid the required
license fee if the board determines that such applicant meets the requirements set forth
in this rtte CHAPTER.

All licenses issued pursuant to this rule shall be effective for a period of twelve months
from the first day of January of each year. A license shall be renewed by the STATE
board OF PHARMACY for a like period, annually, according to the provisions of this rule,
and the standard renewal procedure of sections 4745.01 to 4745.03 of the Revised
Code.

The fee required for issuance of the license shall be the same as that required in section
4729.54 of the Revised Code.

A person desiring to renew the license shall submit a completed application for such
renewal and pay the required fee before the fifteenth day of December each year.

The STATE board of pharmacy, within thirty days after receipt of an application filed in
the form and manner set forth in this rule for the issuance of a new or renewal license,
shall notify the applicant whether or not such license will be issued or renewed. If the
board determines that such license will not be issued or renewed, such notice to the
applicant shall set forth the reason or reasons that such license will not be issued or
renewed.



4729-

13-03 Qualifications for a laboratory.

A laboratory to be approved by the state board of pharmacy to be entrusted with the custody
and utilization of dangerous drugs and controlled substances for scientific and clinical pur-

poses

and for purposes of instruction must furnish satisfactory proof to the STATE board of

pharmacy that:

(A)

®)

4729-

(A)

()

©

(D)

()

F)

The applicant is qualified to conduct the business of an approved laboratory.

The applicant has—agreed-thathe will, on behalf of himsetf THE APPLICANT, his THE
APPLICANT'S agents, and employees, submit to the jurisdiction of the STATE board OF
PHARMACY and to the laws of this state for the purposes of the enforcement of €hapter
CHAPTERS 3719. and sections4729-51+t04729:-61 4729. of the Revised Code.

Adequate safeguards are assured to prevent the illegal acquisition, distribution, or
utilization of dangerous drugs or their diversion into illicit channels.

13-05 Security controls for laboratories.

Areas designated for the storage of dangerous drugs shall meet the security require-
ments in paragraph (B) of rule 4729-9-11 of the Administrative Code.

Controlled substances shall be stored in a securely locked, substantially constructed
cabinet.

Etorphine hydrochloride and diprenorphine shall be stored in a safe or steel cabinet
equivalent to a U.S. government class V security container.

The responsible person shall notify the STATE board of pharmacy, law enforcement
authorities, and the regional office of the drug enforcement administration in his region
of the theft or significant loss of any DANGEROUS DRUGS OR controlled substances
upon discovery of such loss or theft pursuant to rule 4729-9-15 of the Administrative
Code.

14-02 Procedure for licensure as an animal shelter.

A person, as defined in division (S) of section 4729:62 4729.01 of the Revised Code,
desiring to be licensed by the state board of pharmacy as an animal shelter shall file
with the STATE board of pharmacy a completed application containing information
relative to the qualifications for approval as set forth in rule 4729-14-03 of the
Administrative Code.

The STATE board OF PHARMACY shall issue a limited terminal distributor of dangerous
drugs license, pursuant to sections 4729.531 and 4729.532 of the Revised Code, at the
establishment or place described in the application to each person who has submitted
an application and has paid the required license fee if the board determines that such
applicant meets the requirements set forth in Chapter 4729-14 of the Administrative
Code.

All licenses issued pursuant to this rule shall be effective for a period of twelve months
from the first day of January of each year. A license shall be renewed by the STATE
board OF PHARMACY for a like period, annually, according to the provisions of this rule,
and the standard renewal procedure of sections 4745.01 to 4745.03 of the Revised
Code.

The fee required for issuance of the license shall be the same as that required in section
4729.54 of the Revised Code.

A person desiring to renew the license shall submit a completed application for such
renewal and pay the required fee on or before the last day of December each year.

The STATE board of pharmacy, within thirty days after receipt of a complete application
filed in the form and manner set forth in this rule for the issuance of a new or renewal



license, shall notify the applicant whether or not such license will be issued or renewed.
If the board determines that such license will not be issued or renewed, such notice to
the applicant shall set forth the reason or reasons that such license will not be issued or
renewed.

4729-15-01 Definitions.
As used in Chapter 4729-15 of the Administrative Code:

(A)  "Nuclear pharmacy" is a pharmacy where prescriptions for radiopharmaceuticals are
filled or where radiopharmaceuticals are compounded or dispensed by a pharmacist
licensed by the proper authorities to receive, possess, and use such drugs. A nuclear
pharmacy shall be licensed by the United States "Nuclear Regulatory Commission" or the
appropriate state nuclear regulatory agencies, other appropriate state agencies, and by
the state board of pharmacy.

(B) "Radiopharmaceutical,” a dangerous drug as defined in division (D) of section 472962
4729.01 of the Revised Code, shall include any article that exhibits spontaneous decay
or disintegration of an unstable atomic nucleus, usually accompanied by the emission
of ionizing radiation and any nonradioactive reagent kit or nuclide generator which is
intended to be used in the preparation of any such article.

(©)  "Nuclear pharmacist" shall be a registered LICENSED pharmacist holding a current iden-
tification card in the state of Ohio, and meets the following standards:

1) Be certified as a nuclear pharmacist by the "Board of Pharmaceutical Specialties”;
or

(2)  Meet minimal standards of training for AN "authorized user status" of radioactive
material OR FOR AN "AUTHORIZED NUCLEAR PHARMACIST (ANP)" DESIGNATION by
the proper nuclear regulatory agency, the United States Nuclear Regulatory Com-
mission, or the appropriate state agency including:

@) Have received a minimum of two hundred contact hours of didactic
instruction in nuclear pharmacy and the safe handling and use of radio-
active materials from an accredited college of pharmacy or a program
approved by the nuclear regulatory commission, with emphasis in the
following areas:

(i) Radiation physics and instrumentation (eighty-five hours);
(i) Radiation protection (forty-five hours);

(iii)  Mathematics of radioactivity (twenty hours);

(iv)  Radiation biology (twenty hours);

(v) Radiopharmaceutical chemistry (thirty hours).

(b)  Attain a minimum of five hundred hours of clinical nuclear pharmacy train-
ing under the supervision of a pharmacist trained in nuclear pharmacy and

who is an "authorized user" OR AN "AUTHORIZED NUCLEAR PHARMACIST"
as defined by the Nuclear Regulatory Commission.

4729-15-04 Labeling of radiopharmaceuticals.

All radiopharmaceuticals dispensed for use by inpatients of an institutional facility erhealth
care-facitity are exempt from the labeling requirements of rule 4729-17-10 of the Admini-
strative Code. All radiopharmaceuticals dispensed for use by outpatients are exempt from the
labeling requirements of rule 4729-5-16 of the Administrative Code.

(A)  No radiopharmaceutical may be dispensed unless a label is affixed to the immediate
container bearing the following information:



®)

©

(D)

(1)  The standard radiation symbol.

(2) The words "Caution - Radioactive Material."
(3)  The prescription number.

(4)  The radionuclide and chemical form.

No radiopharmaceutical may be dispensed unless a TAMPER-EVIDENT SEAL IS APPLIED
AND A label is affixed to the outer or delivery container OF EACH DOSE bearing the
following information:

(1)  The standard radiation symbol.

(2) The words "Caution - Radioactive Material."

(3) The radionuclide and chemical form.

(4)  The volume if in liquid form.

(5) The requested activity and the calibration date and time.
(6) The prescription number.

(7)  Labels for radiolabeled blood components and therapeutic dosages must always
contain the patient's name at the time of dispensing. Where the patient's name is
not available at the time of dispensing for diagnostic dosing, a seventy-two-hour
exemption is allowed to obtain the name of the patient. No later than
seventy-two hours after dispensing the radiopharmaceutical, the patient's name
must become-apart-of BE ASSOCIATED WITH the prescription IN A READILY
RETRIEVABLE MANNER AND MUST to be retained for a period of three years.

(8) The name and address of the nuclear pharmacy.

(9)  The name of the END authorized user, who must also be a practitioner
PRESCRIBER as defined in division{H)-of section 4729:62 4729.01 of the Revised
Code.

(10) The lot number of the preparation.

15-05 Prohibitions.

No person shall receive, possess, or transfer radiopharmaceuticals except in accordance
with section 4729.51 of the Revised Code.

No person, other than a nuclear pharmacist, shall be personally in full and actual charge
of a nuclear pharmacy.

No person shall conduct a nuclear pharmacy except in accordance with section 4729.28
of the Revised Code, STATE board of pharmacy rules, regulations of the United States
Nuclear Regulatory Commission or the appropriate state nuclear regulatory agencies,
and regulations of other appropriate state agencies.

NO PERSON SHALL UTILIZE UNIT-DOSE TRANSPORT CONTAINERS FOR RADIOACTIVE
DOSAGES WITHOUT AN EFFECTIVE MECHANISM TO AVOID CONTAMINATION OF THE
TRANSPORT CONTAINER WITH BLOOD OR OTHER BIOHAZARDOUS SUBSTANCES.

NO PERSON SHALL RE-USE A UNIT-DOSE TRANSPORT CONTAINER THAT HAS BEEN
CONTAMINATED WITH BLOOD OR OTHER BIOHAZARDOUS SUBSTANCES. ANY
UNIT-DOSE TRANSPORT CONTAINER THAT IS RETURNED WITH THE TAMPER-EVIDENT
SEAL BROKEN AND THE UNIT-DOSE SYRINGE INCLUDED MUST BE CONSIDERED TO BE
CONTAMINATED.



This rule does not apply when TO:

(1)  Anindividual practitioner PRESCRIBER WHO prepares radiopharmaceuticals for
administration to kis THE PRESCRIBER'S patients as provided in section 4729.29 of
the Revised Code.

(2)  The transfer of radioactive material not intended for use as a drug to authorized
persons.

(3) The occasional transfer of bulk quantities of radiopharmaceuticals to other
authorized persons to meet shortages.

4729-17-01 Definitions; institutional facility.

As used in Chapter 4729-17 of the Administrative Code:

(A)

()

F)

"Institutional facility" means a facility

and-treatment-to-inpatients LICENSED BY THE OHIO STATE BOARD OF PHARMACY AND
EITHER THE OHIO DEPARTMENT OF HEALTH OR THE OHIO DEPARTMENT OF REHABILI-
TATION AND CORRECTION AT WHICH MEDICAL CARE IS PROVIDED ON SITE AND A
MEDICAL RECORD DOCUMENTING EPISODES OF CARE, INCLUDING MEDICATIONS
ORDERED AND ADMINISTERED, IS MAINTAINED, including but not limited to:

(1) Convalescent homes;

(2) Developmental facilities;

(3) Hospitals;

4) Long-term care facilities;
(5) Nursing homes;

(6) Psychiatric facilities;

(7) Rehabilitation facilities;

(8) Mental retardation facilities.

"Inpatient" means any person who receives drugs for use while within the institutional
facility.

"Inpatient prescription” means a written, ELECTRONIC, or oral order for a drug to be
dispensed for use in treating an inpatient.

"Dispensing of a drug pursuant to an inpatient prescription" means the professional
pharmacettical review BY A PHARMACIST required to place a specific drug in final
association with the name of a particular inpatient pursuant to the lawful order of a
practitioner PRESCRIBER. In the case of a computerized automated drug delivery system
meeting the requirements of rule 4729-5-35 of the Administrative Code, the final
association with the name of a particular inpatient will be deemed to have occurred
when the pharmacist has given final approval to the patient-specific order in the system.

"Contingency drugs" are those drugs which may be required to meet the therapeutic
needs of inpatients when an-Ohioregistered A LICENSED pharmacist is not available and
personally in full and actual charge of the institutional pharmacy.

"Emergency drugs" are those drugs which are required to meet the immediate thera-
peutic needs of inpatients in order to sustain life in an emergency crisis.

"Outpatient” means any person who receives drugs for use outside of the institutional
facility.



4729-17-02 Pharmacist-in-charge of an institutional pharmacy.

Each institutional pharmacy shall be directed by a pharmacist who holds a current identifica-
tion card to practice pharmacy in Ohio pursuant to the provisions of section 4729.12 of the
Revised Code.

(A)

The institutional pharmacy director or designated pharmacist shall be the pharmacist-
in-charge pursuant to section 4729.27 of the Revised Code, the responsible pharmacist
pursuant to rule 4729-5-11 of the Administrative Code, and the pharmacist responsible
for maintaining supervision and control over the possession and custody of all dan-
gerous drugs acquired by the institutional facility pursuant to division (B) of section
4729.55 of the Revised Code.

The terminal distributor of dangerous drugs license issued to the institutional facility

shall be signed by the pharmacist-in-charge and eonspictuousty-disptayed MAINTAINED
IN A READILY AVAILABLE PLACE in the pharmacy.

The pharmacist-in-charge shall:

1) Be responsible for at-pharmaceuticatactivities THE PRACTICE OF PHARMACY
performed by-atHnstitutionatpharmaeypersontiet WITHIN THE INSTITUTION;

(2) Develop, implement, supervise, and coordinate all services provided by the
pharmacy;

(3) Be IN CONJUNCTION WITH THE APPROPRIATE INTERDISCIPLINARY COMMITTEES, BE
responsible for the development of; ineconjunction-with-the-appropriate
interdisciptinary-committees WRITTEN POLICIES AND PROCEDURES WHICH ARE
CONSISTENT WITH THIS CHAPTER OF THE ADMINISTRATIVE CODE AND OTHER
APPLICABLE FEDERAL AND STATE LAWS AND RULES GOVERNING THE LEGAL
DISTRIBUTION OF DRUGS, and assure adherence to THESE policies and procedures
IN ORDER TO PROVIDE for the safe and efficient distribution of drugs in all areas
of the institution, AND MAKE AVAILABLE A CURRENT COPY OF THESE WRITTEN
POLICIES AND PROCEDURES FOR INSPECTION AND/OR COPYING BY AN EMPLOYEE
OF THE STATE BOARD OF PHARMACY;

(4) Be responsible for the security and control of all drugs within the institution;

(5) Be responsible for the maintenance of all records, required by state or federal law
to be kept at the licensed location, of the acquisition, use, distribution, and
disposition of all drugs:.

An institutional pharmacy director or designated pharmacist, who ceases to be the
pharmacist-in-charge and responsible pharmacist pursuant to section 4729.27 and
division (B) of section 4729.55 of the Revised Code, shall:

(1)  File a written notice to the STATE board of pharmacy by certified mail, return
receipt requested, within thirty days. This notice shall include:

@) The name, address, and dangerous drug distributor license number(s) of
the institutional pharmacy;

(b) His/her name and pharmacist registration identification number; and
()  The date on which he/she was no longer the pharmacist-in-charge.
(2) Take a complete inventory, pursuant to federal regulations, of the controlled

substances on hand at the pharmacy with the new or acting pharmacist-in-charge
at the time he/she ceases to be pharmacist-in-charge.
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(A)

(@  The original copy of the inventory shall be maintained in the pharmacy with
all other required controlled substance records;

(b)  This inventory shall serve as the inventory of controlled substances for
which the new or acting pharmacist-in-charge is responsible.

Security and control of drugs in an institutional facility.

In the absence of a registered LICENSED pharmacist, drugs ordered by a practitioner
PRESCRIBER for patient treatment may be obtained in the following manner:

(1)

2)

3)

Where a registered LICENSED pharmacist is not present twenty-four hours-a-day,
drugs for patient treatment may be made available to health care professionals
licensed pursuant to Chapter 4723. (Nursing Practice Act) or 4731. (Medical
Practice Act) of the Revised Code and authorized by such chapters to administer
drugs in the course of their professional practice by the use of contingency drug
supplies pursuant to the provisions of paragraph (A)(2) of this rule. A registered
LICENSED pharmacist shall be available for emergencies when the institutional
pharmacy is closed.

Contingency drugs shall be used only in the absence of a registered LICENSED
pharmacist, and shall be stored in a locked cabinet(s) or other enclosure(s)
constructed and located outside of the institutional pharmacy. The storage area
must be sufficiently secure to deny access, without obvious damage, to
unauthorized persons. The pharmacist-in-charge shall:

@) Designate those who may obtain access to the drug supply;

(b)  Determine, in conjunction with the appropriate interdisciplinary com-
mittees, the drugs that are to be included in the contingency drug supply;

(c) Ensure that such drugs are properly labeled and packaged in sufficient
quantities to provide drug therapy during the period when the institutional
pharmacy is not open,;

(d)  Provide controls adequate to prevent diversion of the drugs, and institute
recordkeeping procedures to account adequately for the drugs when used
and who obtained the drugs from the drug supply;

(e)  Provide procedures for the inspection of the contingency drug inventory to
assure proper utilization and replacement of the drug supply.

For a pharmacy located on the premises of the institutional facility, when a drug
is not available from the contingency drug supply and such drug is required to
treat the immediate needs of an inpatient or outpatient whose health would
otherwise be jeopardized, such drug may be obtained from the institutional
pharmacy pursuant to written policies and procedures implemented by the
pharmacist-in-charge.

@) The policies and procedures shall:

@ Identify the personnel authorized to access the pharmacy and the
conditions under which access may be gained to the pharmacy;

(i) Ensure a minimum of two employees of the institution, one of whom
shall be a health care professional licensed pursuant to Chapter
4723. (Nursing Practice Act) or 4731. (Medical Practice Act) of the
Revised Code and authorized by such chapter to administer drugs in
the course of their professional practice, to accompany each other
when accessing the pharmacy;

(iii)  Provide a written record documenting emergency access to the
pharmacy. Such record shall include the names and titles of all



institutional personnel accessing the pharmacy, date and time of
access, the name and quantity of drugs obtained, the name of the
patient, and the name of the ordering practitionrer PRESCRIBER.

(b)  The written record of each access to the institutional pharmacy when it is
closed and a pharmacist is not present shall be filed, within twenty-four
hours, with the pharmacist-in-charge and maintained in the pharmacy for
three years.

Supplies of dangerous drugs may be maintained in patient care areas according to
written policies and procedures developed and implemented by the pharmacist-in-
charge. The policies and procedures shall:

(1)  Provide for a limited quantity of dangerous drugs to be maintained at any one
location;

(2)  Provide for the proper storage and labeling of all such drugs;

(3)  Provide for storage in a secure area. If dangerous drugs cannot be stored in a
secure area, they shall be stored in a container which is sealed with a tamper-
evident seal that must be broken to gain access to the drugs;

“4) Provide for notification of the pharmacist-in-charge, or designated pharmacist,
when the dangerous drug supply has been accessed and/or drugs used,;

(5)  Provide for replacement of the drugs used, and the dangerous drug supply to be
re-sealed;

(6) Provide for inspection of the dangerous drug supply, on a regular basis, to detect
unauthorized use of such drugs and which drugs have exceeded their expiration
or beyond-use date;

(7)  Provide adequate recordkeeping procedures to document the disposition of drugs
from the supply.

Security

(1)  All areas occupied by an institutional pharmacy shall be capable of being secured
by key, or other effective mechanism, so as to prevent access by unauthorized
personnel.

2) In the absence of a registered LICENSED pharmacist, steh-area ALL AREAS
OCCUPIED BY AN INSTITUTIONAL PHARMACY shall be secured so as to prevent
access by unauthorized personnel.

(3) The pharmacist-in-charge shall develop and implement policies and procedures
which will prevent DETECT AND DETER the diversion and/or adulteration of drugs.

4729-17-04 Records; institutional facility pharmacy.

The pharmacist-in-charge shall be responsible for maintaining the following records:

(A)

A record of all drugs purchased, the quantity received, and the name, address, and
wholesale distributor registration number of the person from whom the drugs were
purchased.

All drug orders and dispensing records ferdrugsforpatients RELATING TO THE
PRACTICE OF PHARMACY. Such drug orders and dispensiftg records may be micro-

filmed or retained by any process providing an exact duplicate of the original order. In
addition, if an alternate recordkeeping system is utilized these records may be stored
on etectronic, magnetic, Hight, taser,-oroptic media—Anysuch ANY storage mediamust
meet MEDIUM THAT MEETS industry standards for quality and krave HAS stability for a
period of at least three years. Records on an automated data processing system, or
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(D)

subsequent storage of such records, must be readily retrievable (via CRT display or
hard-copy printout), within seventy-two hours.

a)

(€)]

Records of drugs dispensed shall include, but s ARE not limited to;:
(@  the THE name, strength, and quantity of drugs dispensed;
(b) the THE date of dispensing;

()  the THE name of the inpatient to whom, or for whose use, the drug was
dispensed; and

(d) positive POSITIVE identification of ALL PHARMACISTS INVOLVED IN the
dispensing pharmacist.

ALL OTHER RECORDS RELATING TO THE PRACTICE OF PHARMACY OTHER THAN
DISPENSING SHALL INCLUDE, BUT ARE NOT LIMITED TO:

(@  THE NAME OF THE INPATIENT TO WHOM, OR FOR WHOSE BENEFIT, THE
ACTIVITY WAS PERFORMED;

(b) THE PRACTICE OF PHARMACY ACTIVITY PERFORMED;
()  THE RESULTS OF THE ACTIVITY, IF APPLICABLE; AND

(d)  POSITIVE IDENTIFICATION OF ALL PHARMACISTS INVOLVED IN THE
ACTIVITY, IDENTIFYING THE FUNCTION PERFORMED BY EACH PHARMACIST.

Records of drugs dispensed for outpatients shall be maintained pursuant to rule
4729-5-27 of the Administrative Code.

A record of all drugs compounded or repackaged for use only within the institution,
which shall include at least the following:

1)
(2)
(3)
“4)
(5)
(6)
@)

Name of drug, strength, QUANTITY, and dosage form;
Manufacturer’s or distributor’s control number;
Manufacturer’s or distributor’s name, if a generic drug is used;
Pharmacy control number;

Manufacturer’s or distributor’s expiration date;

The pharmacy’s expiration date or beyond-use date;

Positive identification of the registered LICENSED pharmacist responsible for the
compounding or repackaging of the drug.

A record of the distribution of dangerous drugs to other areas of the institution for
administration or use as described in paragraph (B) of rule 4729-17-03 of the Admini-
strative Code, which shall include at least the following:

1)
(2)
3)
4)

(5)

The name, strength, dosage form, and amount of drug distributed;
The area receiving the drug;
The date distributed;

Positive identification of the individual receiving the drug if it is a controlled
substance;

The area of the institution receiving the dangerous drug shall make a record of all
such drugs administered to patients. Such records shall include at least the fol-
lowing:
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(a) Name of the patient;

(b) Name, dosage form, and strength when applicable of the drug;
(o) Date and time the drug was administered;

(d) Quantity administered;

(e)  Positive identification of the personnel administering the drug.

All records shall be maintained for a period of three years in a readily retrievable
manner pursuant to section 4729.37 of the Revised Code.

4729-17-05 Controlled substance recordkeeping.

(A)

ALL CONTROLLED SUBSTANCES DISPENSED TO INPATIENTS IN AN INSTITUTIONAL
FACILITY IN QUANTITIES EXCEEDING A SEVENTY-TWO-HOUR SUPPLY SHALL BE
DISPENSED AND MAINTAINED ACCORDING TO THE FOLLOWING REQUIREMENTS:

a

ALL CONTROLLED SUBSTANCES DISPENSED IN QUANTITIES EXCEEDING A
SEVENTY-TWO-HOUR SUPPLY SHALL BE PACKAGED IN TAMPER-EVIDENT,
UNIT-OF-USE CONTAINERS EXCEPT MULTIDOSE LIQUIDS AND INJECTABLES
WHERE UNIT-OF-USE PACKAGING IS NOT AVAILABLE;

THE DRUGS SHALL BE STORED IN A SECURE LOCATION WITH ACCESS LIMITED
TO AUTHORIZED INDIVIDUALS;

A PROOF-OF-USE SHEET OR OTHER BOARD-APPROVED RECORDKEEPING SYSTEM
SHALL BE MAINTAINED FOR EACH DRUG AND SHALL INCLUDE AT LEAST, BUT IS
NOT LIMITED TO, THE FOLLOWING INFORMATION:

(@  PATIENT NAME,

DATE AND TIME OF ACCESS,

THE POSITIVE IDENTIFICATION OF THE PERSON DOING THE
ADMINISTRATION, AND, IF APPLICABLE,

(b)
() DRUG NAME, STRENGTH, AND QUANTITY OBTAINED,
d)

(e)  THE POSITIVE IDENTIFICATION OF BOTH THE PERSON AND THE WITNESS
WHO WASTE A PARTIAL DOSE OF A CONTROLLED SUBSTANCE;

AT EVERY CHANGE OF SHIFT, A RECONCILIATION MUST BE CONDUCTED BY
BOTH THE LEAVING AND ARRIVING HEALTH CARE PROFESSIONAL RESPONSIBLE
FOR THE SECURITY OF THESE DRUGS IN THE AREA IN WHICH THEY ARE STORED
AND MUST INCLUDE AT LEAST THE FOLLOWING:

(@ A PHYSICAL COUNT AND RECONCILIATION OF THE CONTROLLED
SUBSTANCES AND PROOF-OF-USE SHEETS, IF APPLICABLE, TO ENSURE THE
ACCOUNTABILITY OF ALL DOSES,

(b) AN INSPECTION OF THE PACKAGING TO ENSURE ITS INTEGRITY,

()  THE POSITIVE IDENTIFICATION OF THE PERSONS CONDUCTING THE
RECONCILIATION, AND

(d) THE IMMEDIATE REPORTING OF ANY UNRESOLVED DISCREPANCY TO THE
APPROPRIATE PEOPLE WITHIN THE INSTITUTION. A PHARMACIST AT THE
PHARMACY DEPARTMENT RESPONSIBLE FOR THE TERMINAL DISTRIBUTOR
OF DANGEROUS DRUGS LICENSE MUST BE ONE OF THOSE NOTIFIED.
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All controlled substances maintained as stock in areas outside of the pharmacy pur-
suant to paragraph (B) of rule 4729-17-03 of the Administrative Code shall meet the
following requirements, unless they are stored in a secure, automated storage system
that meets the requirements of paragraph B)(C) of this rule:

M)

)

The drugs shall be stored in a secure location with access limited to authorized
individuals;

A proof-of-use sheet or other board approved recordkeeping system shall be
maintained for each drug and shall include at least, but is not limited to, the
following information:

(a) Patient name,
(b) Date and time of access,
() Drug name, strength, and quantity obtained,

(d)  The positive identification of the person doing the administration, and, if
applicable,

(e) The positive identification of both the person and the witness who waste
a partial dose of a controlled substance;

At every change of shift, a reconciliation must be conducted by both the leaving
and arriving health care professional responsible for the security of these drugs
in the area in which they are stored and must include at least the following:

(a) A physical count and reconciliation of the controlled substances and
proof-of-use sheets, if applicable, to ensure the accountability of all
doses,

(b)  Aninspection of the packaging to ensure its integrity,

(c)  The positive identification of the persons conducting the reconciliation,
and

(d) The immediate reporting of any unresolved discrepancy to the
appropriate people within the institution. Fhe A PHARMACIST AT THE
PHARMACY DEPARTMENT responsible persen for the terminal distributor
of dangerous drugs license must be one of those notified;

All controlled substances shall be packaged in tamper-evident containers
except multidose liquids and injectables where unit-of-use packaging is not
available.

All controlled substances maintained as stock in areas outside of the pharmacy
pursuant to paragraph (B) of rule 4729-17-03 of the Administrative Code that are
stored in a secure, automated storage system shall be handled as in paragraph A)}B)
of this rule unless the automated storage system meets all of the following require-
ments:

)

(2)

The drugs shall be stored in a secure location with access limited to authorized
individuals;

The system shall document the positive identification of every person accessing
the system and shall record the date and time of access;

A recordkeeping system shall be maintained that shall include at least, but is
not limited to, the following information:

(a) Patient name,

(b) Date and time of access,



(c) Drug name, strength, and quantity removed,

(d)  The positive identification of the person removing the drug, and, if
applicable,

(e)  The positive identification of both the person and the witness who waste
a partial dose of a controlled substance;

(4) Periodically, the responsible person shall cause a reconciliation of the auto-
mated storage system to be conducted which must include at least the
following:

(@ A physical count and reconciliation of the controlled substances to ensure
the accountability of all doses,

(b)  Aninspection of the packaging to ensure its integrity,

(c) The positive identification of the persons conducting the reconciliation,
and

(d) The immediate reporting of any unresolved discrepancy to the
appropriate people within the institution. Fhe A PHARMACIST AT THE
PHARMACY DEPARTMENT responsible persen for the terminal distributor
of dangerous drugs license must be one of those notified;

(5)  Access to all controlled substances stored in the automated storage system
shall be limited to one drug and strength at a time;

(6)  All controlled substances stored in the automated storage system shall be pack-

aged in tamper-evident containers, unless the system only allows access to one
dose at a time.

4729-17-08 Minimum standards for an institutional facility pharmacy.

(A) Library

(1)  Current federal and state laws, regulations, and rules governing the legal distri-
bution of drugs in Ohio;

(2)  The pharmacy shall carry and utilize the references necessary to conduct a phar-
macy in a manner that is in the best interest of the patients served and to comply
with all state and federal laws; and

(3) Telephone number of thenearest A poison control center.

(B) Drug inventory, fixtures, and space

(1)  The inventory of drugs and equipment shall be commensurate with the scope of
pharmacy services provided, and housed in suitable, well-lighted and
well-ventilated room(s), in a clean and sanitary area.

(2)  All areas where drugs are stored shall be maintained at temperatures which will
ensure the integrity of the drugs prior to their dispensing or administration as
stipulated by the USP/NF and/or the manufacturer’s or distributor’s labeling.

(3)  All areas where drugs are stored shall provide adequate physical security to
prevent DETER AND DETECT their diversion and/or adulteration.

4729-17-09 Drug orders for patients of an institutional facility.

(A)  Drugs shall be dispensed by a pharmacist for inpatients pursuant to an original patient-
specific order issued by a prescriber.
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D)

(1)  Oral orders issued by a prescriber for inpatients of an institutional facility may be
transmitted to a pharmacist by personnel authorized by, and in accordance with,
written policies and procedures of the facility. Such orders shall be recorded by
the pharmacist, noting the full name(s) of the authorized personnel transmitting
the order. Oral orders issued by a prescriber and transmitted by authorized
personnel shall be verified by the prescriber using positive identification within a
reasonable time and as required by the written policies and procedures of the
facility.

(2)  Drug orders for inpatients of an institutional facility transmitted to a pharmacist
by use of a facsimile machine to facsimile machine transfer shall be transmitted
by personnel authorized by, and in accordance with, written policies and proced-
ures of the facility. The pharmacist receiving the facsimile shall have in place
written policies and procedures allowing only authorized personnel access to the
drug order facsimile. The pharmacist shall maintain the facsimile showing the
origin of the order as a part of the drug order record. This facsimile must be
maintained if it is the only record showing the pharmacist responsible for dis-
pensing the drug.

(3)  Drug orders for inpatients of an institutional facility transmitted to a pharmacist
by use of a STATE board OF PHARMACY approved paperless automated data
processing system may be considered an original order for the dispensing of
drugs. Access to such system for entering and transmitting original orders shall
be restricted to licensed health care practitioners PROFESSIONALS using positive
identification. If the licensed health care practitioner PROFESSIONAL entering the
order into the system is not the prescriber, there shall be a system in place
requiring the positive identification of the prescriber for each order which shall be
available in a readily retrievable fashion. With such a system, the institutional
pharmacy director or responsible pharmacist shall have in place written policies
and procedures allowing only authorized personnel in the pharmacy access to the
drug orders.

All orders for drugs for inpatients shall include, but are not limited to, at least the
following:

M) Name of patient;

(2) Name, strength, and dosage form of drug;

(3) Directions for use, including route of administration if other than oral;
(4) Date prescribed; and

(5)  Prescriber’s positive identification.

Drugs shall be dispensed for outpatients pursuant to an original order of a prescriber.
All orders for the dispensing of drugs to outpatients shall, at a minimum, conform to
rule 4729-5-30 of the Administrative Code, shall be labeled in accordance with rule
4729-5-16 of the Administrative Code, and the records shall be maintained in accord-
ance with rule 4729-5-27 of the Administrative Code.

An original signed prescription for a schedule Il controlled substance prepared in
accordance with federal and state requirements and issued for a resident in a long term
care facility may be transmitted by the prescriber or the prescriber’s agent to the dis-
pensing pharmacy by facsimile. The facsimile shall serve as the original written
prescription and shall be received and maintained as in paragraph (D) of rule 4729-5-30
of the Administrative Code. The original signed prescription must remain with the
patient’s records at either the prescriber’s office or the long term care facility.

4729-17-10 Labeling of prescriptions for patients of an institutional facility.

A)

All dangerous drugs dispensed for use by inpatients in an institutional facility, whereby
the drug is not in the possession of the ultimate user prior to administration, shall meet
the following requirements:



1)

)

3)

The label of a single unit package of an individual-dose or unit-dose system of
packaging of drugs shall include:

®

The non-proprietary or proprietary name of the drug;
The route of administration, if other than oral;

The strength and volume, where appropriate, expressed in the metric system
whenever possible;

The control number and expiration date;

Identification of the manufacturer, packer or distributor, or if the repackager
is the dispensing pharmacy identification of the repackager, shall be by name
or by the final six digits of their terminal distributor of dangerous drugs
license number, and such identification shall be clearly distinguishable from
the rest of the label;

Special storage conditions, if required.

When a multiple-dose drug distribution system is utilized, including dispensing of
single unit packages, the drugs shall be dispensed in a container to which is affixed
a label containing the following information:

Identification of the dispensing pharmacy;

The patient’s name;

The date of dispensing;

The non-proprietary and/or proprietary name of the drug;

The strength, expressed in the metric system whenever possible.

Multiple drugs may be packaged in the same container such that the different
drugs are in contact with each other only under the following conditions:

The number of drugs placed in one package cannot exceed the capability of
the receptacle to prevent damage to the dosage forms.

The quantity dispensed may not be more than a thirty-one-day supply.

The labels must be of sufficient size to properly and clearly label a thirty-
one-day or less supply with all information required by state and federal
law including accessory labels.

Each individual package must include a beyond-use date of not more than
forty-five SIXTY days from the date the drugs were placed in the package.

Medications which have been dispensed PACKAGED in multi-dose pack-
aging may not be returned to stock or redispensed when returned to the
pharmacy for any reason.

When THE DRUGS ARE NOT IN THE POSSESSION OF THE ULTIMATE USER
AND any one drug within each individual package has been discontinued,
all drugs in the individual package are deemed adulterated and they may
not be used ADMINISTERED.

The packaging is
priorto-administration-by thepatient-orcaregiver TAMPER-EVIDENT.

Any pharmacist/pharmacy using multi-dose packaging must implement
policies and procedures which will exclude drugs having the following
characteristics from such packaging:
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(i) The U.S.P. monograph or official labeling requires dispensing in the
original container;

(ii)  The drugs or dosage forms are incompatible with packaging
components or each other;

(iii)  The drugs are therapeutically incompatible when administered
simultaneously;

(iv)  The drug products require special packaging.
(4) At least the name of the patient must be placed on all medication containers too
small to bear a complete label and dispensed in a container bearing a complete
label.

All drugs dispensed to inpatients for self-administration shall be labeled in accordance
with paragraphs (A), (B), and (C) of rule 4729-5-16 of the Administrative Code.

Whenever any drugs are added to parenteral solutions, such admixtures shall bear a
distinctive label indicating:

(1)  The patient’s name;

(2) The name and amount of the parenteral solution;

(3) The name and amount of the drug(s) added;

(4) The expiration date or beyond-use date;

(5) The name and address of the institutional facility pharmacy;

(6) Cautionary statements, if required.

4729-17-13 D.E.A. numbers for hospital employed practitiornnrers PHYSICIANS.

(A)

B)

©

(D)

A person authorized to write prescriptions pursuant to paragraph (B) of rule 4729-5-15 of
the Administrative Code who is employed as a staff practitionrer PHYSICIAN of a hospital,
is not individually registered under the provisions of the controlled substances act and,
therefore, does not possess a "Drug Enforcement Administration" (D.E.A.) number, may
administer, dispense, and prescribe controlled substances under the registration of the
hospital.

A person pursuing an approved training program within the jurisdiction of the hospital
and authorized to write prescriptions pursuant to paragraph (B) of rule 4729-5-15 of the
Administrative Code may administer, dispense, or prescribe controlled substances under
the registration of the hospital. Persons pursuing such approved training programs may
function in sites outside the physical confines of the hospital only if such sites are part of
the training program and the persons are under the employment and jurisdiction of the
hospital administering the approved program. While functioning in the outside sites, such
persons may continue to use the internal code assigned by the hospital administering the
approved program, upon mutual agreement of the hospital and the outside site.

The administering, dispensing, or prescribing must be done in the usual course of his/her
professional practice and only within the scope of his/her employment.

Each person so authorized must be assigned a specific internal code number by the
hospital which will be used as a suffix to the hospital D.E.A. registration number. Such
internal code number shall consist of numbers, letters, or a combination thereof and shall
be preceded by a hyphen. A list of the internal codes and the corresponding individual
practitioners PHYSICIANS must be kept by the hospital and made available at all times to
other registrants, STATE board of pharmacy designated agents, investigators of the state
medical board, and federal, state, county, or municipal law enforcement agencies for
verification.



4729-19-01 Definitions.

(A)

®)

As used in €hapters4729-+to4729-19-of the Administrative Code:

(1)  “Biological safety cabinet” means a containment unit suitable for the preparation
of low to moderate risk agents where there is a need for protection of the pro-
duct, personnel, and environment according to “National Sanitation Foundation
(NSF) Standard 49”.

(2) “Class 100 environment” means an atmospheric environment which contains less
than one hundred particles of 0.5 microns in diameter per cubic foot of air
according to “Federal Standard 209D.”

(3) “Compounding facility” means a site licensed as a terminal distributor of danger-
ous drugs where the compounding of sterile product prescriptions occurs.

(4) “Cytotoxic” means a drug that has been shown to be carcinogenic or mutagenic to
humans through active or passive exposure.

(5)  “Parenteral” means a sterile preparation of drugs for injection through one or
more layers of the skin.

(6)  “Sterile product” means a dosage form free of living micro-organisms
MICROORGANISMS (aseptic).

Compounded sterile product prescriptions include, but are not limited to, the following
preparations:

(1)  Total parenteral nutrition (TPN) solutions;

2) Parenteral analgesic drugs;

3) Parenteral antibiotics;

(4) Anti-neoptastic PARENTERAL ANTINEOPLASTIC agents;
(5)  Htectrotytes PARENTERAL ELECTROLYTES;

(6) Vitamins PARENTERAL VITAMINS;

(7) lIrrigating fluids;

(8)  Ophthalmic preparations.

Sterile product prescriptions shall not include commercially manufactured products that
do not require compounding prior to dispensing.

4729-19-02 Prescriptions for sterile products.

(A)

Sterile product prescriptions must meet the requirements of rule 4729-5-30 of the
Administrative Code, except that a sterile product prescription prepared in accordance
with federal and state requirements that is for a schedule Il narcotic substance to be
compounded for the direct administration to a patient by parenteral, intravenous, intra-
muscular, subcutaneous, or intraspinal infusion may be transmitted by the practitioner
PRESCRIBER or the practitionrer’s PRESCRIBER'S agent to the dispensing pharmacy by
facsimile. The facsimile shall serve as the original written prescription and shall be
received and maintained as in paragraphs (D) and (K) of rule 4729-5-30 of the Admini-
strative Code. The original signed prescription must remain with the patient’s records
at the practitioner’s PRESCRIBER'S office or the institutional facility where it was issued.



(B) THE REQUIREMENTS FOR STERILE PRODUCT PRESCRIPTIONS RECEIVED BY A FLUID
THERAPY PHARMACY ARE AS SPECIFIED IN RULE 4729-31-02 OF THE ADMINISTRATIVE
CODE.

4729-19-03 Labeling.

(A) No sterile product prescription may be dispensed to an outpatient unless the container
in which such prescription is dispensed is labeled pursuant to rule 4729-5-16 of the
Administrative Code nor to an inpatient unless the container in which such prescription
is dispensed is labeled pursuant to rule 4729-17-10 of the Administrative Code. In
addition, the label shall include the beyond-use date of the final preparation.

(B) THE REQUIREMENTS FOR THE LABELING OF STERILE PRODUCT PRESCRIPTIONS IN A FLUID
THERAPY PHARMACY ARE AS SPECIFIED IN RULE 4729-31-03 OF THE ADMINISTRATIVE
CODE.

4729-19-04 Minimum standards for compounding parenteral or sterile product
prescriptions.

(A) A compounding facility shall meet the minimum standards for institutional facility and
heatth—carefacitity pharmacies pursuant to rule 4729-17-08 of the Administrative Code.

(B) A policy and procedure manual shall be prepared and maintained regarding the com-
pounding, dispensing, and delivery of sterile product prescriptions.

(1)  The policy and procedure manual shall include a quality assurance program for
the purpose of monitoring personnel qualifications, training and performance,
product integrity, equipment, facilities, and guidelines regarding patient educa-
tion.

(2)  The policy and procedure manual shall include policies and procedures for
cytotoxic waste, if applicable.

(3) The policy and procedure manual shall be current and available for inspection
AND COPYING by a STATE board of pharmacy designated agent.

(C)  Physical requirements

(1)  The facility shall have a designated area with access limited to authorized per-
sonnel for preparing parenteral and sterile products. This area shall be isolated
from other areas and must be designed to avoid unnecessary traffic and airflow
disturbances from activity within the controlled area. It shall be used only for the
preparations of these specialty products, It shall be of sufficient size to accom-
modate a laminar airflow hood and to provide for the proper storage of drugs and
supplies under appropriate conditions of temperature, light, moisture, sanitation,
ventilation, and security.

(2)  The facility compounding parenteral and sterile product prescriptions shall have:

(@  Appropriate environmental control devices capable of maintaining at least
class 100 conditions in the work place where critical objects are exposed
and critical activities are performed; furthermore, these devices are to be
capable of maintaining class 100 conditions during normal activity.
Examples of appropriate devices include laminar airflow hoods and zonal
laminar flow of high efficiency particulate air (HEPA) filtered air;

(b)  Appropriate disposal containers for used needles, syringes, etc. and, if
applicable, for cytotoxic waste from the preparation of chemotherapy
agents;

(c)  Appropriate environmental control including approved biohazard cabinetry
when cytotoxic drug products are prepared;



(3]

F)

(3)

(4)

(5)

(d) Infusion devices and equipment, if appropriate;
(e)  Appropriate temperature-controlled transport containers.

The facility shall maintain supplies adequate to maintain an environment suitable
for the aseptic preparation of sterile products.

The facility shall have sufficient current reference materials related to sterile
products to meet the needs of the facility staff.

The compounding of sterile products shall be done within a class 100 environ-
ment except in an emergency situation when the product is required to treat the
immediate needs of a patient whose health would otherwise be jeopardized.

Delivery service

The responsible person shall assure the environmental control of all products shipped
to the patient.

Disposal of cytotoxic and/or hazardous waste

The responsible person shall assure that there is a system for the disposal of cytotoxic
and/or hazardous waste in a manner so as not to endanger the public health.

Cytotoxic drugs

The following requirements are necessary for those facilities that prepare cytotoxic
drugs to ensure the protection of the personnel involved:

1)

()

(3)

“4)

(5)

(6)

All cytotoxic drugs shall be compounded in a vertical flow, Class I, biological
safety cabinet. Other products should not be compounded in this cabinet.

Protective apparel shall be worn by personnel compounding cytotoxic drugs. This
shall include at least gloves and gowns with tight cuffs.

Appropriate safety and containment techniques for compounding cytotoxic drugs
shall be used in conjunction with the aseptic techniques required for preparing
sterile products.

Disposal of cytotoxic waste shall comply with all applicable local, state, and
federal requirements.

Written procedures for handling both major and minor spills of cytotoxic agents
shall be developed and shall be included in the policy and procedure manual.

Prepared doses of cytotoxic drugs shall be dispensed, labeled with proper pre-
cautions inside and outside, and shipped in a manner to minimize the risk of
accidental rupture of the primary container.

Patient training

Whenever possible, a pharmacist shall be involved in discussing with each patient
receiving an outpatient parenteral or sterile product prescription, or the caregiver of
such individual, the following matters:

1)
(2)
(3)
4)

Dosage form, dosage, route of administration, and duration of drug therapy;
Special directions and precautions for preparation and administration;
Proper storage; and

Stability or incompatibilities of the medication.

Quality assurance



There shall be a documented, ongoing quality assurance control program that monitors
personnel performance, equipment, and facilities.

(1)  All clean rooms and laminar flow hoods shall be certified for operational effi-
ciency at least every six months. Appropriate records shall be maintained.

(2)  There shall be written procedures developed requiring appropriate sampling if
microbial contamination is suspected.

(3)  If bulk compounding of parenteral or sterile products is performed using non-
sterile chemicals, extensive end-product testing must be documented prior to the
release of the product from quarantine. This process must include appropriate
tests for particulate matter and testing for pyrogens.

(4)  There shall be written justification for the chosen beyond-use dates of
compounded products.

4729-29-01 REASONABLE ATTEMPT TO CONTACT AND CONFER.

AS USED IN SECTION 4729.39 OF THE REVISED CODE, A “REASONABLE ATTEMPT TO CONTACT
AND CONFER” SHALL BE DEEMED TO HAVE OCCURRED IF THE PHARMACIST PROVIDES THE
PHYSICIAN WITH NOTIFICATION OF THE INTENDED ACTION TO BE TAKEN PURSUANT TO THE
CONSULT AGREEMENT AND PROVIDES THE PHYSICIAN WITH THE OPPORTUNITY TO RESPOND
IN A TIMELY MANNER. SUCH NOTIFICATION MAY INCLUDE, BUT IS NOT LIMITED TO, ONE OF
THE FOLLOWING METHODS:

(A)  PERSONALLY MEETING WITH THE PHYSICIAN;

(B) TELEPHONE DISCUSSION WITH THE PHYSICIAN;

(C)  FACSIMILE IN A MANNER THAT CONFIRMS DELIVERY;
(D) ELECTRONIC MAIL THAT CONFIRMS DELIVERY;
(E)

ANY OTHER METHOD IN WRITING THAT REACHES THE PHYSICIAN IN A TIMELY MANNER;
OR

ANY OTHER METHOD OF NOTIFICATION AS OUTLINED IN THE CONSULT AGREEMENT
BETWEEN THE PHARMACIST AND PHYSICIAN THAT MIGHT REASONABLY BE EXPECTED TO
ALLOW FOR THE NOTIFICATION OF THE PHYSICIAN PRIOR TO THE IMPLEMENTATION OF
THE INTENDED ACTION,

G

4729-29-02 PHARMACIST AS AGENT.

FOR THE PURPOSE OF IMPLEMENTING ANY ACTIONS INITIATED AS A RESULT OF A CONSULT
AGREEMENT WHEREBY THE CONSULTING PHARMACIST IS NOT THE DISPENSING PHARMACIST
OR THE PERSON ADMINISTERING THE DOSAGE ORDERED, THE CONSULTING PHARMACIST
SHALL BE DEEMED TO BE ACTING AS THE AGENT OF THE CONSULTING PHYSICIAN AS THE
TERM AGENT IS USED IN RULE 4729-5-30 OF THE ADMINISTRATIVE CODE UNLESS THE
PHYSICIAN HAS SPECIFIED OTHERWISE IN THE CONSULT AGREEMENT. THE PHARMACIST’S
COPY OF THE SIGNED CONSULT AGREEMENT SHALL BE MADE AVAILABLE TO THE DISPENSING
PHARMACIST OR THE PERSON ADMINISTERING THE DOSAGE ORDERED IF IT IS REQUESTED IN
ORDER TO PROVE THE RIGHT OF THE PHARMACIST TO ACT IN THIS MANNER.

4729-29-03 RECORDS.

AS REQUIRED BY SECTION 4729.39 OF THE REVISED CODE, ALL CONSULT AGREEMENTS AND
THE RECORDS OF ACTIONS TAKEN PURSUANT TO SUCH CONSULT AGREEMENTS SHALL BE IN
WRITING. THE PHARMACIST SHALL MAINTAIN THESE RECORDS IN SUCH A MANNER THAT

THEY ARE READILY RETRIEVABLE FOR AT LEAST THREE YEARS FROM THE DATE OF THE LAST
ACTION TAKEN UNDER THE CONSULT. SUCH CONSULT AGREEMENTS SHALL BE CONSIDERED



CONFIDENTIAL PATIENT RECORDS AND ARE THEREFORE SUBJECT TO THE REQUIREMENTS OF
RULE 4729-5-29 OF THE ADMINISTRATIVE CODE.

4729-29-04 THERAPY MANAGEMENT BY FORMULARY.

THE REQUIREMENTS OF SECTION 4729.39 OF THE REVISED CODE DO NOT APPLY WITHIN AN
INSTITUTIONAL FACILITY AS DEFINED IN RULE 4729-17-01 OF THE ADMINISTRATIVE CODE
WHEN THE PHARMACISTS ARE FOLLOWING THE REQUIREMENTS OF A FORMULARY SYSTEM
THAT WAS DEVELOPED PURSUANT TO SECTION 4729.381 OF THE REVISED CODE.

4729-31-01 DEFINITIONS.

AS USED IN THIS CHAPTER OF THE ADMINISTRATIVE CODE:

(A)  “FLUID THERAPY PHARMACY” MEANS A PHARMACY WHERE THE PRIMARY PURPOSE IS TO
COMPOUND AND DISPENSE PARENTERAL COMPOUNDED STERILE PRODUCT PRESCRIP-
TIONS. SUCH A PHARMACY MUST COMPLY WITH THE MINIMUM STANDARDS FOR
COMPOUNDING PARENTERAL OR STERILE PRODUCT PRESCRIPTIONS AS DEFINED IN RULE
4729-19-04 OF THE ADMINISTRATIVE CODE.

(B) “COMPOUNDED STERILE PRODUCT PRESCRIPTION” SHALL HAVE THE SAME MEANING AS
IN RULE 4729-19-01 OF THE ADMINISTRATIVE CODE.

4729-31-02 PRESCRIPTIONS FOR STERILE PRODUCTS.

WHEN PREPARED IN A FLUID THERAPY PHARMACY, DRUGS SHALL BE DISPENSED BY A PHARMA-
CIST PURSUANT TO AN ORIGINAL PATIENT-SPECIFIC ORDER ISSUED BY A PRESCRIBER.

(A) ORAL ORDERS, WHERE PERMITTED BY LAW, ISSUED BY A PRESCRIBER FOR PATIENTS OF A
FLUID THERAPY PHARMACY MAY BE TRANSMITTED TO A PHARMACIST BY A PRESCRIBER
OR A PRESCRIBER’S AGENT. SUCH ORDERS SHALL BE RECORDED BY THE PHARMACIST
NOTING THE FULL NAME OF THE AUTHORIZED PERSONNEL TRANSMITTING THE ORDER.
THE ORIGINAL SIGNED PRESCRIPTIONS MUST REMAIN WITH THE PATIENT’S RECORDS AT
THE PRESCRIBER’S OFFICE OR THE INSTITUTIONAL FACILITY WHERE IT WAS ISSUED.

(B) DRUG ORDERS FOR PATIENTS OF A FLUID THERAPY PHARMACY TRANSMITTED TO A
PHARMACIST BY THE USE OF A FACSIMILE MACHINE SHALL ONLY BE VALID IF PERMITTED
BY LAW AND IF A SYSTEM IS IN PLACE THAT WILL ALLOW THE PHARMACIST TO MAIN-
TAIN THE FACSIMILE AS A PART OF THE PATIENT'S RECORDS INCLUDING THE POSITIVE
IDENTIFICATION OF THE PRESCRIBER AND THE PRESCRIBER'S AGENT AS WELL AS
IDENTIFICATION OF THE ORIGIN OF THE FACSIMILE. THE PHARMACIST MUST RECORD
THE PRESCRIPTION IN WRITING PURSUANT TO SECTION 4729.37 OF THE REVISED CODE
OR STORE THE FACSIMILE COPY IN SUCH A MANNER THAT WILL ALLOW RETENTION OF
THE DRUG ORDER FOR THREE YEARS FROM THE DATE OF THE LAST TRANSACTION. THE
ORIGINAL SIGNED DRUG ORDER FROM WHICH THE FACSIMILE IS PRODUCED SHALL NOT
BE ISSUED TO THE PATIENT. THE ORIGINAL SIGNED DRUG ORDER MUST REMAIN WITH
THE PATIENT'S RECORDS AT THE PRESCRIBER'S OFFICE OR THE INSTITUTIONAL FACILITY
WHERE IT WAS ISSUED. A FACSIMILE OF A DRUG ORDER RECEIVED BY A PHARMACIST IN
ANY MANNER OTHER THAN TRANSMISSION DIRECTLY FROM THE PRESCRIBER OR THE
PRESCRIBER’S AGENT SHALL NOT BE CONSIDERED A VALID PRESCRIPTION, EXCEPT AS A
COPY.

(C)  ALL DRUG ORDERS FOR PATIENTS OF A FLUID THERAPY PHARMACY SHALL INCLUDE, BUT
ARE NOT LIMITED TO, AT LEAST THE FOLLOWING:

(1)  NAME AND ADDRESS OF THE PATIENT;
(2)  NAME, STRENGTH, AND DOSAGE FORM OF THE DRUG;

(3) DIRECTIONS FOR USE, INCLUDING ROUTE OF ADMINISTRATION IF OTHER THAN
ORAL;



(4) DATE PRESCRIBED;
(5)  PRESCRIBER’S POSITIVE IDENTIFICATION;

(6) LENGTH OF THERAPY OR TOTAL QUANTITY TO BE DISPENSED.

4729-31-03  LABELING.

WHEN PREPARED IN A FLUID THERAPY PHARMACY, NO COMPOUNDED PARENTERAL PRODUCT
PRESCRIPTION MAY BE DISPENSED UNLESS A LABEL IS AFFIXED TO THE CONTAINER IN WHICH
SUCH DRUG IS DISPENSED AND SUCH LABEL INCLUDES:

(A)

(B)
©
D)
(E)
(3]
(@)
H)
(0]

()]

K)
(8]

THE NAME AND ADDRESS OF THE PHARMACY AS IT APPEARS ON THE TERMINAL
DISTRIBUTOR OF DANGEROUS DRUGS LICENSE;

THE NAME OF THE PATIENT FOR WHOM THE DRUG IS PRESCRIBED;

THE NAME OF THE PRESCRIBER,;

DIRECTIONS FOR USE OF THE DRUG WHICH MUST INCLUDE ROUTE OF ADMINISTRATION;
THE DATE OF DISPENSING;

ANY CAUTIONS WHICH MAY BE REQUIRED BY FEDERAL OR STATE LAW;

THE NAME OR INITIALS OF THE PHARMACIST;

THE NAME AND AMOUNT OF THE DRUG(S) ADDED;

THE NAME AND VOLUME OF THE PARENTERAL SOLUTION;

THE QUANTITY OF DRUG DISPENSED, IF APPROPRIATE;

BEYOND USE DATE;

STORAGE CONDITIONS.

4729-31-04 RECORDKEEPING.

IN A FLUID THERAPY PHARMACY, THE RESPONSIBLE PHARMACIST SHALL BE RESPONSIBLE FOR
MAINTAINING THE FOLLOWING RECORDS:

(A)

A RECORD OF ALL DRUGS PURCHASED, THE QUANTITY RECEIVED, AND THE NAME,
ADDRESS, AND WHOLESALE OR TERMINAL DISTRIBUTOR OF DANGEROUS DRUGS LICENSE
NUMBER OF THE PERSON FROM WHOM THE DRUGS WERE PURCHASED.

ALL DRUG ORDERS AND RECORDS RELATING TO THE PRACTICE OF PHARMACY. SUCH
DRUG ORDERS AND RECORDS MAY BE MICROFILMED OR RETAINED BY ANY PROCESS
PROVIDING AN EXACT DUPLICATE OF THE ORIGINAL ORDER. IN ADDITION, IF AN
ALTERNATE RECORDKEEPING SYSTEM IS UTILIZED, THESE RECORDS MAY BE STORED ON
ANY STORAGE MEDIUM THAT MEETS INDUSTRY STANDARDS FOR QUALITY AND HAS
STABILITY FOR A PERIOD OF AT LEAST THREE YEARS. RECORDS ON AN AUTOMATED
DATA PROCESSING SYSTEM, OR SUBSEQUENT STORAGE OF SUCH RECORDS, MUST BE
READILY RETRIEVABLE (VIA CRT DISPLAY OR HARD-COPY PRINTOUT), WITHIN
SEVENTY-TWO HOURS.

(1) RECORDS OF DRUGS DISPENSED SHALL INCLUDE, BUT ARE NOT LIMITED TO:
(@  THE NAME, STRENGTH, AND QUANTITY OF DRUGS DISPENSED;

(b) THE DATE OF DISPENSING;



()  THE NAME OF THE PATIENT TO WHOM, OR FOR WHOSE USE, THE DRUG WAS
DISPENSED;

(d)  POSITIVE IDENTIFICATION OF ALL PHARMACISTS INVOLVED IN EACH
FUNCTION OF THE DISPENSING; AND

(e) DISPOSAL RECORD OF ANY UNUSED DRUG(S).

(2)  ALL OTHER RECORDS RELATING TO THE PRACTICE OF PHARMACY OTHER THAN
DISPENSING SHALL INCLUDE, BUT NOT LIMITED TO:

(@  THE NAME OF THE INPATIENT TO WHOM, OR FOR WHOSE BENEFIT THE
ACTIVITY WAS PERFORMED;

(b)  THE PRACTICE OF PHARMACY ACTIVITY PERFORMED;
(c)  THE RESULTS OF THE ACTIVITY, IF APPLICABLE; AND

(d)  POSITIVE IDENTIFICATION OF ALL PHARMACISTS INVOLVED IN EACH
FUNCTION OF THE ACTIVITY.

(C) A RECORD OF ALL DRUGS COMPOUNDED WHICH SHALL INCLUDE AT LEAST THE FOL-
LOWING:

(1) NAME OF DRUG, STRENGTH, AND DOSAGE FORM,;

(2)  QUANTITY OF DRUG(S) ADDED TO EACH CONTAINER,;

(3) DISPOSITION OF UNUSED DRUG(S) AND AMOUNT;

(4) MANUFACTURER'S OR DISTRIBUTOR'S CONTROL NUMBER;

(5) MANUFACTURER'S OR DISTRIBUTOR'S NAME, IF A GENERIC DRUG IS USED;

(6) PHARMACY CONTROL NUMBER, IF PREPARED IN ANTICIPATION OF PRESCRIPTION
DRUG ORDERS BASED ON ROUTINE, REGULARLY OBSERVED PRESCRIBING
PATTERNS;

(7) DATE OF COMPOUNDING;

(8) MANUFACTURER'S OR DISTRIBUTOR'S EXPIRATION DATE;

(9) THE PHARMACY'S EXPIRATION DATE OR BEYOND-USE DATE;

(10) POSITIVE IDENTIFICATION OF THE REGISTERED PHARMACIST RESPONSIBLE FOR
THE COMPOUNDING OR REPACKAGING OF EACH DRUG PRODUCT.

(D) ALL RECORDS MUST PROVIDE ACCOUNTABILITY AND ENSURE THAT PATIENTS DO NOT
RECEIVE MORE DRUGS THAN INTENDED BY THE PRESCRIBER. ALL RECORDS SHALL BE
READILY RETRIEVABLE AND UNIFORMLY MAINTAINED IN AN UNALTERABLE AND SECURE
MANNER FOR AT LEAST THREE YEARS FROM THE DATE OF THE LAST DISPENSING.

RES. 99-111 Mr. Cavendish moved that the Board approve the travel of the Executive Director to the
offices of the National Association of Boards of Pharmacy (NABP) in Chicago for the meeting
of the Committee on Law Enforcement and Legislation (January 13-15, 1999) and the New
Executive Officers Orientation (February 25-26, 1999). NABP will pay for the expenses of
the meeting, but Mr. Cavendish moved that Mr. Winsley’s attendance be considered auth-
orized work time. Mr. Lamping seconded the motion and it was approved by the Board
(Aye-7/Nay-0).



RES. 99-112

RES. 99-113

RES. 99-114

RES. 99-115

RES. 99-116

2:00 p.m.

Mr. Winsley then discussed the NABP Annual Meeting to be held in Albuquerque, New
Mexico on May 22-26, 1999. Mr. Cavendish moved that the Board approve the travel and
pay the expenses of the President, Executive Director, and Public Member to this meeting.
The time at the meeting is to be considered authorized work time for these individuals and
for the Assistant Executive Director, Tim Benedict. Mr. Lamping seconded the motion and
it was approved (Aye-7/Nay-0).

Mr. Winsley discussed Board Resolution 95-139 and asked that Frank Wickham be added
to the list of individuals who receive the Sunshine Notices without charge. Mrs. Adelman
moved that Resolution 95-139 be amended to include Frank Wickham. The motion was
seconded by Mr. Lamping and approved (Aye-7/Nay-0).

Next, Mr. Winsley presented a request for a waiver pursuant to Ohio Administrative Code
Rule 4729-5-11. Following discussion, Mr. Lamping moved that the request of Brenda
Pahl, R.Ph. for approval to serve as the responsible pharmacist at the following sites be
approved for six months:

Samaritan Hospital (02-0030000)
Peoples Hospital (02-1012750)

The motion was seconded by Mr. Cavendish and approved (Aye-6/Nay-0/Recuse-1[Abele]).

The Board was joined by Tim Benedict, Assistant Executive Director, to discuss a proposal
by Meijer, Inc. regarding a central location for approving prescription refills. After
discussion, the consensus of the Board was that the program would not violate any Board
rules as long as there were adequate records of the personnel involved in the decision-
making process (e.g.-DUR, prescriber calls, etc.), the actual dispensing function took place
at the Ohio licensed facility, and the hard-copy record was maintained at the same Ohio
licensed facility.

Mr. Winsley next presented the issues in the case regarding Lesa Hornbach, R.Ph. Ms.
Hornbach had been issued a Notice of Opportunity for a Hearing due to her failure to
comply with the Board’s continuing education reporting requirements. After Mr. Winsley
presented the certification from the Indiana Board that Ms. Hornbach did have a valid
license and a discussion was held about the failure of the Indiana Board to respond to Ms.
Hornbach’s requests in a timely manner, Mrs. Plant moved that the Board withdraw its
Notice of Opportunity for a Hearing and that the renewal of Ms. Hornbach’s pharmacist
identification card be granted. The motion was seconded by Mrs. Adelman and approved
by the Board (Aye-7/Nay-0).

Mr. Benedict reported to the Board that a new Compliance Specialist named Robert
Burdick and a new compliance agent named Tom Miksch had been hired. Mr. Burdick’s
starting date will be February 1, 1999 and Mr. Miksch will start March 16, 1999.

Mr. Cavendish moved that the Board go into Executive Session for the purpose of consider-
ing the investigation of charges or complaints against licensees and registrants pursuant to
Section 121.22(G)(1) of the Revised Code. Mr. Lamping seconded the motion. President
Maslak then conducted the following roll call vote: Abele-Yes, Adelman-Yes, Cavendish-Yes,
Lamping-Yes, Neuber-Yes, Plant-Yes, and Repke-Yes.



3:45 p.m.

RES. 99-117 The Executive Session ended. Mr. Repke moved that the Board adopt the following Order
in the matter of James F. Liebetrau, R.Ph.:

ORDER OF THE STATE BOARD OF PHARMACY
(Docket No. D-980714-003)

In The Matter Of:

JAMES F. LIEBETRAU, R.Ph.
3529 Locust Lane
Cincinnati, Ohio 45238
(R.Ph. No. 03-3-12943)

INTRODUCTION

THE MATTER OF JAMES F. LIEBETRAU CAME TO HEARING ON JANUARY 4, 1999, BEFORE THE
FOLLOWING MEMBERS OF THE BOARD: JOSEPH J. MASLAK, R.Ph. (presiding); ANN D. ABELE,
R.Ph.; DIANE C. ADELMAN, R.Ph.; ROBERT B. CAVENDISH, R.Ph.; RUTH A. PLANT, R.Ph.; AND
NICHOLAS R. REPKE, PUBLIC MEMBER.

JAMES F. LIEBETRAU WAS REPRESENTED BY HARRY B. PLOTNICK, AND THE STATE OF OHIO WAS
REPRESENTED BY SALLY ANN STEUK, ASSISTANT ATTORNEY GENERAL.

1)

(1)

(2)
(3)
4)
(5)
(6)

SUMMARY OF EVIDENCE

Testimony

State's Witnesses:
None
Respondent's Witnesses:

James F. Liebetrau, Respondent

Christopher Good, R.Ph., Pharmacists Rehabilitation Organization, Inc.
David Baker, R.Ph., Pharmacists Rehabilitation Organization, Inc.
Wayne Miller, R.Ph., Pharmacists Rehabilitation Organization, Inc.

Exhibits
State's Exhibits:

Exhibit 1--Copy of six-page Order of the Ohio State Board of Pharmacy, Docket No.
D-931216-031, in the matter of James F. Liebetrau dated June 30, 1994.

Exhibit 1A--Hearing Request letter dated July 10, 1998.

Exhibit 1B--Copy of Hearing Schedule letter dated July 14, 1998.

Exhibit 1C--Copy of Continuance Request letter dated July 28, 1998.

Exhibit 1D--Copy of Hearing Schedule letter dated July 28, 1998.

Exhibit 1E--Letter from Harry B. Plotnick dated December 23, 1998.

Respondent's Exhibits:

Exhibit A--White three-ring binder with two-page Contents and eleven sections contain-
ing copies of the following: Section 1--Six-page Order of the State Board of Pharmacy,
Docket No. D-931216-031, in the matter of James F. Liebetrau dated June 30, 1994.
Section 2--Three-page Pharmacists Rehabilitation Organization Inc. Pharmacist's Re-
covery Contract of James F. Liebetrau dated May 1, 1998; Pharmacists Rehabilitation
Organization, Inc. Client Reporting Sheet of Client Case No. 124 for the period from
June 1, 1998, to September 26, 1998; Pharmacists Rehabilitation Organization, Inc.
Client Monitoring Sheet of Client Case No. 124 dated for the weeks of July 4, 1998,
through September 26, 1998. Section 3--Seven urine drug screen reports of James
Liebetrau dated June 3, 1998; July 2, 1998; July 28, 1998; September 9, 1998; October
1, 1998; November 11, 1998; and November 27, 1998. Section 4--Letter from Francis



W. Hartigan dated November 13, 1998. Section 5--Twenty-eight Record of AA Atten-
dance Sheets of James Liebetrau dated from November 26, 1997, through December
20, 1998. Section 6--Thirteen Weekly Record of Meeting Attendance Sheets of James
Liebetrau dated from May 13, 1998, through December 17, 1998. Section 7--Four-page
letter from Pedro Adams dated October 19, 1998; two-page letter from Robert A.
Contadino dated April 1, 1994; two letters from Nancy Schmidtgoessling dated February
27,1998, and July 28, 1998.

Section 9--Seventy-one pages consisting of one hundred forty-three certificates of
continuing education of James Liebetrau numbered and dated as follows: 679702-92-
003 dated July 25, 1994; 679702-87-02 dated July 11, 1991; 679702-91-010 dated
November 30, 1991; 679702-93-011 dated September 3, 1994; 679702-93-008 dated
September 3, 1994; 679702-92-014 dated July 26, 1994; 679702-91-004 dated Septem-
ber 3, 1994; 679702-93-009 dated September 3, 1994; 679702-91-018 dated
December 31, 1994; 679702-94-018 dated December 17, 1995; 679702-94-012 dated
December 17, 1995; 679702-93-010 dated December 18, 1995; 6790702-93-024 dated
December 18, 1995; 702-000-95-030-HO3 dated November 6, 1996; 702-000-96-012-
HO1 dated November 6, 1996; 129-000-97-001-H01, 129-000-97-002-H01, 129-000-97-
003-HOT1, 129-000-97-004-H01, 129-000-97-005-H01, 129-000-97-006-H01, 129-000-
97-007-HO1, 129-000-97-008-H01, 129-000-97-009-HO01, and 129-000-97-010-HO1
dated November 5, 1997; 679702-94-017 dated November 6, 1996; 129-000-97-011-
HO1 and 129-000-97-012-H01 dated January 5, 1998; 702-999-97-011-HO1 dated April
8, 1998; 036-106-98-001 and 036-106-98-002-) dated May 11, 1998; 036-300-98-01-J
dated May 15, 1998; 237-999-98-006-L01 dated October 23, 1998; 237-999-98-007-
LO1 dated October 21, 1998; 036-309-97-001) dated August 13, 1998; 036-309-97-
003) dated August 13, 1998; 306-000-96-004-H04 dated October 12, 1998; 421-000-
97-003-HO1 dated October 1, 1998; 316-000-96-024-H01 dated October 23, 1998; 799-
000-95-002-H04 dated September 13, 1998; 316-799-98-02 (sic) dated October 23,
1998; 316-999-96-044-HO1 dated October 23, 1998; 316-000-98-002-H04 dated
October 23, 1998; 316-000-95-071-H04 dated October 23, 1998; 316-000-98-038-H01
dated October 23, 1998; 316-999-98-016-HO1 dated October 26, 1998; 316-000-98-
039-HO1 dated October 23, 1998; 316-000-98-001-H04 dated October 26, 1998; 202-
000-98-080-HO1 dated October 28, 1998; 202-000-95-026-H0O1 dated October 28,
1998; 202-000-98-079-H04 dated October 28, 1998; 360-999-95-005-H01 dated
October 29, 1998; 360-999-96-008-H01 dated October 29, 1998; 022-000-96-003-HO1
dated September 29, 1998; 022-000-097-120-H04 dated September 29, 1998; 022-000-
98-036-H04 dated September 29, 1998; 022-000-98-111-H04 dated October 12, 1998;
163-999-97-076-H0O1 dated October 19, 1998; 022-000-97-175-H04 dated September
29, 1998; 316-777-97-039-H01 dated October 16, 1998; 777-316-96-008-H04 dated
October 16, 1998; 316-777-97-040-HO1 dated October 29, 1998; 073-000-96-043-HO01
dated October 5, 1998; 358-000-98-001-H04 dated September 24, 1998; 358-000-96-
012-HO1 dated September 24, 1998; 430-000-98-045-H01 dated October 6, 1998; 430-
000-97-046-HO1 dated October 6, 1998; 430-000-97-047-H01 dated October 6, 1998;
430-000-97-045-HO1 dated October 6, 1998; 073-000-96-011-HO1 dated October 15,
1998; 073-000-96-056-HO1 dated October 19, 1998; 073-999-97-022-HO1 dated
October 19, 1998; 424-000-98-005-H01 dated October 19, 1998; 424-000-97-009-HO1
dated October 21, 1998; 327-000-97-001-H04 dated October 27, 1998; 327-000-96-
002-HO4 dated October 27, 1998; 327-000-96-001-H04 dated October 27, 1998; 342-
000-96-079-HO3 dated September 24, 1998; 348-000-96-002-H04 dated September 29,
1998; 348-000-96-001-H04 dated September 29, 1998; 342-000-97-048-H04 dated
October 2, 1998; 342-429-97-044-H04 dated October 2, 1998; 680-302-95-081 dated
October 3, 1998; 342-000-97-012-H04 dated October 5, 1998; 342-000-97-011-H04
dated October 5, 1998; 342-429-97-016-H04 dated October 5, 1998; 342-429-97-017-
HO04 dated October 5, 1998; 342-000-97-042-HO1 dated October 9, 1998; 342-000-97-
018-HO04 dated October 9, 1998; 342-000-97-039-HO1 dated October 9, 1998; 342-000-
97-027-H04 dated October 19, 1998; 342-000-97-022-HO1 dated October 19, 1998;
342-000-97-046-H01 dated October 19, 1998; 342-000-98-004-H01 dated October 19,
1998; 342-000-98-003-HO1 dated October 19, 1998; 342-000-98-027-HO1 dated
October 19, 1998; 342-000-97-004-HO1 dated October 19, 1998; 342-000-98-022-HO01
dated October 21, 1998; 342-000-98-023-HO1 dated October 26, 1998; 424-000-98-
006-HO1 dated November 27, 1998; 424-000-98-014-HO1 dated November 25, 1998;
424-000-98-005-HO1 dated November 25, 1998; 424-999-98-001-HO1 dated November
25, 1998; 424-000-98-004-H01 dated November 24, 1998; 424-000-97-011-H04 dated
November 24, 1998; 424-999-97-005-H01 dated November 23, 1998; 424-000-97-009-
HO1 dated November 23, 1998; 680-038-95-028 dated November 21, 1998; 424-999-



97-010-HO1 dated November 20, 1998; 038-799-96-005-HO01 dated November 20,
1998; 424-999-97-006-HO1 dated November 19, 1998; 424-999-98-002-HO01 dated
November 16, 1998; 424-000-98-013-HO1 dated November 16, 1998; 424-000-98-008-
HO3 dated November 16, 1998; 424-000-98-003-H03 dated November 16, 1998; 021-
999-97-017-HO1 dated November 23, 1998; 021-999-98-027-H01 dated November 22,
1998; 342-000-97-014-HO1 dated November 23, 1998; 342-000-97-052-H04 dated
November 11, 1998; 342-000-98-030-HO1 dated November 6, 1998; 815-999-97-008-
HO2 dated November 30, 1998; 815-999-97-007-H02 dated November 30, 1998; 815-
999-97-005-H02 dated November 30, 1998; 815-999-98-002-H02 dated November 30,
1998; 815-999-97-017-H02 dated November 30, 1998; 815-999-98-002-H02 dated
November 30, 1998; 815-999-98-021-H02 dated November 30, 1998; 815-999-98-002-
HO2 dated November 30, 1998; 815-999-96-004-H02 dated November 30, 1998; 350-
999-95-009-H01 dated November 11, 1998; 350-999-95-008-HO1 dated November 11,
1998; 350-999-98-016-H03 dated November 11, 1998; 350-999-95-007-HO01 dated
November 11, 1998; 360-999-98-001-HO1 dated November 10, 1998; 359-000-96-007-
HO1 dated November 11, 1998; 359-000-97-007-HO1 dated December 3, 1998; 013-
999-98-017-H04 dated November 3, 1998; 360-999-96-001-H01 dated November 17,
1998; 799-000-97-005-H04 dated November 19, 1998; 073-999-97-082-H01 dated
November 6, 1998; 026-999-97-271-H04 dated November 5, 1998; 421-000-95-010-
HO1 dated October 30, 1998; and 811-000-97-001-HO1 dated October 30, 1998; and
four certificates of continuing education of James Liebetrau, with no C.E. Program
Number, titled and dated as follows: "The Postmenopausal Health Curriculum" dated
September 23, 1998; "Clinical Care Options for HIV: Fungal Infections: Diagnosis and
Management in Patients with HIV Disease" dated November 30, 1998; "Clinical Care
Options for HIV: Hematologic Manifestations of HIV Disease" dated November 30, 1998;
and "Clinical Care Options for HIV: HIV Disease in Women” dated November 30, 1998.
Section 10--List of four continuing pharmaceutical education programs completed, but
no certificate received for programs numbered 799-000-96-002-404, 350-999-98-015-
403, 057-999-98-025-401, and 073-000-97-130-401. Section 11--Letter from Nick A.
Kallis dated December 10, 1998; letter from David W. Baker dated December 8, 1998;
letter from Charles J. Broussard dated November 27, 1998; letter from Christopher
Good dated December 15, 1998; letter from Linda M. Toth and Molly E. Fitzgerald dated
November 24, 1998; letter from Garrett D. Kenney dated October 29, 1998; letter from
Larry G. Maden dated November 20, 1998; letter from Steve M. Friday dated December
3, 1998; letter from William D. Miles dated December 2, 1998; letter from William A.
Romer dated December 1, 1998; letter from Greg Jacobs dated November 25, 1998;
letter from Rodney E. Stone dated December 3, 1998; letter from Henry B. Eyman dated
December 15, 1998; and letter from Joyce Wessels dated January 4, 1999.

(2)  Attachments of Exhibit A-Copies of three urine drug screen reports of James Liebetrau
dated December 14, 1998; December 22, 1998; and December 28, 1998; copy of
Record of AA Meeting Attendance of James Liebetrau dated from December 22, 1998,
through December 27, 1998; copy of certificate of continuing pharmacy education,
Program No. 350-999-98-015-H03, of James F. Liebetrau dated December 14, 1998;
and copy of letter from Mary Anne Fitzgerald dated March 27, 1998.

FINDING OF FACT

After having heard the testimony, considered the evidence, observed the demeanor of the
witnesses, and weighed their credibility, the State Board of Pharmacy finds the following to be
fact:

(1) James F. Liebetrau has not complied with the Order of the Board, Docket No.
D-931216-031, dated June 30, 1994.

ACTION OF THE BOARD

Pursuant to Section 4729.16 of the Ohio Revised Code, the State Board of Pharmacy hereby
denies the reinstatement petition of James F. Liebetrau. Pursuant to Rule 4729-9-01(F) of the
Ohio Administrative Code, James F. Liebetrau may not be employed by or work in a facility
licensed by the Board of Pharmacy to possess or distribute dangerous drugs during such
period of suspension.

(A)  August 1, 1999, or thereafter, the Board will consider any petition filed by James F.
Liebetrau for a hearing, pursuant to Revised Code Chapter 119., upon the question
of the reinstatement of his license to practice pharmacy in Ohio.



(B) The Board will consider the reinstatement of the license only if the following condi-
tions have been met:

(1) James F. Liebetrau must maintain his current contract with the Pharma-
cists Rehabilitation Organization, Inc.

2) Random, observed urine drug screens shall be conducted at least every
three months.

@) The urine sample must be given within twelve hours of noti-
fication. The urine drug screen must include testing for
creatinine or specific gravity of the sample as the dilutional
standard.

(b) Alcohol must be added to the standard urine drug screen.
Testing for alcohol must be conducted within forty-eight hours
from the time the sample is given. A breathalyzer may be used
to test for alcohol, but the test must be conducted by an
appropriately certified individual within twelve hours of
notification.

(c) Results of urine screens must be negative. Any positive re-
sults, including those which may have resulted from ingestion
of food, but excluding false positives which resulted from
medication legitimately prescribed, indicates a violation of the
contract and probation.

(3) The intervener/sponsor shall provide copies of all urine screens to the
Ohio Board of Pharmacy in a timely fashion.

4) Regular attendance, a minimum of three times per week, at an Alcoholics
Anonymous, Narcotics Anonymous, and/or similar support group meet-
ing is required.

(5)  The program shall immediately report to the Ohio Board of Pharmacy any
violations of the contract and/or lack of cooperation.

THIS ORDER WAS APPROVED BY A VOTE OF THE STATE BOARD OF PHARMACY.
MOTION CARRIED.
SO ORDERED.

The motion was seconded by Mrs. Plant and approved by the Board (Aye-5/Nay-0). Mr.
Lamping and Mrs. Neuber did not participate in the deliberations.

RES. 99-118 Mrs. Plant then moved that the Board adopt the following Order in the matter of Kim-Ngoc
Thi Bui, R.Ph.:

ORDER OF THE STATE BOARD OF PHARMACY
(Docket No. D-980729-005)

In The Matter Of:

KIM-NGOC THI BUI, R.Ph.
6518 Liberty Ridge Drive
Hamilton, Ohio 45011
(R.Ph. No. 03-3-20027)

INTRODUCTION

THE MATTER OF KIM-NGOC THI BUI CAME TO HEARING ON JANUARY 4, 1999, BEFORE THE
FOLLOWING MEMBERS OF THE BOARD: JOSEPH J. MASLAK, R.Ph. (presiding); ANN D. ABELE,



R.Ph.; DIANE C. ADELMAN, R.Ph.; ROBERT B. CAVENDISH, R.Ph.; PAUL F. LAMPING, R.Ph;
SUZANNE L. NEUBER, R.Ph.; RUTH A. PLANT, R.Ph.; AND NICHOLAS R. REPKE, PUBLIC MEMBER.

KIM-NGOC THI BUI WAS NOT REPRESENTED BY COUNSEL, AND THE STATE OF OHIO WAS
REPRESENTED BY SALLY ANN STEUK, ASSISTANT ATTORNEY GENERAL.

SUMMARY OF EVIDENCE

(A) Testimony

State's Witnesses:
(1)  Kim-Ngoc Thi Bui, Respondent

Respondent's Witnesses:
(1)  None
(B)  Exhibits

State's Exhibits:

(1)  Exhibit 1--Copy of two-page Notice of Opportunity for Hearing letter dated July 29,
1998.

(2)  Exhibit TA--Hearing Request letter dated August 12, 1998.

(3)  Exhibit 1B--Copy of Hearing Schedule letter dated August 18, 1998.

(4)  Exhibit 1C--Copy of Pharmacist File Front Sheet of Kim-Ngoc Thi Le showing original
date of registration as March 1, 1994; and two-page copy of Renewal Application for
Pharmacist License, No. 03-3-20027, for a license to practice pharmacy in Ohio from
September 15, 1998, to September 15, 1999, of Kim-Ngoc Thi Bui dated August 6,
1998.

(5)  Exhibit 2--Handwritten statement of Kim-Ngoc Thi Bui signed and notarized on February
25, 1998.

Respondent's Exhibits:
(1)  None
FINDINGS OF FACT

After having heard the testimony, considered the evidence, observed the demeanor of the
witnesses, and weighed their credibility, the State Board of Pharmacy finds the following to be
fact:

(1) Records of the Board of Pharmacy indicate that Kim-Ngoc Thi Bui was originally
licensed in the state of Ohio on March 1, 1994, pursuant to examination, and is
currently licensed to practice pharmacy in the State of Ohio.

(2) Kim-Ngoc Thi Bui did, on or about June of 1997, with purpose to deprive, knowingly
obtain or exert control over the property of Meijer by deception, to wit: Kim-Ngoc
Thi Bui stole approximately $500.00 in merchandise from her employer, Meijer, by
using coupons designed to be given to pharmacy customers bringing their pre-
scriptions to the store. Such conduct is in violation of Section 2913.02 of the Ohio
Revised Code.

CONCLUSION OF LAW

1) Upon consideration of the record as a whole, the State Board of Pharmacy concludes
that paragraph (2) of the Findings of Fact constitutes being guilty of dishonesty and
unprofessional conduct in the practice of pharmacy as provided in Division (A)(2) of
Section 4729.16 of the Ohio Revised Code.
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ACTION OF THE BOARD
Pursuant to Section 4729.16 of the Ohio Revised Code, and on the basis of the Findings of
Fact and Conclusion of Law set forth above, the State Board of Pharmacy hereby places the
pharmacist identification card, No. 03-3-20027, held by Kim-Ngoc Thi Bui on probation for six
months, effective as of the date of the mailing of this Order. The terms of probation are as
follows:

(1)  Kim-Ngoc Thi Bui must not violate the drug laws of the state of Ohio, any other
state, or the federal government.

(2) Kim-Ngoc Thi Bui must abide by the rules of the Ohio State Board of Pharmacy.

(3) Kim-Ngoc Thi Bui must comply with the terms of this Order.

The Board may at any time revoke probation for cause, modify the conditions of probation,
and reduce or extend the period of probation. At any time during this period of probation,
the Board may revoke probation for a violation occurring during the probation period.

THIS ORDER WAS APPROVED BY A VOTE OF THE STATE BOARD OF PHARMACY.

MOTION CARRIED.

SO ORDERED.

The motion was seconded by Mrs. Adelman and approved (Aye-7/Nay-0).

The Board recessed the meeting until Tuesday, January 5, 1999.

TUESDAY, JANUARY 5, 1999

9:00 a.m.

9:12 a.m.

ROLL CALL

The State Board of Pharmacy convened in Room 1914, Vern Riffe Center for Government
and the Arts, 77 South High Street, Columbus, Ohio with the following members present:

Joseph J. Maslak, R.Ph. (President); Robert B. Cavendish, R.Ph. (Vice-President);
Ann D. Abele, R.Ph.; Diane C. Adelman, R.Ph.; Paul F. Lamping, R.Ph., Suzanne
L. Neuber, R.Ph., and Ruth A. Plant, R.Ph.

The Board was joined by William McMillen, Licensing Administrator, to discuss questions
that he had on campus licensing issues.

Mr. Repke arrived and joined the meeting.
Mr. Lamping moved that the Minutes of the December 7, 8, and 9, 1999 meeting be
approved as amended. The motion was seconded by Mr. Repke and approved (Aye-6/Nay-
0/Abstain-1[Neuber]).

The Board then received reports on the following:

Nursing Board Formulary Committee — No meeting (Ms. Abele)

Licensing Report — Distributed and discussed (Mr. McMillen)

State Medical Board Prescribing Committee — No meeting (Mr. Benedict)

Field Staff Quarterly Report — Distributed and discussed (Mr. Benedict)

Minutes of the meeting between representatives from the Optometry, Medical, and
Pharmacy Boards — Distributed and discussed (Ms. Abele and Mr. Cavendish)
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RES. 99-119

The Board was joined by Assistant Attorney General Sally Ann Steuk for the purpose of
conducting an adjudication hearing in accordance with Ohio Revised Code Chapters 119.
and 4729. in the matter of Mark Jeffrey Schirtzinger, R.Ph., Xenia, Ohio.

The Board took a recess from the hearing to review the documentation presented by Mr.
Schirtzinger.

The hearing resumed.

The hearing concluded and the record was closed. Mrs. Neuber moved that the Board
adopt the following Order in the matter of the reinstatement petition of Mark Jeffrey
Schirtzinger:

ORDER OF THE STATE BOARD OF PHARMACY
(Docket No. D-980803-006)

In The Matter Of:

MARK JEFFREY SCHIRTZINGER, R.Ph.
324 Kinsey Road
Xenia, Ohio 45385
(R.Ph. No. 03-3-17133)

INTRODUCTION
THE MATTER OF MARK JEFFREY SCHIRTZINGER CAME TO HEARING ON JANUARY 5, 1999,
BEFORE THE FOLLOWING MEMBERS OF THE BOARD: JOSEPH J. MASLAK, R.Ph. (presiding); ANN
D. ABELE, R.Ph.; DIANE C. ADELMAN, R.Ph.; ROBERT B. CAVENDISH, R.Ph.; PAUL F. LAMPING,

R.Ph.; SUZANNE L. NEUBER, R.Ph.; RUTH A. PLANT, R.Ph.; AND NICHOLAS R. REPKE, PUBLIC
MEMBER.

MARK JEFFREY SCHIRTZINGER WAS REPRESENTED BY ERIC J. PLINKE, AND THE STATE OF OHIO
WAS REPRESENTED BY SALLY ANN STEUK, ASSISTANT ATTORNEY GENERAL.

SUMMARY OF EVIDENCE

(A) Testimony

State's Witnesses:
(1)  Mark Jeffrey Schirtzinger, Respondent

Respondent's Witnesses:
(1)  None
(B)  Exhibits

State's Exhibits:
(1)  Exhibit 1--Copy of five-page Settlement Agreement with the State Board of Pharmacy,
Docket No. D-960212-038, in the matter of Mark Jeffrey Schirtzinger, effective July 13,
I]Egk?i{).it 1A--Hearing Request letter dated July 30, 1998.
Exhibit 1B--Copy of Hearing Schedule letter dated August 3, 1998.

Exhibit 1C--Continuance Request letter dated October 22, 1998.
Exhibit 1D--Copy of Hearing Schedule letter dated October 23, 1998.
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Respondent's Exhibits:

1) Exhibit A--Three-ring binder containing Reinstatement Request of Mark J. Schirtzinger,
R.Ph. and documentation for reinstatement petition (sections titled as follows: Settle-
ment Agreement; Pro Contract and Documentation; Dr. Lunderman Examination Report;



Testimonials; Greene Hall Treatment Information; Continuing Pharmacy Education
Certificate; Urine Screen Reports 10/3/97 - Present; Urine Collection Documentation;
Support Group Meeting Documentation; AA/Caduceus St. Francis; AA Greene Hall;
Caduceus Attendance Roster) and additions as follows: copy of letter from Rodney E.
Stone, M.D. with attached medical records of Mark Jeffrey Schirtzinger; copy of pages
959 through 966 of “Endocrine Disorders”; and copy of two-page letter from Jack C.
Lunderman, Jr. M.D. dated October 31, 1998.

FINDING OF FACT

After having heard the testimony, considered the evidence, observed the demeanor of the
witnesses, and weighed their credibility, the State Board of Pharmacy finds the following to be

fact:

(M

Mark Jeffrey Schirtzinger has not complied with the terms set forth in the Settle-
ment Agreement with the State Board of Pharmacy, Docket No. D-960212-038,
effective July 13, 1997.

ACTION OF THE BOARD

Pursuant to Section 4729.16 of the Ohio Revised Code, the State Board of Pharmacy takes the
following actions in the matter of Mark Jeffrey Schirtzinger:

(A)

On the basis of the Finding of Fact set forth above, the State Board of Pharmacy
hereby denies the reinstatement petition of Mark Jeffrey Schirtzinger, R.Ph. No. 03-
3-17133. Pursuant to Rule 4729-9-01(F) of the Ohio Administrative Code, Mark
Jeffrey Schirtzinger may not be employed by or work in a facility licensed by the
Board of Pharmacy to possess or distribute dangerous drugs during such period of
suspension.

The Board will consider any petition filed by Mark Jeffrey Schirtzinger for a hearing,
pursuant to Revised Code Chapter 119., upon the question of the reinstatement of
his license to practice pharmacy in Ohio only if he has documentation adequate to
prove that the following conditions have been met:

1) Mark Jeffrey Schirtzinger must abide by the contract(s) with his treatment
provider(s) for a minimum of one year. The contract(s) must provide:

a) Random, observed urine drug screens shall be conducted at
least every three months.

(i) The urine sample must be given within twelve hours
of notification. The urine drug screen must include
testing for creatinine or specific gravity of the
sample as the dilutional standard.

(i) Alcohol and carisoprodol (Soma) must be added to
the standard urine drug screen. Testing for alcohol
must be conducted within forty-eight hours from the
time the sample is given. A breathalyzer may be
used to test for alcohol, but an appropriately certi-
fied individual must conduct the test within twelve
hours of notification.

(iii) Results of urine screens must be negative. Any
positive results, including those which may have
resulted from ingestion of food, but excluding false
positives which resulted from medication legitimately
prescribed, indicates a violation of the contract and
probation.

(b)  The intervener/sponsor shall provide copies of all urine screens
to the Ohio Board of Pharmacy in a timely fashion.
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(o) Regular attendance, a minimum of three times per week, at an
Alcoholics Anonymous, Narcotics Anonymous, and/or similar
support group meeting is required.

(d) The program shall immediately report to the Ohio Board of
Pharmacy any violations of the contract and/or lack of coopera-
tion.

(2) Mark Jeffrey Schirtzinger must provide the results of an examination of
his chemical dependency status including an addictionology consultation
and proposed treatment plan.

(3) Mark Jeffrey Schirtzinger must provide copies of all contract(s) with
treatment provider(s) and written documentation from the treatment
provider(s) regarding compliance with the program(s).

(4) Mark Jeffrey Schirtzinger must provide copies of all urine screen reports.

(5)  Mark Jeffrey Schirtzinger may provide any testimonials from others.

(6) Mark Jeffrey Schirtzinger must provide original continuing pharmacy edu-
cation certificates documenting compliance with the continuing education
requirements set forth in Chapter 4729-7 of the Ohio Administrative
Code for the three-year period immediately preceding the date of the
reinstatement petition hearing.

THIS ORDER WAS APPROVED BY A VOTE OF THE STATE BOARD OF PHARMACY.
MOTION CARRIED.

SO ORDERED.
The motion was seconded by Ms. Abele and approved (Aye-7/Nay-0).
The Board took a brief recess.

The Board was joined by Assistant Attorney General Sally Ann Steuk for the purpose of
conducting an adjudication hearing in accordance with Ohio Revised Code Chapters 119.
and 4729. to consider the matter of Roderick Keith Crenshaw, R.Ph., Columbus, Ohio.

The hearing concluded and the record was closed. The Board recessed for lunch.

All of the Board members, with the exception of Amonte Littlejohn, reconvened in Room
1919 for the purpose of meeting with the candidates for licensure by reciprocity. Following
presentations by Board members and self-introductions by the candidates for licensure by
reciprocity, Mrs. Adelman moved that the Board approve the following candidates for licen-
sure. The motion was seconded by Mr. Lamping and approved by the Board (Aye-7/Nay-0).

JANICE MARIE BREITIGAN PENNSYLVANIA
KRISTI INGRAM BURDETTE WEST VIRGINIA
OWEN WALL GREENWELL WEST VIRGINIA
JEAN ANN LENNARD TEXAS
CARRIE JO LOMBARDI WEST VIRGINIA
LORIE ANN MARQUEZ MICHIGAN
BENGY DEVAL MITCHELL TENNESSEE
CHRISTOPHER JOHN MOORE WEST VIRGINIA
JEFFREY THOMAS MOORE PENNSYLVANIA
RICHARD RUMELFANGER PENNSYLVANIA
RENEE ELAINE SCORATOW PENNSYLVANIA

The Board reconvened in Room 1914 to continue the business of the Board.
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RES. 99-121

RES. 99-122

Martin Barron, R.Ph. met with the Board to present a request for the Board to shorten the
probation period in his Board Order. After Mr. Barron concluded his presentation, he left
the meeting.

Ms. Abele moved that the Board go into Executive Session for the purpose of considering
the investigation of charges or complaints against licensees and registrants and to consider
personnel matters pursuant to Section 121.22(G)(1) of the Revised Code. Mr. Lamping
seconded the motion. President Maslak then conducted the following roll call vote: Abele-
Yes, Adelman-Yes, Cavendish-Yes, Lamping-Yes, Neuber-Yes, Plant-Yes, and Repke-Yes.

The Board took a brief recess from the Executive Session.

The Executive Session resumed.

The Executive Session ended and the Board meeting resumed in Public Session.

Mr. Cavendish moved that the Board deny Martin Barron’s request for a change in the
probation time as set forth in his Board Order. The motion was seconded by Mr. Lamping

and approved by the Board (Aye-5/Nay-1/Abstain-1[Abele]).

Mrs. Neuber moved that the Board adopt the following Order in the matter of Roderick
Keith Crenshaw, R.Ph.:

ORDER OF THE STATE BOARD OF PHARMACY
(Docket No. D-980910-013)

In The Matter Of:
RODERICK KEITH CRENSHAW, R.Ph.
2170 Toni Street
Columbus, Ohio 43219-1454
(R.Ph. No. 03-1-17559)

INTRODUCTION
THE MATTER OF RODERICK KEITH CRENSHAW CAME ON FOR CONSIDERATION ON JANUARY 5,
1999, BEFORE THE FOLLOWING MEMBERS OF THE BOARD: JOSEPH J. MASLAK, R.Ph. (presiding);
ANN D. ABELE, R.Ph.; DIANE C. ADELMAN, R.Ph.; ROBERT B. CAVENDISH, R.Ph.; PAUL F.

LAMPING, R.Ph.; SUZANNE L. NEUBER, R.Ph.; RUTH A. PLANT, R.Ph.; AND NICHOLAS R. REPKE,
PUBLIC MEMBER.

RODERICK KEITH CRENSHAW WAS NOT PRESENT, NOR WAS HE REPRESENTED BY COUNSEL,
AND THE STATE OF OHIO WAS REPRESENTED BY SALLY ANN STEUK, ASSISTANT ATTORNEY
GENERAL.
SUMMARY OF EVIDENCE
(A) Testimony
State's Witnesses:
(1)  Robert Amiet, R.Ph., Ohio State Board of Pharmacy

Respondent's Witnesses:

M None



(B) Exhibits
State's Exhibits:

(1)  Exhibit 1--Copy of three-page Summary Suspension Order/Notice of Opportunity for
Hearing letter dated September 10, 1998, with attached Personal Delivery Record signed
by Roderick Crenshaw on November 5, 1998.

(2)  Exhibit 1A--Copy of Pharmacist File Front Sheet of Roderick Keith Crenshaw showing
original date of registration as October 31, 1988.

Respondent's Exhibits:
(1)  None
FINDINGS OF FACT

After having heard the testimony, considered the evidence, observed the demeanor of the
witnesses, and weighed their credibility, the State Board of Pharmacy finds the following to be
fact:

(1)  On September 10, 1998, Roderick Keith Crenshaw was notified by letter of his right
to a hearing, his rights in such hearing, and his right to submit his contentions in
writing.

(2) As demonstrated by Personal Delivery Memo dated November 5, 1998, Roderick
Keith Crenshaw received the letter of September 10, 1998, informing him of the
allegations against him, and his rights.

(3) Roderick Keith Crenshaw has not responded in any manner to the letter of Septem-
ber 10, 1998, and has not requested a hearing in this matter.

(4) Records of the Board indicate that Roderick Keith Crenshaw was originally licensed
to practice pharmacy in the state of Ohio on October 31, 1988. On September 10,
1998, Roderick Keith Crenshaw's license was summarily suspended in accordance
with Sections 3719.121(A) and 3719.121(B) of the Ohio Revised Code.

(5) Roderick Keith Crenshaw is addicted to liquor or drugs or impaired physically or
mentally to such a degree as to render him unfit to practice pharmacy, to wit:
Roderick Keith Crenshaw admitted stealing controlled substances; Roderick Keith
Crenshaw admitted creating computer-generated prescriptions to cover for his theft
of drugs; and, Roderick Keith Crenshaw admitted that he has a "psychological
addiction" to the drugs. On August 21, 1998, while practicing pharmacy, Roderick
Keith Crenshaw admitted taking 8 unit doses of Vicodin. Such conduct indicates
that Mr. Crenshaw falls within the ambit of Sections 3719.121(A), 3719.121(B), and
4729.16(A)(3) of the Ohio Revised Code.

(6) Roderick Keith Crenshaw did, from March of 1997, through August 21, 1998, with
purpose to deprive, knowingly obtain or exert control over dangerous drugs, the
property of Arcade Drug and/or CVS Pharmacy #3174, beyond the express or
implied consent of the owner and/or by deception, to wit: Roderick Keith Crenshaw
admitted stealing Roxicet, Ritalin, Oxycontin, Vicodin, and Darvocet N-100 and their
generic equivalents from his employer. Such conduct is in violation of Section
2913.02 of the Ohio Revised Code.

(7)  Roderick Keith Crenshaw did, from May of 1998, through August 21, 1998, inten-
tionally make and/or knowingly possess a false or forged prescription, to wit:
Roderick Keith Crenshaw admitted creating false computer-generated prescriptions
to cover for his theft of controlled substances. Such conduct is in violation of Sec-
tion 2925.23 of the Ohio Revised Code.

CONCLUSIONS OF LAW

(1)  Upon consideration of the record as a whole, the State Board of Pharmacy concludes
that paragraphs (5) through (7) of the Findings of Fact constitute being guilty of
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dishonesty and unprofessional conduct in the practice of pharmacy as provided in
Division (A)(2) of Section 4729.16 of the Ohio Revised Code.

2) Upon consideration of the record as a whole, the State Board of Pharmacy concludes
that paragraph (5) of the Findings of Fact constitutes being addicted to or abusing
liquor or drugs or impaired physically or mentally to such a degree as to render him
unfit to practice pharmacy as provided in Division (A)(3) of Section 4729.16 of the
Ohio Revised Code.

3) Upon consideration of the record as a whole, the State Board of Pharmacy concludes
that paragraph (7) of the Findings of Fact constitutes being guilty of willfully violat-
ing, conspiring to violate, attempting to violate, or aiding and abetting the violation
of provisions of Chapter 2925. of the Revised Code as provided in Division (A)(5) of
Section 4729.16 of the Ohio Revised Code.

ACTION OF THE BOARD

Pursuant to Section 3719.121 of the Ohio Revised Code, the State Board of Pharmacy hereby
removes the Summary Suspension Order issued September 10, 1998.

Pursuant to Section 4729.16 of the Ohio Revised Code, the State Board of Pharmacy takes the
following actions in the matter of Roderick Keith Crenshaw:

(A)  On the basis of the Findings of Fact and paragraph (1) of the Conclusions of Law set
forth above, the State Board of Pharmacy hereby suspends indefinitely the pharma-
cist identification card, No. 03-1-17559, held by Roderick Keith Crenshaw effective
as of the date of the mailing of this Order.

(B) On the basis of the Findings of Fact and paragraph (2) of the Conclusions of Law set
forth above, the State Board of Pharmacy hereby suspends indefinitely the pharma-
cist identification card, No. 03-1-17559, held by Roderick Keith Crenshaw effective
as of the date of the mailing of this Order.

(C)  On the basis of the Findings of Fact and paragraph (3) of the Conclusions of Law set
forth above, the State Board of Pharmacy hereby suspends indefinitely the pharma-
cist identification card, No. 03-1-17559, held by Roderick Keith Crenshaw effective
as of the date of the mailing of this Order.

Division (B) of Section 4729.16 of the Ohio Revised Code provides: “Any individual whose

identification card is revoked, suspended, or refused, shall return his identification card and

license to the offices of the state board of pharmacy within ten days after receipt of notice of
such action.” The wall certificate and identification card should be forwarded by certified
mail, return receipt requested.

THIS ORDER WAS APPROVED BY A VOTE OF THE STATE BOARD OF PHARMACY.

MOTION CARRIED.

SO ORDERED.
The motion was seconded by Mr. Cavendish and approved (Aye-7/Nay-0).

The meeting was recessed until Wednesday, January 6, 1999.

WEDNESDAY, JANUARY 6, 1999

8:10 a.m.

ROLL CALL

The State Board of Pharmacy convened in Room 1914, Vern Riffe Center for Government
and the Arts, 77 South High Street, Columbus, Ohio with the following members present:
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Joseph J. Maslak, R.Ph. (President); Robert B. Cavendish, R.Ph. (Vice-President);
Ann D. Abele, R.Ph.; Diane C. Adelman, R.Ph.; Paul F. Lamping, R.Ph., Suzanne
L. Neuber, R.Ph., Ruth A. Plant, R.Ph., and Nicholas Repke, Public Member.

Mr. Winsley presented a report on the results from the Pharmacist Licensing Examinations
that were administered during the fourth quarter of 1998.

Mr. Winsley announced that the hearing scheduled for 8:00 a.m. had to be postponed until
later in the day due to the inclement weather. The respondent was having difficulty getting
to the hearing due to the weather’s effect on traffic.

The Board recessed until 10:45 a.m.
The Board met with the following representatives from the Ohio Colleges of Pharmacy:

Daniel Acosta and Robert Lee — University of Cincinnati

John Cassady, Ken Hale, and Richard Reuning — Ohio State University
Kurt Black and Charles Hicks — University of Toledo

Alan Escovitz — Council of Ohio Colleges of Pharmacy.

Items discussed included:

Senate Bill 66
Credentialing/Certification
MPJE

Exam Results

LN

The meeting with the representatives from the colleges ended and the Board recessed for
lunch.

The Board was joined by Assistant Attorney General Sally Ann Steuk for the purpose of
conducting an adjudication hearing in accordance with Ohio Revised Code Chapters 119.
and 4729. in the matter of William Steven Kinnaird, R.Ph., Novelty, Ohio.

The hearing ended and the record was closed. Mr. Repke moved that the Board go into
Executive Session for the purpose of considering the investigation of charges or complaints
against a licensee pursuant to Section 121.22(G)(1) of the Revised Code. Mr. Lamping
seconded the motion. President Maslak then conducted the following roll call vote: Abele-
Yes, Adelman-Yes, Cavendish-Yes, Lamping-Yes, Neuber-Yes, Plant-Yes, and Repke-Yes.

The Executive Session ended and the meeting was opened to the public. Mrs. Neuber
moved that the Board adopt the following Order in the matter of William Steven Kinnaird,
R.Ph.:

ORDER OF THE STATE BOARD OF PHARMACY
(Docket No. D-980909-012)

In The Matter Of:

WILLIAM STEVEN KINNAIRD, R.Ph.
14736 Westwood Drive
Novelty, Ohio 44072
(R.Ph. No. 03-2-13822)

INTRODUCTION

THE MATTER OF WILLIAM STEVEN KINNAIRD CAME TO HEARING ON JANUARY 6, 1999, BEFORE
THE FOLLOWING MEMBERS OF THE BOARD: JOSEPH J. MASLAK, R.Ph. (presiding); ANN D.
ABELE, R.Ph.; DIANE C. ADELMAN, R.Ph.; ROBERT B. CAVENDISH, R.Ph.; PAUL F. LAMPING,
R.Ph.; SUZANNE L. NEUBER, R.Ph.; RUTH A. PLANT, R.Ph.; AND NICHOLAS R. REPKE, PUBLIC
MEMBER.



WILLIAM STEVEN KINNAIRD WAS NOT REPRESENTED BY COUNSEL, AND THE STATE OF OHIO
WAS REPRESENTED BY SALLY ANN STEUK, ASSISTANT ATTORNEY GENERAL.
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SUMMARY OF EVIDENCE

Testimony

State's Witnesses:

Frank Bodi, Ohio State Board of Pharmacy
Joann Predina, R.Ph., Ohio State Board of Pharmacy

Respondent's Witnesses:

William Steven Kinnaird, Respondent
Margaret Kinnaird, Wife of Respondent

Exhibits
State's Exhibits:

Exhibit 1--Copy of four-page Summary Suspension Order/Notice of Opportunity for
Hearing letter dated September 9, 1998.

Exhibit 1A--Hearing Request letter dated September 13, 1998, with attached Ohio State
Board of Pharmacy Pharmacist Identification Card, No. 03-2-13822, of William Steven
Kinnaird, expiration date of September 15, 1998.

Exhibit 1B--Copy of Hearing Schedule letter dated September 17, 1998.

Exhibit 1C--Copy of Hearing Schedule letter dated November 27, 1998.

Exhibit 1D--Copy of Pharmacist File Front Sheet of William Steven Kinnaird showing ori-
ginal date of registration as August 1, 1980; and two-page copy of Renewal Application
for Pharmacist License, No. 03-2-13822, for a license to practice pharmacy in Ohio from
September 15, 1997, to September 15, 1998, of William Steven Kinnaird dated July 30,
1997.

Exhibit 1E--Copy of Summary Suspension Order dated October 28, 1991; and copy of
three-page Notice of Opportunity for Hearing letter dated October 28, 1991.

Exhibit 1F--Copy of five-page Order of the State Board of Pharmacy, Docket No.
D-911028-070, in the matter of William Steven Kinnaird dated March 10, 1992.

Exhibit 1G--Copy of three-page Order of the State Board of Pharmacy, Docket No.
D-911028-070, in the matter of William Steven Kinnaird dated May 5, 1993.

Exhibit 2--Two-page Handwritten Statement of William S. Kinnaird signed and notarized
on August 6, 1998.

Exhibit 3—Two Laurelwood Hospital & Counseling Centers blank forms as follows:
"Title: Disposition of Patient Medications" and "Pharmacy Log for Patient Medication
Storage / Count Verification / Disposition."

Exhibit 4--Copy of memorandum from Andrew Bragalone dated May 11, 1998.

Exhibit 4A--Copy of memorandum from Carol Manders and Andrew Bragalone dated
May 13, 1998.

Exhibit 5--Copy of nine-page Indictment in the Cuyahoga County Common Pleas Court,
State of Ohio vs. William Kinnard (sic Kinnaird), Case No. CR 266544, dated April 30,
1991; copy of Journal Entry in the Cuyahoga County Common Pleas Court, State of Ohio
vs. William Kinnard (sic Kinnaird), Case No. CR-266544, dated August 23, 1991; and
copy of Journal Entry in the Cuyahoga County Common Pleas Court, State of Ohio vs.
William Kinnard (sic Kinnaird), Case No. CR-266544, dated September 17, 1991.

Exhibit 6--Indictment in the Lake County Common Pleas Court, State of Ohio vs. William
S. Kinnaird, Case No. 98CR 000 544, dated November 17, 1998; and two-page
Judgment Entry in the Lake County Common Pleas Court, State of Ohio vs. William S.
Kinnaird, Case No. 98-CR-000544, dated December 16, 1998, not signed by Judge Paul
H. Mitrovich.

Exhibit 6A--Copy of newspaper article from The News-Herald titled "Man faces jail time
for theft from hospital” dated December 12, 1998.

Exhibit 7--Release Form of William S. Kinnaird signed and notarized on August 6, 1998.
Exhibit 8--Copy of Urine Drug Screen Report of William Kinnaird dated August 5, 1998;
and copy of Lake Hospital System-Emergency Center-Record of William Kinnaird dated
August 4, 1998.
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Exhibit 9--Handwritten statement of Andrew Bragalone signed and notarized on August
18, 1998, with attached two-page University Hospitals HealthSystem Laurelwood Hos-
pital & Counseling Centers Incident Report regarding William Kinnaird dated August 4,
1998.

Exhibit 10--Copy of two-page handwritten statement of Valerie A. Gazzuolo dated
August 5, 1998, with a second signature notarized on August 18, 1998.

Exhibit 11--Typewritten statement of Hugh G. Heffner signed and notarized on August
18, 1998.

Respondent's Exhibits:

Exhibit A--Copy of letter from C. J. Prusinski, D.O. and E. A. Carrillo, M.D. dated
September 3, 1998.

Exhibit B--Copy of Pharmacists Rehabilitation Organization, Inc. Pharmacist's Recovery
Contract of William Kinnaird dated November 7, 1998.

Exhibit C--Urine drug screen report of William Knnard (sic Kinnaird) dated September 17,
1998 and urine lab requisition of William Kinnaird dated September 16, 1998.

Exhibit D--Urine drug screen report of William Kinnaird dated November 1, 1998, and
urine lab requisition of William Kinnaird dated October 29, 1998.

Exhibit E--Copy of urine drug screen report of William Kinnaird dated December 10,
1998, and copy of urine lab requisition of William Kinnaird dated December 8, 1998.
Exhibit F--Copy of urine drug screen report of Williams (sic William) Kinhairo (sic
Kinnaird) dated December 2, 1998, and copy of urine lab requisition of William Kinniard
(sic Kinnaird) dated November 30, 1998.

Exhibit G--Record of Meeting Attendance of Bill Kinnaird dated from September 9, 1998,
through December 2, 1998.

Exhibit H--Record of Meeting Attendance of Bill Kinnaird dated from September 4, 1998,
through October 4, 1998.

Exhibit I--Record of Meeting Attendance of Bill Kinnaird dated from October 6, 1998,
through November 10, 1998.

FINDINGS OF FACT

After having heard the testimony, considered the evidence, observed the demeanor of the
witnesses, and weighed their credibility, the State Board of Pharmacy finds the following to be

fact:

M

Records of the Board indicate that William Steven Kinnaird was originally licensed to
practice pharmacy in the state of Ohio on August 1, 1980, pursuant to examination.
On October 28, 1991, William Steven Kinnaird's license was summarily suspended
in accordance with Section 3719.121(C) of the Ohio Revised Code. On January 28,
1992, the Board found that William Steven Kinnaird was guilty of Theft of Drugs, a
violation of Section 2913.02 of the Ohio Revised Code; addicted to or abusing
drugs or impaired physically or mentally to such a degree as to render him unfit to
practice pharmacy; and eligible for Treatment in Lieu of Conviction for a felony drug
abuse offense by the Common Pleas Court of Cuyahoga County, Ohio. The Board
concluded that these findings constituted William Steven Kinnaird being guilty of a
felony and gross immorality; guilty of dishonesty and unprofessional conduct in the
practice of pharmacy; and addicted to or abusing drugs or impaired physically or
mentally to such a degree as to render him unfit to practice pharmacy within the
meaning of Section 4729.16 of the Ohio Revised Code. For these reasons, on
March 10, 1992, William Steven Kinnaird's license was indefinitely suspended.
William Steven Kinnaird petitioned the Board for reinstatement and a hearing was
held on March 11, 1993. William Steven Kinnaird's license was reinstated on or
about May 26, 1993, and his identification card was placed on probation for five
years. On September 9, 1998, William Steven Kinnaird's license was summarily
suspended in accordance with Sections 3719.121(A) and 3719.121(B) of the Ohio
Revised Code.

William Steven Kinnaird did, from May, 1998, through August, 1998, with purpose
to deprive, knowingly obtain or exert control over dangerous drugs, the property of
others, by deception, to wit: William Steven Kinnaird stole Ritalin, Fioricet, Soma,
Ultram, Vicodin, Valium, and Klonopin from patients and/or former patients at his
place of employment, Laurelwood Hospital. Such conduct is in violation of Section
2913.02 of the Ohio Revised Code.



(3)  William Steven Kinnaird did, on or about August 4, 1998, knowing that an official
proceeding or investigation was likely to be instituted, destroy controlled sub-
stances with purpose to impair their value or availability as evidence in such inves-
tigation, to wit: after having been confronted by his employer regarding theft and
abuse of drugs and submitting to a drug screen, William Steven Kinnaird went to
his home and flushed approximately 100 tablets of controlled substances that he
had stolen from the hospital. Such conduct is in violation of Section 2921.12 of the
Ohio Revised Code.

(4)  William Steven Kinnaird is addicted to or abusing drugs or impaired physically or
mentally to such a degree as to render him unfit to practice pharmacy, to wit:
William Steven Kinnaird admitted being addicted to drugs dating back to 1992 or
before; William Steven Kinnaird admitted to stealing controlled substances from his
employer; and, William Steven Kinnaird admitted to abusing controlled substances
while practicing pharmacy. Such conduct falls within the ambit of Sections
3719.121 and 4729.16 of the Ohio Revised Code.

CONCLUSIONS OF LAW

(1)  Upon consideration of the record as a whole, the State Board of Pharmacy concludes
that paragraph (1) of the Findings of Fact constitutes being guilty of a felony as pro-
vided in Division (A)(1) of Section 4729.16 of the Ohio Revised Code.

(2) Upon consideration of the record as a whole, the State Board of Pharmacy concludes
that paragraphs (1) through (4) of the Findings of Fact constitute being guilty of
dishonesty and unprofessional conduct in the practice of pharmacy as provided in
Division (A)(2) of Section 4729.16 of the Ohio Revised Code.

(3) Upon consideration of the record as a whole, the State Board of Pharmacy
concludes that paragraphs (1) through (4) of the Findings of Fact constitute being
addicted to or abusing liquor or drugs or impaired physically or mentally to such a
degree as to render him unfit to practice pharmacy as provided in Division (A)(3) of
Section 4729.16 of the Ohio Revised Code.

ACTION OF THE BOARD

Pursuant to Section 3719.121 of the Ohio Revised Code, the State Board of Pharmacy hereby
removes the Summary Suspension Order issued September 9, 1998.

Pursuant to Section 4729.16 of the Ohio Revised Code, the State Board of Pharmacy takes the
following actions in the matter of William Steven Kinnaird:

(A)  On the basis of the Findings of Fact and paragraph (1) of the Conclusions of Law set
forth above, the State Board of Pharmacy hereby revokes the pharmacist identifica-
tion card, No. 03-2-13822, held by William Steven Kinnaird effective as of the date
of the mailing of this Order.

(B)  On the basis of the Findings of Fact and paragraph (2) of the Conclusions of Law set
forth above, the State Board of Pharmacy hereby revokes the pharmacist identifica-
tion card, No. 03-2-13822, held by William Steven Kinnaird effective as of the date
of the mailing of this Order.

(C)  On the basis of the Findings of Fact and paragraph (3) of the Conclusions of Law set
forth above, the State Board of Pharmacy hereby revokes the pharmacist identifica-
tion card, No. 03-2-13822, held by William Steven Kinnaird effective as of the date
of the mailing of this Order.

Division (B) of Section 4729.16 of the Ohio Revised Code provides: “Any individual whose
identification card is revoked, suspended, or refused, shall return his identification card and
license to the offices of the state board of pharmacy within ten days after receipt of notice of
such action.” The wall certificate and identification card should be forwarded by certified
mail, return receipt requested.



THIS ORDER WAS APPROVED BY A VOTE OF THE STATE BOARD OF PHARMACY.
MOTION CARRIED.

SO ORDERED.

The motion was seconded by Ms. Abele and approved (Aye-5/Nay-2).

2:30 p.m.
Mr. Lamping left the meeting for personal reasons.
2:35 p.m.
The Board was joined by the following representatives from the Ohio Society of Health-
System Pharmacists (OSHP) for a discussion of general items of mutual interest:
Bob Parsons, Dan Gueth, Joanne Tolliver, Kathy Donley, Susan Ward, and Alicia Miller
Items discussed included:
1. Update on Pharmacy Technician Certification
2. Changes in Pharmacist Continuing Education Requirements
3. Competency issues for pharmacists
4. Positive Identification rule and enforcement
5. Outsourcing of pharmacy services
3:00 p.m.
The discussion with the OSHP representatives ended. Mrs. Adelman moved that the Board
receive Per Diem as follows:
PER DIEM 01/04 01/05 01/06 Total
Abele 1 1 1 3
Adelman 1 1 1 3
Cavendish 1 1 1 3
Lamping 1 1 1 3
Littlejohn - - - 0
Maslak 1 1 1 3
Neuber 1 1 1 3
Plant 1 1 1 3
Repke 1 1 1 3
The motion was seconded by Mr. Repke and approved by the Board (Aye-6/Nay-0).
3:02 p.m.

Mrs. Adelman moved that the meeting be adjourned. The motion was seconded by Mr.
Repke and approved (Aye-6/Nay-0).

/s/ Joseph J Maslak /d/ 2/12/99
Joseph J. Maslak, President Date
/s/ W T Winsley

William T. Winsley, Executive Director
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