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Ohio State Board of Pharmacy 77 South High Street, Room 1702 Columbus, Ohio 43215-6126
telephone: 614-466-4143 fax: 614-752-4836 email: exec@bop.state.oh.us

Minutes of the December 5, 6, & 7, 2005
Meeting of the Ohio State Board of Pharmacy

MONDAY, DECEMBER 5, 2005

10:00 a.m. The Ohio State Board of Pharmacy convened in Room East B, 31 Floor, of the Vern Riffe
Center for Government and the Arts, 77 South High Street, Columbus, Ohio, with the following
members present:

James E. Turner, R.Ph., Vice-President; Robert P. Giacalone, R.Ph.; Elizabeth I. Gregg,
R.Ph.; Lawrence J. Kost, R.Ph.; Nathan S. Lipsyc, R.Ph.; Kevin J. Mitchell, R.Ph.; and
Dorothy S. Teater, Public Member.

Also present were William T. Winsley, Executive Director; Timothy Benedict, Assistant
Executive Director; William McMillen, Licensing Administrator; Mark Keeley, Legislative Affairs
Administrator; David Rowland, Legal Affairs Administrator; Danna Droz, Prescription
Monitoring Program Administrator, and Sally Ann Steuk, Assistant Attorney General.

10:02 a.m. Mr. Lipsyc moved that the Board go into Executive Session for the purpose of the investigation
of complaints regarding licensees and registrants pursuant to Section 121.22(G)(1) of the Ohio
Revised Code and to confer with an attorney for the Board regarding pending or imminent court
action pursuant to Section 121.22(G)(3) of the Ohio Revised Code. The motion was seconded
by Mrs. Gregg and a roll-call vote was conducted by Vice-President Turner as follows:
Giacalone - yes; Gregg — yes; Kost — yes; Lipsyc — yes; Mitchell — yes; and Teater — yes.

10:17 a.m. Board Member Gregory Braylock arrived and joined the meeting in progress.
10:50 a.m. The Executive Session ended and the meeting was opened to the public.

R-2006-086 Mrs. Gregg moved that the order in the matter of Jeffrey P. Kline, R.Ph., which had been
issued pursuant to the October 11, 2005 hearing, be rescinded and that a new hearing be held.
Mrs. Teater seconded the motion and it was approved by the Board: Aye — 6/Abstain —1
(Braylock).

R-2006-087 Mr. Giacalone moved that the Cease and Desist order drafted by Board staff be issued in the
matter of APO Health, Inc. Mrs. Gregg seconded the motion and it was approved by the Board:
Aye — 6/Abstain —1 (Braylock).

R-2006-088 Mrs. Gregg moved that the proposed settlement in the matter of Thomas Kolczynski, R.Ph.,
be accepted. Mr. Giacalone seconded the motion and it was approved by the Board: Aye —
6/Abstain —1 (Braylock).

R-2006-089 Mr. Braylock moved that the proposed settlement in the matter of John Mileti, R.Ph., be
denied. Mrs. Teater seconded the motion and it was approved by the Board: Aye — 3/Nay —
2/Abstain — 2 (Kost, Giacalone).

10:55 a.m. The Board took a brief recess.
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11:09 a.m.

R-2006-090

R-2006-091

R-2006-092

R-2006-093

R-2006-094

R-2006-095

The meeting resumed. The Board discussed the meeting of the Joint Committee on Agency
Rule Review (JCARR) scheduled for that afternoon. No official action by the Board was
needed.

The Board considered a request from Vernon Infantino, R.Ph., to have Cylert removed from
his Board-ordered drug screens. After discussion, the matter was tabled pending receipt of
further information from Board staff.

The Board considered a request for an exemption to OAC Rule 4729-5-11 (Responsible
person) requesting that Carla Williams, R.Ph., be permitted to be the responsible person for
the following sites:

Bellevue Home Medical (02-1428000)
Medicine Shoppe (02-0676450)

After discussion, Mr. Kost moved that the Board approve the request for one year. The motion
was seconded by Mrs. Gregg and approved by the Board: Aye — 7.

A request was presented from Buehler Food Markets to use an automated (ddn Corporation)
machine for after-hours prescription pick-up by patients. After discussion, Mrs. Gregg moved
that the request be denied. The motion was seconded by Mr. Mitchell and approved by the
Board: Aye —7.

A letter was presented from e-Health Solutions notifying the Board of its purchase of
HealthRamp Electronic RX and the resulting change of name for the HealthRamp system.
After discussion, Mrs. Gregg moved that the name change be noted by the Board and the
record of approved systems on the Board’'s web page be adjusted accordingly. The motion was
seconded by Mr. Braylock and approved by the Board: Aye — 7.

The Board considered a request for an exemption to OAC Rule 4729-5-10 (Prescription pick-up
station) received from the Buderer Pharmacies of Sandusky and Perrysburg for the following
sites:

Buderer/Sandusky (02-1106900)
Various Offices as listed on the letter of request

Buderer/Perrysburg (02-1198400)
Various Offices as listed on the letter of request

After discussion, Mrs. Gregg moved that the Board approve the request as long as the parties
to the request comply with the requirements in the rule for such an exemption. The motion was
seconded by Mr. Kost and approved by the Board: Aye — 7.

The Board next considered a request for an exemption to OAC Rule 4729-5-11 (Responsible
person) requesting that Jae-Seung Lee, R.Ph., be permitted to be the responsible person for
the following sites:

Caringwell Pharmacy (02-1428000)
Apria Healthcare, Inc. (02-0857850)

After discussion, Mrs. Gregg moved that the request be granted for 60 days. Mr. Braylock
seconded the motion and it was approved by the Board: Aye — 7.

The Board then considered a request for an exemption to OAC Rule 4729-5-10 (Prescription
pick-up station) for the following sites:

Samaritan Retail Pharmacy (02-0978550)
Samaritan Homeless Clinic (02-0978450)
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12:15 p.m.

1:35 p.m.

1:58 p.m.

3:00 p.m.

3:05 p.m.

3:18 p.m.

R-2006-096

After discussion, Mr. Braylock moved that the request be granted with the stipulation that a
pharmacist must be available to talk to patients if needed. Mr. Giacalone seconded the motion
and it was approved by the Board: Aye —7.

Mr. Benedict reported that there was no Medical Board Prescribing Committee Report for this
month.

Mr. Keeley presented his Legislative Report to the Board.
The Board recessed for lunch.

The Ohio State Board of Pharmacy convened in Room East B, 31 Floor, of the Vern Riffe
Center for Government and the Arts, 77 South High Street, Columbus, Ohio, with the following
members present:

James E. Turner, R.Ph., Vice-President; Gregory Braylock, R.Ph.; Robert P. Giacalone, R.Ph.;
Elizabeth I. Gregg, R.Ph.; Lawrence J. Kost, R.Ph.; Nathan S. Lipsyc, R.Ph.; Kevin J.
Mitchell, R.Ph.; and Dorothy S. Teater, Public Member.

The Board met with Mr. Ernie Boyd, Executive Director of the Ohio Pharmacists Association, to
discuss matters of mutual interest. There were no items requiring official action by the Board.

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 John Joseph Sholtis, R.Ph., Steubenville.

The hearing ended and the record was closed.

Mrs. Gregg moved that the Board go into Executive Session for the purpose of the investigation
of complaints regarding licensees and registrants pursuant to Section 121.22(G)(1) of the
Revised Code. The motion was seconded by Mrs. Teater and a roll-call vote was conducted by
Vice-President Turner as follows: Braylock — yes; Giacalone — yes; Gregg — yes; Kost — yes;
Lipsyc — yes; Mitchell — yes; and Teater — yes.

The Executive Session ended and the meeting was opened to the public. Mrs. Gregg moved
that the Board adopt the following order in the matter of John Joseph Sholtis, R.Ph.

ORDER OF THE STATE BOARD OF PHARMACY
Docket Number D-050525-063

in the matter of:

JOHN JOSEPH SHOLTIS, R.PH.
471 Lauretta Drive
Steubenville, Ohio 43952

R.Ph. Number 03-1-17295
INTRODUCTION
The matter of John Joseph Sholtis came for hearing on November 8, 2005 and
December 5, 2005, before the following members of the Board: James E. Turner,
R.Ph. (presiding); Gregory Braylock, R.Ph.; Robert P. Giacalone, R.Ph,;
Elizabeth I. Gregg, R.Ph.; Lawrence J. Kost, R.Ph.; Nathan S. Lipsyc, R.Ph;
Kevin J. Mitchell, R.Ph.; and Dorothy S. Teater, Public Member.

John Joseph Sholtis was not represented by counsel. The State Of Ohio was
represented by Sally Ann Steuk, Assistant Attorney General.
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SUMMARY OF EVIDENCE

State’s Witnesses: George Pavlich, Ohio State Board of Pharmacy
John Joseph Sholtis, R.Ph., Respondent

Respondent's Witness: John Joseph Sholtis, R.Ph., Respondent

State's Exhibits:

1. Reinstatement Hearing Request letter from John J. Sholtis [05-16-05]

1A -1B. Procedurals

2. State Board of Pharmacy Order In Re John J. Sholtis [12-10-03]

2A. State Board of Pharmacy Order in re John J. Sholtis [03-09-05]

3. Indictment, State of Ohio vs. John Sholtis, Case No. 03-CR-211, Jefferson
County Common Pleas Court [10-01-03]; Judgment Entry [03-29-04]

4. Notarized Statement of John J. Sholtis [09-02-03]; Drug Shortage Report for
Case No. 03-1921 [not dated]; Notarized Statement of John J. Sholtis [09-
10-03]

5. Law Enforcement Task Force Consent to Search [09-02-03]; Dangerous
Drug Distributor Inspection Report Inventory of Consent Search Items
Removed [09-02-03]

Respondent's Exhibits:

A. Letter from Harry Kirkland BS, CCDCI [11-01-05]; letter from George
VanWeelden, D.O. [10-31-05]

B. PRO Pharmacist’'s Recovery Contract for John J. Sholtis [04-11-05]

C. Urine Drug Screen Reports [05-25-05 to 11-15-05]

D. Hand-written treatment note from Otilia J. Asuncuion, M.D. [11-07-04];
Licensee Summary Report with Drug Panel [05-25-05 to 08-12-05] Urine
Drug Screen Reports [09-21-05 to 10-21-05]

E. Support Group Attendance Records [04/27/05 to 12-01-05]; Calendar pages
for April 2005 to December 2005.

F. Jefferson Behavioral Health System Transition Plan [06-15-05]

G. Gateway Rehabilitation Center Treatment Plan [10-13-03]

H. Copy of restitution check No. 360 to Steubenville Pharmacy [03-29-04]

l.

Continuing Pharmaceutical Education Credits and Certificates [05-01-05 to
12-05-05]

FINDING OF FACT

After having heard the testimony, observed the demeanor of the witnesses,
considered the evidence, and weighed the credibility of each, the State Board of
Pharmacy finds that John Joseph Sholtis has complied with the terms set forth in
the Order of the State Board of Pharmacy, Docket No. D-040916-023, effective
March 9, 2005.

DECISION OF THE BOARD

On the basis of the Finding of Fact set forth above, and after consideration of the
record as a whole, the State Board of Pharmacy hereby approves the
reinstatement of the pharmacist identification card, No. 03-1-17295, held by John
Joseph Sholtis to practice pharmacy in Ohio and places John Joseph Sholtis on
probation for five years beginning on the effective date of this Order, with the
following conditions:

(A) John Joseph Sholtis must enter into a new contract, signed within thirty days
after the effective date of this Order, with an Ohio Department of Alcohol and
Drug Addiction Services (ODADAS) treatment provider or a treatment
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provider acceptable to the Board for a period of not less than five years and
submit a copy of the signed contract to the Board office with the renewal
application. The contract must provide that:

(1) Random, observed urine drug screens shall be conducted at least once

)

3)

(4)

each month for the first year and then at least once every three months
for the remaining four years.

(a) 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.

(b) Results of all drug screens must be negative. Refusal of a urine
screen or a diluted urine screen is equivalent to a positive result.
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.

The intervener/sponsor shall provide copies of all drug [and alcohol]
screen reports to the Board in a timely fashion.

Attendance is required a minimum of three times per week at an
Alcoholics Anonymous, Narcotics Anonymous, and/or similar support
group meeting.

The program shall immediately report to the Board any violations of the
contract and/or lack of cooperation.

(D) John Joseph Sholtis must submit quarterly progress reports to the Board
(due January 10, April 10, July 10, and October 10 of each year of probation)
that include:

(1)

(2)

The written report and documentation provided by the treatment program
pursuant to the contract, and

A written description of John Joseph Sholtis' progress towards recovery
and what he has been doing during the previous three months.

(E) Other terms of probation are as follows:

1)

(@)
(3)

(4)

(5)

The State Board of Pharmacy hereby declares that John Joseph Sholtis'
pharmacist identification card is not in good standing and thereby denies
the privilege of being a preceptor and training pharmacy interns pursuant
to paragraph (D)(1) of Rule 4729-3-01 of the Ohio Administrative Code.

John Joseph Sholtis may not serve as a responsible pharmacist.

John Joseph Sholtis may not destroy, assist in, or witness the
destruction of controlled substances.

John Joseph Sholtis may not, during the first two years of practice, work
in a pharmacy more than 40 hours per week.

John Joseph Sholtis must, during the first 500 hours of practice, be
directly supervised by another pharmacist whose license is in good
standing. The supervising pharmacist(s) must submit to the Board
documentation attesting to the hours supervised.
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3:24 p.m.

4:39 p.m.

R-2006-097

R-2006-098

4:40 p.m.

4:55 p.m.

R-2006-099

(6) John Joseph Sholtis must abide by the contract with his treatment
provider and must immediately report any violation of the contract to the
Board.

(7) John Joseph Sholtis must not violate the drug laws of Ohio, any other
state, or the federal government.

(8) John Joseph Sholtis must abide by the rules of the State Board of
Pharmacy.

(9) John Joseph Sholtis must comply with the terms of this Order.

(F) Any violation of probation may result in a Board hearing to consider
alternative or additional sanctions under Section 4729.16 of the Ohio
Revised Code.

John Joseph Sholtis is hereby advised that 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.

The motion was seconded by Mr. Kost and approved by the Board: Aye — 7.

The Board was joined by Assistant Attorney General Sally Ann Steuk to conduct an
adjudication hearing in accordance with the Ohio Revised Code Chapters 119. and 4729. in the
matter of RajaManikandan Bhojaraj, Intern Applicant, Edison, New Jersey.

The hearing ended and the record was closed.

The matter of Vernon Infantino was reconsidered by the Board. After discussion, Mrs. Gregg
moved that the requirement in Mr. Infantino’s Board Order that pemoline be a part of the urine
drug screen may be removed after January 1, 2006. Mr. Kost seconded the motion and it was
approved by the Board: Aye — 7.

The Board next considered a request for an exemption from OAC Rule 4729-5-10 (Prescription
pick-up station) received from the following site:

Teregen Laboratories (02-1235150)
Various Physician Offices contained in the letter of request

After discussion, Mrs. Gregg moved that the Board approve the request as long as the parties
to the request comply with the requirements in the rule for such an exemption. The motion was
seconded by Mr. Braylock and approved by the Board: Aye — 7.

Mrs. Gregg moved that the Board go into Executive Session for the purpose of the investigation
of complaints regarding licensees and registrants pursuant to Section 121.22(G)(1) of the
Revised Code. The motion was seconded by Mr. Lipsyc and a roll-call vote was conducted by
Vice-President Turner as follows: Braylock — yes; Giacalone — yes; Gregg — yes; Kost — yes;
Lipsyc — yes; Mitchell — yes; and Teater — yes.

The Executive Session ended. Mrs. Gregg moved that the Board adopt the following order in
the matter of RajaManikandan Bhojaraj, Intern Applicant, Edison, NJ.

ORDER OF THE STATE BOARD OF PHARMACY
Docket Number D-051115-046

in the matter of:

RAJAMANIKANDAN BHOJARAJ
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42M Reading Road
Edison, New Jersey 08817

INTRODUCTION

The matter of RajaManikandan Bhojaraj came for hearing on December 5, 2005,
before the following members of the Board: James E. Turner, R.Ph. (presiding);
Gregory Braylock, R.Ph.; Robert P. Giacalone, R.Ph.; Elizabeth I. Gregg, R.Ph.;
Lawrence J. Kost, R.Ph.; Nathan S. Lipsyc, R.Ph.; Kevin J. Mitchell, R.Ph.; and
Dorothy S. Teater, Public Member.

RajaManikandan Bhojaraj was not represented by counsel. The State Of Ohio
was represented by Sally Ann Steuk, Assistant Attorney General.

SUMMARY OF EVIDENCE

State’s Witness: Joseph Reichert, R.Ph., Ohio State Board of Pharmacy

Respondent's Witness: RajaManikandan Bhojaraj, Respondent

State's Exhibits:

1. Proposal to Deny/Notice of Opportunity For Hearing letter [11-15-05]
1A-1B. Procedurals

2. Application for Pharmacy Intern Registration with attachment submitted by
RajaManikandan Bhojaraj [07-08-05]
West Lafayette Police Department Voluntary Statement of Geraldine Larson
[03-09-05]
Statement of Geraldine Michelle Larson [03-10-05]
West Lafayette Police Department Statement of Geraldine Larson [08-26-05]
Statement of Geraldine M. Larson [05-23-05]
Guilty Plea, State of Indiana vs. RajaManikandan Bhojaraj, Case No. 79D05-
0503-FD-00109 Superior Court No. 5, Tippecanoe County

w

No ok

Respondent's Exhibits: None

FINDINGS OF FACT

After having heard the testimony, observed the demeanor of the witnesses,
considered the evidence, and weighed the credibility of each, the State Board of
Pharmacy finds the following to be fact:

(1) Records of the Board of Pharmacy indicate that RajaManikandan Bhojaraj
applied to the Board for registration as an intern in the State of Ohio on July
8, 2005.

(2) RajaManikandan Bhojaraj is not of good moral character and habits within
the meaning of Rule 4729-5-04 of the Ohio Administrative Code, to wit:
RajaManikandan Bhojaraj was, on or about May 27, 2005, convicted of
Criminal Confinement and Battery, misdemeanors in the State of Indiana.
State of Indiana vs. RajaManikandan Bhojaraj, Cause No. 79D05-0503-FD-
00109, Superior Court No. 5 of Tippecanoe County. RajaManikandan
Bhojaraj served a term of incarceration and he was placed on probation.

CONCLUSION OF LAW

The State Board of Pharmacy concludes that paragraph (2) of the Findings of
Fact constitutes not being of good moral character and habits as set forth in
paragraph (C) of Rule 4729-5-04 of the Ohio Administrative Code.
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R-2006-100

DECISION OF THE BOARD

Pursuant to Section 4729.11 of the Ohio Revised Code, and after consideration
of the record as a whole, the State Board of Pharmacy hereby approves the
Application for Pharmacy Intern Registration submitted by RajaManikandan
Bhojaraj on July 8, 2005.

Mrs. Teater seconded the motion and it was approved by the Board: Aye — 7.

After a brief discussion, Mrs. Gregg moved that the following rules be filed with an effective
date of January 1, 2006. Mr. Mitchell seconded the motion and it was approved by the Board:
Aye — 7.

4729-3-01 Definitions.

As used in Chapter 4729-3 of the Administrative Code:

(A) "Pharmacy internship” means the supervised practical experience required for licensure as
a registered pharmacist. The purpose of the pharmacy internship program is to provide
those individuals, who intend to become registered pharmacists, with the knowledge and
practical experience necessary for functioning competently and effectively upon licensure.

{S)(B) "Internship site" means a pharmacy licensed as a terminal distributor of dangerous drugs
pursuant to Chapter 4729. of the Revised Code, except as provided in paragraph (C) or
(D) of rule 4729-3-05 of the Administrative Code, and whose license is in good standing.

{B)(C) "Preceptor” is the individual responsible for seeing that the intern is properly supervised

and exposed to all aspects of thean internship program—defined—as—the—supervised

(1) A "preceptor" is a pharmacist who holds a current identification card which is in good
standing; or, is a person who is of good moral character and is qualified to direct the
approved experience in the area approved by the director of internship pursuant to
paragraph (D) of rule 4729-3-05 of the Administrative Code.

(2) A person may serve as the preceptor for more than one intern. The number of
interns engaged in the practice of pharmacy at any time is limited to not more than
two for each pharmacist on duty.

(3) A preceptor must report to the board on the progress and aptitude of an intern when
requested by the director of internship.

{E)}(D) "Director of internship" has the same meaning as provided in section 4729.11 of the
Revised Code.

{F)E) "In good standing" means that the licensee or registrant has not been denied the
privilege of supervising interns by the board.

{S)(E) "Statement of Preceptor” is the form which must be received by the board of pharmacy
for each pharmacy intern within thirty days of beginning internship under a preceptor's
supervision. A "Statement of Preceptor" form is not required to be submitted to the
board when using an academic experience affidavit.
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(1) No credit will be given for practical experience obtained prior to thirty days of the
date that the "Statement of Preceptor” form is received by the board office; except,
that in the event of extraordinary circumstances and when due to no fault of the
intern, the board may accept a retroactive date of filing for the "Statement of
Preceptor."”

(2) The intern must file a "Statement of Preceptor" form whenever he/she changes
internship sites and/or preceptors.

{H(G) "Practical experience affidavit" is the form which must be used to submit evidence of
practical experience for internship credit.

(1) Practical experience reported on the affidavit shall be the total number of actual
clock hours worked during the reported time period rounded to the nearest hour.
The hours reported must be able to be documented by payroll or other records
which may be examined by the board of pharmacy upon reasonable notice.

(2) Practical experience affidavits must be signed by the preceptor on file with the board
of pharmacy. In the event of the unavailability of the preceptor's signature due to
extraordinary circumstances and due to no fault of the intern, the board may accept
an alternative method for verification of a practical experience affidavit.

(3) Practical experience affidavits for a calendar year may be filed at any time, except
that they must be received in the board office or postmarked no later than the first
day of March of the following year.

H(H) "Academic experience affidavit" is the form that may be used to submit evidence of
practical experience obtained from a board approved structured program where
academic credit is awarded.

(1) The academic experience coordinator at a school of pharmacy is responsible for
assuring that during the time of the experience each practice site and preceptor are
currently licensed and are in good standing with the appropriate professional
licensing board or have been previously approved by the board of pharmacy.

(2) The preceptor at each practice site must sign the academic experience affidavit
certifying the hours of practical experience obtained by the intern.

(3) The academic experience coordinator at a school of pharmacy must submit a
signed academic experience affidavit certifying that the intern obtained a passing
grade and that the practice sites and the preceptors are currently licensed and in
good standing with the appropriate professional licensing board or have been
previously approved by the board of pharmacy.

(4) The academic experience coordinator at a school of pharmacy is responsible for
maintaining records of intern experience at each practice site.

(5) Academic experience affidavits may be filed at any time, except that they must be
received in the board office or postmarked no later than the first day of the July that
immediately follows the successful completion of the academic course.

3)(1) "School of pharmacy" has the same meaning as a college of pharmacy or a department of

pharmacy of a university, which has been recognized and approved by the state board of
pharmacy.

4729-5-01 Definitions.
As used in Chapter 4729. of the Revised Code:
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(A) "Practice of pharmacy" is as defined in division (B) of section 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, compounding, labeling, and
packaging a specific drug. In the case of an 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 patient will be deemed to have occurred when the pharmacist has
given final approval to the patient specific prescription in the system.

(C) The term "compounding" has the same meaning as defined in division (C) of section
4729.01 of the Revised Code.

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

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

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

(G) "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.

(H) "Original prescription" means the prescription issued by the prescriber in writing, an oral or
electronically transmitted prescription recorded in writing by the pharmacist, a prescription
transmitted by use of a facsimile machine, or a prescription transmitted by a board
approved electronic prescription transmission system, 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.

(J) "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.

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

(1) A definitive set of written treatment guidelines that include definitive orders for drugs
and their specified dosages which have been authorized by a prescriber and have been
approved by the state board of pharmacy pursuant to section 4729.54 of the Revised
Code. A protocol may be used only by 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 written treatment guidelines that include definitive orders for drugs
and their specified dosages which have been authorized by a prescriber and have been
approved by the state board of pharmacy pursuant to section 4729.54 of the Revised
Code. A protocol may be used only by licensed health care professionals when
administering biologicals or vaccines to individuals for the purpose of preventing
diseases; or
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(3) A definitive set of written treatment guidelines that include patient specific and dose
specific orders for the administration of a specific drug that have been authorized by a
prescriber to be used when the services of that prescriber are not immediately
available. The state board of pharmacy must approve the treatment guidelines prior to
implementation. A list of the board approved drugs used in the treatment guidelines
shall be displayed on the pharmacy board web site (www.pharmacy.ohio.gov). To be
considered for approval by the board, the treatment guidelines must meet the following
requirements:

(@) The drugs shall only be administered by an individual authorized by law to
administer the drugs that are listed in the treatment guidelines.

(b) A prescriber must complete an assessment and make a diagnosis prior to ordering
a set of treatment guidelines.

(c) The treatment guidelines:

(i) Can only be initiated upon the order of a prescriber, and the prescriber, utilizing
positive identification, must create an order in the patient record to
acknowledge and document an adjustment made pursuant to the treatment
guidelines before another dose or frequency adjustment can be made;

(i) Shall only apply to adjusting the dose or frequency of the administration of a
specific drug that has been previously ordered by a prescriber;

(iii) Apply only to those drugs that may require calculations for specific dose and
frequency adjustments which shall be based on objective measures;

(iv) Apply only to those drugs for which the therapeutic dose is significantly lower
than the dose expected to cause detrimental adverse effects;

(v) Do not apply to those drugs for which a dosage change selected within the
usual normal dose range could cause detrimental adverse effects;

(vi) Can be performed without requiring the exercise of medical judgment;
(vii) Will lead to results that are reasonably predictable and safe;
(viii)Can be performed safely without repeated medical assessments;

(ix) If performed improperly, would not present a danger of immediate and serious
harm to the patient.

A protocol may be used only by individuals authorized by law to administer the drugs and to
perform the procedures included in the protocol.

Protocols submitted for approval by the state board of pharmacy may be reviewed with the
appropriate health care related board prior to any approval by the state board of pharmacy.

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

(N) "Positive identification" means a method of identifying an individual who prescribes,
administers, or dispenses a dangerous drug.

(1) A method may not rely solely on the use of a private personal identifier such as a
password, but must also include a secure means of identification such as the following:

(&) A manual signature on a hard copy record,;
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(b) A magnetic card reader;

(c) A bar code reader;

(d) A thumbprint reader or other biometric method,;

(e) A proximity badge reader;

() A board approved system of randomly generated personal questions;

(g) A printout of every transaction that is verified and manually signed within a
reasonable period of time 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; or

(h) Other effective methods for identifying individuals that have been approved by the
board.

(2) A method relying on a magnetic card reader, a bar code reader, a proximity badge
reader, or randomly generated questions for identification must also include a private
personal identifier, such as a password, for entry into a secure mechanical or electronic
system.

(O) "Originating pharmacy", as it relates to central fill pharmacies, means the pharmacy that

received the original prescription.

4729-5-15 Prescriber.

(A)

(B)

For purposes of division (Z) of section 3719.01 and division (I) of section 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
employment 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.

(C) A nonresident prescriber whose license is current and in good standing and who is

authorized to issue prescriptions for drugs in the course of their professional practice in a
state, as defined in division (G) of section 1.59 of the Revised Code, other than Ohio is
authorized to write prescriptions in that state for drugs to be dispensed in the state of Ohio.
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{E)}(D) An advanced practice nurse approved pursuant to section 4723.48 of the Revised Code
may prescribe those drugs which have been approved by the committee on prescriptive
governance for advanced practice nurses and pursuant to the standard care agreement
for that advanced practice nurse.

4729-5-30 Manner of issuance of a prescription.

(A)

(B)

A prescription, to be valid, 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 bona fide treatment of a patient 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 of law.

All prescriptions issued by a prescriber shall:

(1) Be dated as of and on the day when issued.

(2) Contain the manually printed, typewritten, or preprinted full name and address of the
prescriber.

(3) Indicate a telephone number where the prescriber can be personally contacted during
normal business hours.

(4) Indicate the full name and address of the patient.

(5) Indicate the drug name and strength.

(6) Indicate the quantity to dispense.

(7) Indicate the appropriate directions for use.

(8) Specify the number of times or the period of time for which the prescription may be
refilled. If no such authorization is given, the prescription may not be refilled except in
accordance with section 4729.281 of the Revised Code. A prescription marked "Refill
P.R.N." or some similar designation is not considered a valid refill authorization.

(9) Not authorize any refills for schedule 1l controlled substances.

(10) Authorize refills for schedules lll and IV controlled substances only as permitted by
section 3719.05 of the Revised Code.

(11) Not authorize a refill beyond one year from the date of issuance for schedule V
controlled substances and for dangerous drugs that are not controlled substances.

(12) Identify the trade name or generic name of the drug(s) in a compounded prescription.

(13) Not be coded in such a manner that it cannot be dispensed by any pharmacy of the
patient's choice.

(14) For prescriptions issued to a patient by a prescriber, be:
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(&) Manually signed on the day issued by the prescriber in the same manner as
he/she would sign a check or legal document.

(b) Issued in compliance with rule 4729-5-13 of the Administrative Code.

(15) Be issued in compliance with all applicable federal and state laws, rules, and

regulations.

(C) When forms are used that create multiple copies of a prescription issued to a patient by a
prescriber, the original prescription that bears the actual signature of the prescriber must be
issued to the patient for dispensing by a pharmacist.

(D) Oral transmission by the prescriber or the prescriber’'s agent of original prescriptions and
refills authorized by a prescriber, pursuant to the requirements of this rule, may be
transmitted by telephone only to:

@)
)

®)

A pharmacist.

A recording device within the pharmacy if the pharmacist is unavailable. The
pharmacist must remove the prescription from the recorder and reduce it to writing.
The pharmacist is responsible for assuring the validity of the prescription removed from
the recorder.

A licensed pharmacy intern if the pharmacist on duty who is supervising the activity of
the intern determines that the intern is competent to receive telephone prescriptions.

The prescriber's agent must provide his/her full name when transmitting an oral
prescription.

(E) Original written prescriptions authorized and signed by a prescriber may be transmitted by
the prescriber or the prescriber’s agent by facsimile machine to a pharmacy pursuant to the
following:

1)

)

®3)

(4)

The facsimile of the prescription must include the full name of the prescriber and if
applicable the full name of the prescriber's agent transmitting the prescription to the
pharmacy.

The original prescription signed by the prescriber from which the facsimile is produced
shall not be issued to the patient. The original prescription signed by the prescriber
must remain with the patient’'s records at the prescriber's office or the institutional
facility where it was issued.

Prescriptions for schedule Il controlled substances may not be transmitted by facsimile
except for:

(@) A resident of a long term care facility pursuant to rule 4729-17-09 of the
Administrative Code.

(b) A narcotic substance issued for a patient enrolled in a hospice. The original
prescription must indicate that the patient is a hospice patient. The facsimile
transmission must also meet the other requirements of this rule.

(c) A compounded sterile product prescription for a narcotic substance pursuant to rule
4729-19-02 of the Administrative Code.

A facsimile of a prescription received by a pharmacy in any manner other than

transmission directly from the prescriber or the prescriber's agent shall not be
considered a valid prescription.
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(5) The facsimile of the prescription must include header information identifying the origin
of the facsimile.

(F) A prescription may be transmitted by means of a board approved electronic prescription
transmission system, without further verification by the pharmacist of the prescriber's
identity, provided that:

(1) The system shall require positive identification of the prescriber as defined in rule 4729-
5-01 of the Administrative Code and the full name of any authorized agent of the
prescriber who transmits the prescription.

(2) The computer data must be retained for a period of three years at the prescriber's
office.

4729-5-34 Successful completion of the "Test of Spoken English".

Successful completion of the "Test of Spoken English (TSE)," pursuant to rules 4729-3-02,
4729-3-03, 4729-3-04, 4729-5-31, and 4729-5-32 of the Administrative Code, shall be a score
of fifty or higher._A board approved equivalent of the TSE is the "Test of English as a Foreign
Language, Internet-based test" (TOEFL iBT). No other administered form of TOEFL will be
accepted as a board approved equivalent to TSE. Successful completion of TOEFL iBT shall
be the following minimum scores or higher:

(A) Writing: Twenty-four;

(B) Speaking: Twenty-six;

(C) Listening: Eighteen; and

(D) Reading: Twenty-one.

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 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 directly related to
the practice of pharmacy.

(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
"AmericanAccreditation Council on Pharmaceutical Education” (A.C.P.E.).

(E) "Evidence of approved C.E.U.s" 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.
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(F) "Pharmacy jurisprudence" related continuing education shall include Ohio 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.

4729-7-02 Requirements for renewal of a pharmacist identification card.

(A) Except as provided in rule 4729-7-08 of the Administrative Code, evidence of six C.E.U.s of
approved continuing education shall be submitted by the date indicated on the continuing
pharmacy education report form and at intervals not to exceed three years. At least 0.3
C.E.U.s of the total required C.E.U.s must be obtained from Ohio state board of pharmacy
approved programs in jurisprudence.

(B) Documentation of the required C.E.U.s shall be submitted on forms provided by the state
board of pharmacy.

manner-the-The C.E.U.s must be obtained on or after March first of the year that is three
years prior to the year in which evidence of the continuing pharmacy education is required
for identification card renewal. If the continuing pharmacy education report forms are not
filed in a timely manner, the C.E.U.s must have been obtained during the three-year period
immediately preceding_the date that the continuing pharmacy education report form is filed.

(D) C.E.U.s obtained in excess of the required C.E.U.s at the time the continuing education is
required for identification card renewal, may not be transferred and applied to future
requirements.

(E) A pharmacist whose identification card has lapsed or has been suspended may renew
his/her identification card, if he/she qualifies for renewal pursuant to section 4729.12 or
section 4729.13 of the revised Code, by paying the required fee, completing the application
for renewal, and, if he/she would have been required to report continuing pharmacy
education during the period of lapse or suspension, by providing evidence of having
obtained the number of C.E.U.s required at the time of renewal by submitting the
certificates of participation obtained during the three-year period immediately preceding the
date of applying for renewal.

(F) Ohio-registered pharmacists who hold a current license in states where continuing
education is mandatory, have met the continuing pharmacy education requirements of that
state, and who do not practice pharmacy in Ohio, may renew their identification card by
paying the required fee, completing the application for renewal, and submitting the following
signed statement on their continuing pharmacy education report form:

"I declare under penalties of falsification that | hold a current and valid pharmacist license,
number (insert license number), in the state of (insert name of state), that | have met the
continuing pharmacy education requirements of this state and | do not presently practice
pharmacy in the state of Ohio. | hereby agree to immediately notify the Ohio state board of
pharmacy if | return and commence the practice of pharmacy in the state of Ohio."

4729-7-05 Procedure for approval as a provider of continuing pharmacy education.
(A) An individual, institution, organization, association, corporation or agency located in the
state of Ohio desiring to be an in-state provider of continuing pharmacy education shall

submit an application containing such information as the board of pharmacy may require on
forms provided by the board.
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(B)

©

An individual, institution, organization, association, corporation or agency located outside
the state of Ohio desiring to be an approved out-of-state provider of continuing pharmacy
education shall meet the requirements of and be approved by the "AmericanAccreditation
Council on Pharmaceutical Education."

Approval of in-state providers shall be valid for a period of three years at which time re-
application is necessary.

4729-9-02 Minimum standards for a pharmacy.

(A)

(B)

©

(D)

(E)

(R

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 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 recommended 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 primarily 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.

Pharmacy hours

Notice to the public of operating hours of the pharmacy department must be posted.
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{F)}(G) Additional minimum standards are required for specialized pharmacy practices pursuant
to Chapters 4729-15, 4729-17, and 4729-19 of the Administrative Code.

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

A pharmacist, 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 "supervision 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) In a pharmacy.

(1) Personal supervision by a pharmacist of the dangerous drugs at all times to deter and
detect theft or diversion; except,

(2) Whenever personal supervision of the dangerous drugs is not provided by a
pharmacist, 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 that requires the personal
supervision or sale by a pharmacist.

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

(d) Except as provided in rule 4729-17-03 of the Administrative Code, only a
pharmacist may have access to the prescription department or stock of dangerous
drugs or assume responsibility for the security of dangerous drugs, exempt
narcotics, hypodermics, poisons, and any other item or product that requires the
personal supervision or sale by a pharmacist.

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

() New or refill prescription orders may be deposited into a secured area within the
building where the pharmacy is located when a pharmacist is not present. Only a
pharmacist may have access to this secured area.

posted: A pharmacy may utilize a board approved delivery system that securely
stores_and releases a dispensed prescription drug to a patient only when the
pharmacy is open for business and a pharmacist is physically present and
available for consultation.

(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 personal supervision
of a pharmacist.
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(B)

©

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 laboratories
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
suitable locks and/or an electronic barrier to deter and detect unauthorized access.

A pharmacist, 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.

4729-9-15 Report of theft or loss of dangerous drugs, controlled substances, and drug
documents.

(A)

(B)

©

Each prescriber, and-terminal distributor of dangerous drugs, or wholesale distributor of
dangerous drugs shall notify the following upon discovery of the theft or significant loss of
any dangerous drug or controlled substance, including drugs in transit that were either
shipped from or to the prescriber, terminal distributor of dangerous drugs, or wholesale

distributor of dangerous drugs:

(1) The state board of pharmacy, by telephone immediately upon discovery of the theft or
significant loss;

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

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

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.

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

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

Each prescriber, and-terminal distributor of dangerous drugs, 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.

(2) Official written order form(s) as defined in division (J}(Q) 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.

4729-9-20 Drugs repackaged by a pharmacy.
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(A) Labels of drugs repackaged by and stored within a pharmacy prior to being dispensed shall
contain, but not be limited to, the following:

(B)

)
)

®)
(4)

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;

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:

@)
)
®)
(4)
(®)
(6)
()

Name of drug, strength, dosage form, and quantity;
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-pharmacist responsible for the repackaging of
the drug.

4729-9-25 Drugs compounded for direct administration by a prescriber.

The following requirements do not apply to the compounding of radiopharmaceuticals by a

nuclear pharmacy. Radiopharmaceuticals must be prepared pursuant to Chapter 4729-15 of

the Administrative Code.

A pharmacist may compound a drug pursuant to a request made by a prescriber, or by an

agent of the prescriber, for a drug to be used by the prescriber for the purpose of the direct

administration to patients in the course of the prescriber's practice pursuant to division (C)(5) of

section 4729.01 of the Revised Code and the following:

(A) The drug is compounded and provided to a prescriber as an occasional exception to the

normal practice of dispensing drugs pursuant to patient specific prescriptions:

(1)

A pharmacy may provide compounded drug preparations to prescribers for direct

(2)

administration to patients as long as the total value of those compounded preparations
does not exceed five percent of the pharmacy's total dollar amount of sales of patient
specific compounded prescriptions within the past twelve months.

The pharmacy shall only provide those compounded drugs that are not commercially

available to a prescriber which are needed:

(a)_To treat an emergency situation;

(b) For an unanticipated procedure for which a time delay would negatively affect a

patient outcome;
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(B)

(c) For diagnostic purposes.

A pharmacy shall not supply more than a seventy-two hour supply of a compounded drug

to a prescriber. A prescriber shall not have more than a seventy-two hour supply of a
compounded drug on hand at any given time. The seventy-two hour supply provided to the
prescriber shall be determined by previous administration patterns provided by a prescriber
to the pharmacist. The limitation of a seventy-two hour supply shall not apply to either of

the following:

(1) Compounded non-sterile _drug preparations for topical administration, pursuant to
paragraphs (A)(2)(b) and (A)(2)(c) of this rule, shall be supplied to a prescriber in a
single container in which the quantity does not exceed sixty grams or sixty milliliters. A
prescriber shall not have more than one full container of sixty grams or sixty milliliters of
a compounded drug on hand at any given time; or

(2) Compounded non-sterile drug preparations intended to treat an emergency situation,
pursuant to paragraph (A)(2)(a) of this rule, may be provided to a prescriber in a
quantity required to sufficiently treat individuals in the event of an emergency situation.

(C)_A pharmacy shall not sell a compounded drug to another pharmacy or wholesaler.

(D) Prescribers shall only administer a requested compounded drug directly to their own

(E)

patients. Prescribers shall not:

(1) Dispense a compounded drug to a patient;

(2) Sell a compounded drug to another prescriber;

(3) Sell a compounded drug to a pharmacy; or

(4) Return a compounded drug to the supplying pharmacy.

Compounded drug preparations shall be assigned beyond use dates that are based on

stability and sterility for sterile_ compounded drug preparations and stability for non-sterile
compounded drug preparations pursuant to the following:

(1) Beyond use dates for non-sterile compounded preparations shall be determined by the

compounding pharmacy through drug product testing pursuant to acceptable practice
standards; by published peer reviewed pharmaceutical literature that have been
critically reviewed by unbiased independent experts; or in compliance with
requirements in the current edition of an official compendium, such as the "United
States Pharmacopoeia/National Formulary".

(2) Beyond use dates for sterile compounded preparations shall be determined by the

compounding pharmacy through drug product testing pursuant to acceptable practice
standards or shall be based on the following "United States Pharmacopoeia/National
Formulary" standards:

(a) Low risk level compounded drug preparations shall be assigned a beyond use date
of not more than forty-eight hours when stored at room temperature, or fourteen
days when refrigerated at two to eight degrees celsius.

(b) Medium risk level compounded drug preparations shall be assigned a beyond use
date of not more than thirty hours when stored at room temperature, or seven days
when refrigerated at two to eight degrees celsius.

(c) High risk level compounded drug preparations shall be assigned a beyond use
date of not more than twenty-four hours when stored at room temperature, or three
days when refrigerated at two to eight degrees celsius.
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(F) The labeling of a compounded drug preparation must contain the following:

(1) The statement "For direct patient administration only" displayed prominently;

(2) The statement "Not for resale" displayed prominently;

(3) Proper storage conditions;

(4) Beyond use dates pursuant to paragraph (E) of this rule;

(5) The name(s) of the active and inactive ingredients;

(6) The amount or percentage of active drug ingredients;

(7) The guantity of compounded drug provided;

(8) The route of administration;

(9) The pharmacy name, address, and telephone number;

(10) The pharmacy control number assigned to the compounded drug preparation.

(G) Compounded drug preparation _containers that are too small to bear a complete label

pursuant to paragraph (F) of this rule must bear a label that contains at least the following

information:

(1) "Not for resale";

(2) The storage conditions if other than room temperature;

(3) The beyond use date;

(4) The drug name(s);

(5) The drug strength;

(6) The route of administration;

(7) The pharmacy control number;

(8) The pharmacy name.

In all cases, a complete label meeting the requirements of paragraph (F) of this rule must
be applied to the outside container in which such compounded preparation is supplied.

(H) The sale of a compounded drug preparation to a prescriber is considered a wholesale sale

)

as defined in section 4729.01 of the Revised Code. A pharmacy is required to follow the
record keeping requirements for wholesale sales listed in paragraph (H) of rule 4729-9-16
of the Administrative Code.

A pharmacy must follow the compounding requirements pursuant to rules 4729-5-25 and

4729-9-21 of the Administrative Code, Chapter 4729-19 of the Administrative Code, current
professional compounding standards, and all applicable federal and state laws, rules, and

regulations.

4729-17-01 Definitions; institutional facility.

As used in Chapter 4729-17 of the Administrative Code:
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(A) "Institutional facility" means a hospital as defined in section 3727.01 of the Revised Code,
or_a facility licensed by the Ohio state board of pharmacy and the Ohio department of
health, the Ohio department of rehabilitation and correction, or the Ohio department of
mental retardation and developmental disabilities 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;
4)(3) Long term care facilities;
{5)(4) Nursing homes;

{6)(5) Psychiatric facilities;

{A(6) Rehabilitation facilities;
{8)(7) Mental retardation facilities.

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

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

(D) "Dispensing of a drug pursuant to an inpatient prescription" means the professional 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 prescriber. In the case of an 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.

(E) "Contingency drugs" are those drugs which may be required to meet the therapeutic needs
of inpatients when a licensed pharmacist is not available and personally in full and actual
charge of the institutional pharmacy.

(F) "Emergency drugs" are those drugs which are required to meet the immediate therapeutic
needs of inpatients in order to sustain life in an emergency crisis.

(G) "Outpatient" means any person who receives drugs for use outside of the institutional

facility.

~

(H) "Electronic_drug record keeping system" means a system of storing drug records
electronically and capturing the positive identification of the person responsible for a
specific_drug transaction including, but not limited to, the prescribing, administering, or
dispensing of a drug.

() _"Positive identification" has the same meaning as paragraph (N) of rule 4729-5-01 of the
Administrative Code except that a specific hospital having a closed electronic drug record
keeping system may be permitted to use identifiers utilizing both a password combined with
a personal identifier to document the positive identification of each user for, but not limited
to, the prescribing and administration of a drug if approved by the board of pharmacy.

(1) At a minimum, the following items will be considered during the approval process:
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(2)

(a) Adequate audit controls are in place to detect and deter drug diversion;

(b) Adequate access controls are in place to assure the identity of a user and to assign
accountability of the user for any drug transaction;

(c) Adequate safequards are in place to prevent and detect the unauthorized use of an
individual's password and personal identifier;

(d) An ongoing quality assurance program is in place to ensure that (1)(a) through ()(c)
of this rule are being fulfilled and reviewed; and

(e) Appropriate policies and procedures are in place to address all of the items in (1)(a)

through (1)(d) of this rule.

Positive identification pursuant to paragraph (N) of rule 4729-5-01 of the Administrative

Code shall always be used to document the:

(a) Dispensing, compounding, or repackaging of a drug;

(b) Removal and possession of a controlled substance to administer to a patient;

(c) Waste of a controlled substance.

(J) "Password" means a private identification that is created by a user to obtain access to an

electronic drug record keeping system.

(K) "Personal identifier" means a unique user name or number for identifying and tracking a

specific user's access to an electronic drug record keeping system such as social security

number, user identification number, or employee number.

4729-17-03 Security and control of drugs in an institutional facility.

(A) In

the absence of a licensed pharmacist, drugs ordered by a prescriber for patient

treatment may be obtained in the following manner:

1)

)

Where a 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 licensed pharmacist shall be available for
emergencies when the institutional pharmacy is closed.

Contingency drugs shall be used only in the absence of a 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:

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

(b) Determine, in conjunction with the appropriate interdisciplinary committees, 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;
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®)

(d) Provide controls adequate to prevent diversion of the drugs, and institute
recordkeeping record keeping procedures to account adequately for the drugs
when used and the positive identification of the person 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.

(a) The policies and procedures shall:

(i) 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;

(iif) Provide a written record documenting emergency access to the pharmacy.
Such record shall include the names, and-titles, and positive identification 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 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.

(B) 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:

@)

)

®3)

(4)

(®)

(6)

()

Provide for a limited quantity of dangerous drugs to be maintained at any one location;
Provide for the proper storage and labeling of all such drugs;

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;

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

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

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 beyond use date;

Provide adequate recordkeeping record keeping procedures to document the
disposition of drugs from the supply.
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(C) 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 licensed pharmacist, 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 detect and deter the diversion and/or adulteration of drugs.

4729-17-04 Records; institutional faciity-pharmacy.

All drug records shall be maintained for a period of three years pursuant to section 4729.37 of
the Revised Code. All drug records must be readily retrievable within three working days,
excluding holidays and weekends, of all drug transactions within the previous three years.
Electronic drug record keeping systems, computerized record keeping systems, or subsequent
storage of such records, must be readily retrievable via CRT display, hard copy printout, or
other mutually agreeable transfer medium. If an electronic drug record keeping system is being
utilized as defined in paragraph (H) of rule 4729-17-01 of the Administrative Code the
method(s) of achieving positive identification must be approved by the state board of pharmacy
prior to implementation pursuant to paragraph (1) of rule 4729-17-01 of the Administrative Code.
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.

(B) All drug orders and records relating to the practice of pharmacy.-Such-drug-orders—and

(1) Records of drugs dispensed shall include, but are not limited to:

(a) The name, strength, and quantity of drugs dispensed;

(b) The date of dispensing;

(c) The name of the inpatient to whom, or for whose use, the drug was dispensed; and
(d) Positive identification of all pharmacists involved in the dispensing.

(2) All other records relating to the practice of pharmacy other than dispensing shall
include, but are not limited to:

(a) 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 the activity, identifying the
function performed by each pharmacist.
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(3) Records of drugs dispensed for outpatients shall be maintained pursuant to rule 4729-
5-27 of the Administrative Code.

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

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

(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 licensed-pharmacist responsible for the compounding or
repackaging of the drug.

(D) 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
Administrative Code, which shall include at least the following:

(1) The name, strength, dosage form, and amount of drug distributed;
(2) The area receiving the drug;
(3) The date distributed;

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

(5) 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 following:

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

(d) Quantity administered;

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

(E) A
p&rsuant—te—seeﬂen—%%?—ef—the—%#sed—@ed& A qu that must be mamtalned of all
changes made to a drug record in_an electronic drug record keeping system or a
computerized record keeping system after a drug transaction has been made. Such log
may be accessible 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) Person making the change.
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4729-17-08 Minimum standards for an institutional faciity-pharmacy.

(A) Library

1)

)

®3)

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

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

Telephone number of a poison control center.

(B) Drug inventory, fixtures, and space

)

)

®)

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.

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.

All areas where drugs are stored shall provide adequate physical security to 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.

1)

)

®3)

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.

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 procedures 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 dispensing the drug.

Drug orders for inpatients of an institutional facility transmitted to a pharmamst by use

electronlc drug record keepmq system may be con5|dered 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 professionals using positive
identification. If the licensed health care professional entering the order into the system
is not the prescriber, there shall be a system in place requiring the positive identification
of the prescrlber for each order W|th|n a reasonable period of t|me WhICh shall be
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(B) All orders for drugs for inpatients shall include, but are not limited to, at least the following:
(1) 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.

(C) 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 accordance with rule 4729-5-
27 of the Administrative Code.

(D) An original signed prescription for a schedule 1l 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 dispensing
pharmacy by facsimile. The facsimile shall serve as the original written prescription and
shall be received and maintained pursuant to rules 4729-5-21 and 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.

4729-17-13 D.E.A. numbers for hospital employed physiciansprescribers.

(A) A person authorized to write prescriptions pursuant to paragraph(B)-ef-rule 4729-5-15 of
the Administrative Code who is employed as a staff physicianprescriber 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.

(B) 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.

(C) 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.

(D) 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 -
physieiansprescribers 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.

4729-33-04 RecordkeepingRecord keeping.
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(A) All emergency medical service (EMS) organizations are required to keep complete and
accurate records for at least three years of receipt, use, administration, destruction, and
waste of dangerous drugs. These records must be readily available for inspection by state
board of pharmacy agents or inspectors as per section 3719.27 of the Revised Code and
rule 4729-5-29 of the Administrative Code.

(B) Records from satellites may be stored at the headquarters if prior notice is sent to the
board office. A letter requesting storage of records at the headquarters must be sent to the
state board of pharmacy office by verifiable delivery. The board will notify the organization
of the board's approval or denial of the request within sixty days.

(C) Records of oxygen transfilling shall include the manufacturer's lot number of the oxygen
used for transfilling the portable oxygen tanks.

(D) If there is a recall of oxygen by the manufacturer, all portable oxygen tanks that may have
any of that lot number shall be dealt with according to the manufacturer's
recommendations; but, in all such cases, such portable oxygen tanks must be purged and
then refilled.

(E) A readily retrievable record of controlled substances shall be kept containing
documentation of administration, use, or waste of the controlled substances. Such records
shall contain at least the following information:

(1) The name, strength, and quantity of the controlled substance administered, used, or
wasted;

(2) The date of administration, use, or waste;

(3) The name or other means of identifying the patient, such as medical record number or
run number;

(4) The signature and identification number of the individual administering the controlled
substance;

(5) In the case of waste, the signatures and identification numbers of both individuals
involved in wasting the controlled substance.

(F) If a computerized record keeping system is being utilized to document any drug
transactions, including but not limited to the receipt, use, administration, destruction, and
wastage, then the system must have "positive identification"”, pursuant to paragraph (N) of
rule 4729-5-01 of the Administrative Code, of the individual responsible for the transaction.

4729-35-01 Definitions.
As used in Chapter 4729-35 of the Administrative Code:

(A) "Dangerous drug" has the same meaning as in section 4729.01 of the Revised Code and in
rule 4729-9-01 of the Administrative Code.

(B) "Drug repository program" has the same meaning as in sections 3715.87 to 3715.873 of
the Revised Code.

(C) "Hospital" has the same meaning as in section 3715.87 of the Revised Code.

(D) "Institutional facility" has the same meaning as in rule 4729-17-01 of the Administrative
Code.

(E) "Licensed health care professional" has the same meaning as in section 3715.872 of the
Revised Code.
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(F)

"Nonprofit clinic" has the same meaning as in section 3715.87 of the Revised Code.

(G) "Original sealed and tamper-evident unit dose packaging" includes single unit dose

packaging of oral medications from a manufacturer or a repackager licensed with the
federal food and drug administration, or from a pharmacy licensed as a terminal distributor
of dangerous drugs, and includes injectables, topicals, and aerosols in the manufacturer's
or repackager's unopened original tamper-evident packaging.

4729-35-04 Eligible drugs.

All dangerous drugs, except controlled substances and drug samples, may be donated to a
pharmacy, hospital, or nonprofit clinic that elects to participate in the drug repository program if
the drugs meet all of the following requirements:

(A)

(B)

The drugs are in their original sealed and tamper-evident unit dose packaging. The
packaging must be unopened except that the drugs packaged in single unit doses may be
accepted and dispensed when the outside packaging is opened if the single unit dose
packaging is undisturbed.__If the drugs were packaged by a pharmacy the name of the
pharmacy and any other pharmacy identifiers must be removed from the packaging prior to

dispensing to a recipient patient. This may be accomplished by removing the drug from the

pharmacy packaging or by removing the name from the outside packaging of a multiple

dose unit dose packaging system.

The drugs have been in the possession of a licensed healthcare professional and not in the
possession of the ultimate user.

(C) The drugs have been stored according to federal food and drug administration storage

requirements.

(D) The drugs must have an expiration date of six months or greater.

(E)
(F)

The packaging must list the lot number and expiration date of the drug.

The drugs must not have any physical signs of tampering or adulteration.

(G) The drug packaging must not have any physical signs of tampering.

(H) All confidential patient information must have been removed from the drug packaging.

4729-36-01 Definitions.

As used in Chapter 4729-36 of the Administrative Code:

(A)

"Charitable pharmacy" means a pharmacy that meets all of the following requirements:

(B)

(1) Holds a terminal distributor of dangerous drug license issued under section 4729.54 of

the Revised Code;

(2) Is exempt from federal taxation pursuant to 26 U.S.C. 501(a) and (c)(3); and

(3) Is not a hospital as defined in section 3727.01 of the Revised Code.

"Controlled substance" has the same meaning as in section 3719.01 of the Revised Code.

(9]

"Manufacturer" means the drug company that manufactures a sample drug.

(D)

"Pharmacist" has the same meaning as in rule 4729-5-01 of the Administrative Code.
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(E) "Sample drug" has the same meaning as in section 2925.01 of the Revised Code.

(F) "Terminal Distributor" has the same meaning as in section 4729.01 of the Revised Code.

(G) "Wholesale Distributor" has the same meaning as in section 4729.01 of the Revised Code.

4729-36-02 Licensure of a charitable pharmacy.

A pharmacy that desires to be a charitable pharmacy shall maintain a terminal distributor of
dangerous drug license. An application for licensure must include the following:

(A) A completed application designating the desire to become a charitable pharmacy;

(B) Documents to support the exemption from federal taxation pursuant to 26 U.S.C. 501(a)

and (c)(3); and

(C) The fee for the appropriate category of licensure.

4729-36-03 Requirements of a charitable pharmacy.

A charitable pharmacy is considered to be a pharmacy pursuant to section 4729.01 of the
Revised Code and must follow all federal and state laws, rules, and regulations that pertain to
pharmacies and the practice of pharmacy, including, but not limited to, the following:

(A) Minimum standards for a pharmacy pursuant to rule 4729-9-02 of the Administrative Code;

(B) Security requirements pursuant to 4729-9-05 of the Administrative Code;

(C) _Security and control of the sample drugs pursuant to rule 4729-9-11 of the Administrative
Code;

(D) Record keeping pursuant to rules 4729-5-27 and 4729-9-22 of the Administrative Code;

(E) Serial numbering of prescriptions pursuant to rule 4729-5-19 of the Administrative Code;

(F) Prescription filing pursuant to rule 4729-5-09 of the Administrative Code;

(G) Confidentiality of patient records pursuant to 4729-5-29 of the Administrative Code;

(H) Labeling pursuant to 4729-5-16 of the Administrative Code;

() _Patient profiles pursuant to rule 4729-5-18 of the Administrative Code;

(J)_Prospective drug utilization review pursuant to 4729-5-20 of the Administrative Code;

(K) Patient counseling pursuant to rule 4729-5-22 of the Administrative Code;

(L) Reporting of theft or loss of dangerous drugs pursuant to 4729-9-15 of the Administrative
Code; and

(M) Storage of adulterated drugs pursuant to rule 4729-9-17 of the Administrative Code.

4729-36-04 Sample drug distribution to a charitable pharmacy.

(A) An eligible sample drug shall only be distributed directly to a charitable pharmacy by
a
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(1) Manufacturer;

(2) Wholesale distributor of dangerous drugs acting on behalf of a manufacturer; or

(3) _Prescriber practicing in a location that is licensed as a terminal distributor of dangerous
drugs.

(B) If a sample drug is furnished by a prescriber:

(1) A record must be created by the prescriber documenting the sample drug transfer. The
record shall contain the:

(a) Name and address of the supplying prescriber;

(b) Name, strength, and quantity of the sample drug supplied;

(c) Date of the sample drug transfer;

(d) Name and address of the charitable pharmacy receiving the sample drug.

(2) A copy of the original record issued by the manufacturer or the wholesale distributor
documenting the transfer of the sample drug to the prescriber must be furnished to the
charitable pharmacy upon receiving a sample drug.

(3) A copy of all required records documenting the transfer of a sample drug must be kept
by the prescriber and the charitable pharmacy for a minimum of three years and be
stored in a readily retrievable manner.

(4) The prescriber shall not transfer a sample drug to a charitable pharmacy unless the
sample drug meets the eligibility requirements pursuant to rule 4729-36-05 of the
Administrative Code.

(5) The sample drug must not have any physical signs of tampering.

(6) The sample drug packaging must not have any physical signs of tampering.

4729-36-05 Eligibility requirements for sample drugs received by a charitable pharmacy.

(A) The sample drug is in the original container in which it was placed by its manufacturer and
the container is clearly marked sample;

(B) Prior to being furnished, the sample drug has been stored under the proper conditions to
prevent deterioration or contamination;

(C) The sample drug is clearly marked with an expiration date and lot number;

(D) The sample drug is not expired; and

(E) The sample drug is not a controlled substance.

4729-36-06 Dispensing a sample drug by a charitable pharmacy.

(A)_A pharmacist in a charitable pharmacy must have a valid prescription prior to dispensing a
sample drug to a patient pursuant to rules 4729-5-21 and 4729-5-30 of the Administrative
Code.
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(B) The charitable pharmacy must determine the eligibility requirements for a patient to receive
a sample drug.

(C) The sample druq is dispensed to the patient free of charge.

(D) The sample drug may be dispensed:

(1) In the original container in which it was placed by its manufacturer where the container
is clearly marked as sample; or

(2) By removing the sample drug from the original container only if the prescription label on
the appropriate container, pursuant to rule 4729-9-02 of the Administrative Code,
clearly states that the drug dispensed is a sample drug.

4729-37-01 Definitions.

As used in Chapter 4729-37 of the Administrative Code:

(A) "Controlled substance" has the same meaning as in section 3719.01 of the Revised Code.

(B) "Outpatient" has the same meaning as in rule 4729-17-01 of the Administrative Code.

(C) "Prescriber" or "licensed health professional authorized to prescribe drugs" have the same
meaning as in section 4729.01 of the Revised Code.

(D) "Terminal distributor of dangerous drugs" has the same meaning as in section 4729.01 of
the Revised Code.

(E) "Wholesale distributor of dangerous drugs" has the same meaning as in section 4729.01 of
the Revised Code.

4729-37-02 List of drugs to be reported.

Pursuant to section 4729.75 of the Revised Code required information for the following list of
drugs must be submitted to the board of pharmacy pursuant to sections 4729.77 and 4729.78
of the Revised Code:

(A) All schedule 1l controlled substances;

(B) All schedule 11l controlled substances;

(C) All schedule IV controlled substances;

(D) All schedule V controlled substances dispensed pursuant to a prescription;

(E) All schedule V controlled substances sold to a prescriber at wholesale;

(F) All dangerous drug products containing carisoprodol;

(G) All dangerous drug products containing tramadol.

4729-37-03 Entities required to submit information.

The following entities are required to submit the specified dispensing and wholesale sale
information to the board of pharmacy for the drug database:
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(A) _All pharmacies licensed as a terminal distributor of dangerous drugs that dispense drugs
identified in rule 4729-37-02 of the Administrative Code to outpatients residing in this state.

(B) All wholesalers licensed as a wholesale distributor of dangerous drugs that sell drugs
identified in rule 4729-37-02 of the Administrative Code at wholesale to individual
prescribers within this state, or to locations other than institutional facilities that are licensed
as a terminal distributor of dangerous drugs where prescribers practice.

(C) All pharmacies licensed as a terminal distributor of dangerous drugs that sell drugs
identified in rule 4729-37-02 of the Administrative Code at wholesale to prescribers within
this state, or to locations other than institutional facilities that are licensed as a terminal
distributor of dangerous where prescribers practice.

The board of pharmacy shall identify the terminal distributors of dangerous drugs locations
where prescribers practice and provide this information to all entities required to report sales at
wholesale.

4729-37-04 Information required for submission.

(A) Pharmacies pursuant to paragraph (A) of rule 4729-37-03 of the Administrative Code that
dispense drugs identified in rule 4729-37-02 of the Administrative Code to outpatients
residing in this state must report the following dispensing information to the board of

pharmacy:

(1) Pharmacy drug enforcement administration registration number;

(2) Patient full name;

(3) Patient address;

(4) Patient telephone number;

(5) Patient date of birth;

(6) Prescriber's drug enforcement administration registration number;

(7) Date prescription was issued by the prescriber;

(8) Date the prescription was dispensed by the pharmacy;

(9) Indication of whether the prescription dispensed is new or a refill;

(10) National drug code of the actual drug dispensed;

(11) Quantity of drug dispensed;

(12) Number of days' supply of drug dispensed;

(13) Serial or prescription number assigned to the prescription order;

(14)Source of payment for the prescription that indicates one of the following: private pay
(cash), medicaid, medicare, commercial pharmacy benefit manager (PBM) insurance,
major medical, or workers' compensation.

(B) Wholesalers and pharmacies pursuant to paragraphs (B) and (C) of rule 4729-37-03 of the
Administrative Code that sell drugs identified in rule 4729-37-02 of the Administrative Code
at wholesale must report the following information to the board of pharmacy in the following

seqguence:
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(1) Wholesaler or pharmacy drug enforcement administration registration number;

(2) Purchaser's drug enforcement administration registration number;

(3) National drug code number of the actual drug sold;

(4) Quantity of the drug sold;

(5) Date of sale.

4729-37-05 Electronic format required for the transmission of dispensing information.

(A) All pharmacy dispensing information required to be submitted to the board of pharmacy
pursuant to paragraph (A) of rule 4729-37-04 of the Administrative Code must be
transmitted in the format specified by the "American Society for Automation in Pharmacy"
(ASAP) for prescription monitoring programs.

(B) In the event that a pharmacy cannot electronically transmit the required information
pursuant to paragraph (A) of rule 4729-37-04 of the Administrative Code they must
immediately contact the board of pharmacy to determine a mutually acceptable method of
reporting. The pharmacy must document in writing to the board of pharmacy the reasons
for their inability to submit the required information.

4729-37-06 Electronic format required for the transmission of wholesale drug sales.

(A) All wholesale data required to be submitted to the board of pharmacy pursuant to
paragraph (B) of rule 4729-37-04 of the Administrative Code must be transmitted on a
mutually acceptable format such as, but not limited to ASCII delimited, ASCII fixed length,
excel spreadsheet.

(B) In the event that a wholesaler or pharmacy cannot electronically transmit the required
information pursuant to paragraph (B) of rule 4729-37-04 of the Administrative Code they
must_immediately contact the board of pharmacy to determine a mutually acceptable
method of reporting. The wholesaler or pharmacy must document in writing to the board of
pharmacy the reasons for their inability to submit the required information.

4729-37-07 Frequency requirements for submitting drug database information.

(A) All drug dispensing and wholesale drug sale information required to be submitted to the
board of pharmacy pursuant to rules 4729-37-02 and 4729-37-04 of the Administrative
Code must be submitted twice a month as follows:

(1) During the first through the fifth day of each month; and

(2) During the fifteenth through the twentieth day of each month.

(B) Information reported to the board of pharmacy shall be consecutive and inclusive from the
last date and time information was submitted and shall be reported no later than twenty-one
days after the date of the dispensing or wholesale sale.

(C) In the event that a wholesaler or pharmacy cannot submit the required information as
described in this rule they must immediately contact the board of pharmacy to determine a
mutually acceptable time for submission of information. The wholesaler or pharmacy must
document in writing to the board of pharmacy the reasons for their inability to submit the
required information.
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5:00 p.m.

4729-37-08 Procedures for obtaining drug database information.

Persons that are permitted pursuant to divisions (A)(1) through (A)(5) of section 4729.79 of the
Revised Code to obtain information from the drug database must comply with the following
procedures:

(A) A designated representative of a government entity, a prescriber, or a pharmacist must:

(1) Complete a request form giving such information as required by the board of pharmacy;

(2) Submit the completed form to the board of pharmacy in person, by mail, by a verified
facsimile transmission, or by other board approved means.

(B) A federal, state, or local officer must:

(1) Complete a request form giving such information as required by the board of pharmacy
that will include an active case number assigned by the investigating agency or
department and an approval by a supervisor of that agency or department;

(2) Submit the completed form to the board of pharmacy in person, by mail, by a verified
facsimile transmission, or by other board approved means.

(C) An individual seeking the individual's own database information must:

(1) Complete a notarized request form giving such information as required by the board of
pharmacy;

(2) Submit the completed form in person or by mail;

(3) Receive the information in person at the board of pharmacy office during normal
business hours and show proof of identity with a current government issued form of
identification that contains a picture such as a current state issued identification card, a
current state issued drivers license, or a valid passport;

(4) Pay the cost of printing the document as determined by the board of pharmacy's
current per page rate.

4729-37-09 Reqguesting an extension to the information storage requirements.

A government entity or a law enforcement agency pursuant to section 4729.81 of the Revised
Code may request that specific information in the database related to an open investigation be
retained beyond the two year information retention requirement. The government entity or law
enforcement_agency must submit a written request on a form giving such information as
required by the board of pharmacy.

4729-37-10 Providing database statistics and law enforcement outcomes.

The board of pharmacy may provide or present database statistics and law enforcement
outcomes based on request information pursuant to section 4729.79 of the Revised Code. The
information shall not identify a person and will be provided as determined by the board of
pharmacy in summary, statistical, or aggregate form.

The Board recessed until Tuesday, December 6, 2005.

TUESDAY, DECEMBER 6, 2005

Page 37 of 51



9:31 a.m. The Ohio State Board of Pharmacy convened in Room East B, 31 Floor, of the Vern Riffe
Center for Government and the Arts, 77 South High Street, Columbus, Ohio, with the following
members present:

Suzanne R. Eastman, R.Ph., President; James E. Turner, R.Ph., Vice-President; Gregory
Braylock, R.Ph.; Robert P. Giacalone, R.Ph.; Elizabeth I. Gregg, R.Ph.; Lawrence J. Kost,
R.Ph.; Nathan S. Lipsyc, R.Ph.; Kevin J. Mitchell, R.Ph.; and Dorothy S. Teater, Public
Member.

9:34 a.m. Mr. Rowland announced that the following settlement agreement in the matter of Thomas
Kolczynski, R.Ph., had been signed and was now in effect:

R-2006-101 SETTLEMENT AGREEMENT WITH THE STATE BOARD OF PHARMACY
Docket Number D-040205-058

in the matter of:

THOMAS M. KOLCZYNSKI, R.PH.
34036 Russell Drive
Solon, Ohio 44139

R.Ph. Number 03-1-13647

This Settlement Agreement is entered into by and between Thomas M.
Kolczynski 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.

Thomas M. Kolczynski voluntarily enters into this Agreement being fully informed
of his rights afforded under Chapter 119. of the Ohio Revised Code, including the
right to representation by counsel, the right to a formal adjudication hearing on
the issues contained herein, and the right to appeal. Thomas M. Kolczynski
acknowledges that by entering into this agreement he has waived his rights
under Chapter 119. of the Revised Code.

Whereas, the Board is empowered by Section 4729.16 of the Ohio Revised Code
to suspend, revoke, place on probation, refuse to grant or renew an identification
card or enforce a monetary penalty on the license holder for violation of any of
the enumerated grounds therein.

Whereas, Thomas M. Kolczynski is licensed to practice pharmacy in the State of
Ohio.

Whereas, on or about February 5, 2004 and January 5, 2005, pursuant to
Chapter 119. of the Ohio Revised Code, Thomas M. Kolczynski was notified of
the allegations or charges against him, his right to a hearing, his rights in such
hearing, and his right to submit contentions in writing. Thomas M. Kolczynski
requested a hearing; it was scheduled and continued. The Notice of Opportunity
for Hearing and Amendment Notice contains the following allegations or charges:

Paragraph (1) of the Notice is jurisdictional. Paragraph (2), by agreement of the
parties, will be dismissed as if it had not been issued and therefore held for
naught.

(1) Records of the Board of Pharmacy indicate that Thomas M. Kolczynski was
originally licensed by the State of Ohio as a pharmacist on June 23, 1980,
pursuant to reciprocity, and is currently licensed to practice pharmacy in
Ohio. Records further reflect during the relevant time periods stated herein,
Thomas M. Kolczynski was the Responsible Pharmacist at Medic Drug #647,

Page 38 of 51



647 Broadway, Bedford, Ohio, pursuant to Sections 4729.27 and 4729.55 of
the Ohio Revised Code and Rule 4729-5-11 of the Ohio Administrative Code.
Records also indicate that Thomas M. Kolczynski was previously disciplined
by the Board on September 9, 1998.

Paragraph (3) is amended to read as follows:

(3) Thomas M. Kolczynski as the Responsible Pharmacist did, on or about June
4, 2003, and dates preceding, fail to provide effective and approved controls
and procedures at the pharmacy, to wit: during an audit period of April 29,
2001, through June 5, 2003, the pharmacy was missing the following
controlled substances:

DRUG SHORTAGE
OxyContin 10 mg 1
OxyContin 20 mg 23

OxyContin 40 mg
OxyContin 80 mg
MS Contin 30 mg
Concerta 18 mg

RPOR R

Such conduct is in violation of Rule 4729-9-05 of the Ohio Administrative
Code.

Thomas M. Kolczynski neither admits nor denies the allegations as set forth
above. However, the Board has evidence sufficient to sustain the allegations and
hereby adjudicates the same:

Wherefore, in consideration of the foregoing and mutual promises hereinafter set
forth, and in lieu of a formal hearing at this time, Thomas M. Kolczynski
knowingly and voluntarily agrees with the State Board of Pharmacy to the
following:

The Board, pursuant to Section 4729.25(B) of the Ohio Revised Code, hereby
admonishes Thomas M. Kolczynski to be more vigilant in his duties as the
Responsible Pharmacist pursuant to Section 4729.27 of the Ohio Revised Code
and Rule 4729-5-11 of the Ohio Administrative Code, exercising diligence in
providing effective security and control in the pharmacy.

Thomas M. Kolczynski acknowledges that he has had an opportunity to ask
guestions 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.

Thomas M. Kolczynski waives any and all claims or causes of action he may
have 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. Thomas M. Kolczynski waives any rights of appeal pursuant to
Chapter 119. of the Ohio Revised Code.

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. Thomas M. Kolczynski agrees that should the Board
reject this Agreement and if this case proceeds to hearing, he will assert no claim
that the Board was prejudiced by its review and discussion of this Agreement or
of any information relating thereto.
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9:36 a.m.

10:21 a.m.

10:39 a.m.

11:56 a.m.

1:30 p.m.

R-2006-102

2:02 p.m.

4:29 p.m.

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.

/sl /d/ 11/29/05
Thomas M. Kolczynski, R.Ph., Respondent Date Signed
/sl /d/ 11/29/05
Carole Schwartz Rendon, Attorney for Date Signed
Respondent

/sl /d/ 12/06/05
Suzanne R. Eastman, President, Date Signed
Ohio State Board of Pharmacy

/sl /d/ 12/06/05
Sally Ann Steuk, Date Signed

Ohio Assistant Attorney General

Ms. Droz discussed the initial planning and processes involved with starting the Prescription
Monitoring System with the Board.

The Board recessed briefly.

The Board was joined by Assistant Attorney General Sally Ann Steuk to conduct an
adjudication hearing in accordance with the Ohio Revised Code Chapters 119. and 4729. in the
matter of John Mileti, R.Ph. Mr. Kost recused himself from this hearing.

The hearing ended and the record was closed. The Board recessed for lunch.
The Board reconvened in Room South-A, 31°" Floor, Vern Riffe Center for Government and the
Arts, 77 South High Street, Columbus, Ohio, for the purpose of meeting with the candidates for
licensure by reciprocity with the following members present:

Suzanne R. Eastman, R.Ph., President; James E. Turner, R.Ph., Vice-President; Gregory
Braylock, R.Ph.; Robert P. Giacalone, R.Ph.; Elizabeth I. Gregg, R.Ph.; Lawrence J. Kost,
R.Ph.; Nathan S. Lipsyc, R.Ph.; Kevin J. Mitchell, R.Ph.; and Dorothy S. Teater, Public
Member.

The candidates for licensure by reciprocity introduced themselves and participated in a
discussion of pharmacy laws and rules with Mr. McMillen. They were then presented their
pharmacist identification cards.

Jodie April-Campbell Anderson  03-3-27061 Pennsylvania
Yolanda Jean Chattman 03-3-27068 Maryland
Leslie Jane Deplanche 03-3-27056 Michigan
Tamyra L. Jauregui 03-3-27063 Indiana
Connie Marie Stone Moore 03-3-27062 Kentucky
Shawn R. Nairn 03-3-27057 Pennsylvania

The Board reconvened in Room East B to resume the meeting. The Board was joined by
Assistant Attorney General Sally Ann Steuk to conduct an adjudication hearing in accordance
with the Ohio Revised Code Chapters 119. and 4729. in the matter of Deeb Mashni.

The hearing ended and the record was closed. The Board recessed briefly.
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4:38 p.m.

R-2006-103

4:46 p.m.

5:08 p.m.

9:00 a.m.

R-2006-104

9:08 a.m.

9:09 a.m.

9:55 a.m.

R-2006-105

The Board reconvened with the following members present:
Suzanne R. Eastman, R.Ph., President; James E. Turner, R.Ph., Vice-President; Robert P.

Giacalone, R.Ph.; Elizabeth I. Gregg, R.Ph.; Lawrence J. Kost, R.Ph.; Nathan S. Lipsyc,
R.Ph.; Kevin J. Mitchell, R.Ph.; and Dorothy S. Teater, Public Member.

The Board reviewed the draft minutes of the November, 2005 Board meeting. Mrs. Gregg
moved that the minutes be approved as amended. Mr. Turner seconded the motion and it was
approved by the Board: Aye — 7.

Board member Gregory Braylock, R.Ph., returned to the meeting.

Mr. Braylock reported on the latest meeting of the Nursing Board’s Committee on Prescriptive
Governance.

The Board recessed until Wednesday, December 7, 2005.

WEDNESDAY, DECEMBER 7, 2005

The Ohio State Board of Pharmacy convened in Room East B, 31 Floor, of the Vern Riffe
Center for Government and the Arts, 77 South High Street, Columbus, Ohio, with the following
members present:

Suzanne R. Eastman, R.Ph. President; James E. Turner, R.Ph., Vice-President; Robert P.
Giacalone, R.Ph.; Elizabeth I. Gregg, R.Ph.; Lawrence J. Kost, R.Ph.; Nathan S. Lipsyc,
R.Ph.; Kevin J. Mitchell, R.Ph.; and Dorothy S. Teater, Public Member.

The Board reviewed the draft minutes of the November 18, 2005 Conference Call. Mr. Lipsyc
moved that the minutes be approved as amended. Mrs. Teater seconded the motion and it was
approved by the Board: Aye — 7.

Mr. Braylock arrived and joined the meeting in progress.

Mrs. Gregg moved that the Board go into Executive Session for the purpose of the investigation
of complaints regarding licensees and registrants pursuant to Section 121.22(G)(1) of the Ohio
Revised Code. The motion was seconded by Mr. Lipsyc and a roll-call vote was conducted by
President Eastman as follows: Braylock — yes; Giacalone — yes; Gregg — yes; Kost — yes;
Lipsyc — yes; Mitchell — yes; Teater — yes; and Turner — yes.

The Executive Session ended and the meeting was opened to the public. Mr. Giacalone moved
that the Board adopt the following order in the matter of John Mileti, R.Ph.:

ORDER OF THE STATE BOARD OF PHARMACY
Docket Number D-050317-055

in the matter of:
JOHN MILETI, R.PH.
5940 White Oak
Mentor, Ohio 44060
R.Ph. Number 03-3-10140
INTRODUCTION
The matter of John Mileti came for hearing on December 6, 2005, before the
following members of the Board: Suzanne R. Eastman, R.Ph. (presiding); Gregory

Braylock, R.Ph.; Robert P. Giacalone, R.Ph.; Elizabeth I. Gregg, R.Ph.; Nathan
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S.Lipsyc, R.Ph.; Kevin J. Mitchell, R.Ph.; Dorothy S. Teater, Public Member; and
James E. Turner, R.Ph.

John Mileti was represented by Anthony G. Palmieri, Jr. The State of Ohio wa
represented by Sally Ann Steuk, Assistant Attorney General.

SUMMARY OF EVIDNCE

State’s Witness: Frank Bodi, Ohio State Boad of Pharmacy

Respondent's Witness: John Mileti, R.Ph., Responent

State's Exhibits:

1. Notice of Opportunity For Hearing letter [03-17-05]
1A-1E. Procedurals
2. Letter from RationalMed (OPERS) to Margaret Ann Eckstein, M.D. [11-30-
04]; Patient Profile Report [11-17-03 to 08-27-04]

3. Rx#281133 [03-08-03]; Rx # 283564 [04-02-03]; Rx #300852 [10-11-03];
Rx #319767 [05-14-04]

4. Rite Aid - 501 Water Street Customer History Report [01-01-01 to 12-22-04]

5. Notarized Statement of John B. Mileti [12-28-04]

6. Notarized Statement of Dorothy A. Scaglione [01-04-05]

7. Notarized Statement of Margaret A. Eckstein, M.D. [01-31-05]

8. Rx#283565 [04-02-03]; Rx #319768 [05-14-04]

Respondent's Exhibits:

A. Letter from Anthony G. Palmieri, Jr. [12-01-05]
B. Twelve Letters of Support [11-27-05 to 12-01-05]

FINDINGS OF FACT

After having heard the testimony, observed the demeanor of the witnesses,
considered the evidence, and weighed the credibility of each, the State Board of
Pharmacy finds the following to be fact:

(1) Records of the State Board of Pharmacy indicate that John Mileti was
originally licensed by the State of Ohio on July 20, 1972, pursuant to
examination, and is currently licensed to practice pharmacy in Ohio.

(2) John Mileti did, on or about the following dates, intentionally create and/or
knowingly possess false or forged prescriptions, to wit: John Mileti created
the following documents purporting to be prescriptions for Tylenol with
Codeine #4, a Schedule Il Controlled Substance, and kept them on file at
the pharmacy, when they were not authorized by a prescriber nor issued for
a legitimate medical purpose.

Date Drug/# Rx #
12-30-00 100 Tylenol #4 202996
01-27-01 100 Tylenol #4 202996r
02-26-01 100 Tylenol #4 202996r
04-30-01 100 Tylenol #4 202996r
05-30-01 100 Tylenol #4 202996r
07-30-01 100 Tylenol #4 223278r
09-05-01 100 Tylenol #4 223278r
09-26-01 100 Tylenol #4 223278r
11-05-01 100 Tylenol #4 223278r
12-01-01 100 Tylenol #4 223278r
01-07-02 100 Tylenol #4 223278r
02-04-02 100 Tylenol #4 241821
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3)

1)

()

3)

03-06-02 100 Tylenol #4 241821r

06-02-02 100 Tylenol #4 241821r
07-31-02 100 Tylenol #4 241821r
09-07-02 100 Tylenol #4 263194

10-02-02 100 Tylenol #4 263194r
11-02-02 100 Tylenol #4 263194r
03-08-03 100 Tylenol #4 281133r
04-02-03 100 Tylenol #4 283564

05-30-03 100 Tylenol #4 283564r
06-28-03 100 Tylenol #4 283564r
08-08-03 100 Tylenol #4 283564r
09-03-03 100 Tylenol #4 283564r
10-11-03 100 Tylenol #4 300852

01-19-04 100 Tylenol #4 300852r
03-06-04 100 Tylenol #4 300852r
05-14-04 100 Tylenol #4 319767

09-04-04 100 Tylenol #4 319767r
10-23-04 100 Tylenol #4 319767r

Such conduct is in violation of Section 2925.23(B)(1) of the Ohio Revised
Code.

John Mileti did, on or about the following dates, intentionally create and/or
knowingly possess false or forged prescriptions, to wit: John Mileti created the
following documents purporting to be prescriptions for Ultram, a dangerous
drug, and kept them on file at the pharmacy, when they were not authorized by
a prescriber nor issued for a legitimate medical purpose.

Date Drug/# Rx #
03-28-01 120 Ultram 50 mg. 211915
10-02-02 120 Ultram 50 mg. 265678
11-27-02 120 Ultram 50 mg. 265678r
12-29-02 120 Ultram 50 mg. 274192
02-10-03 120 Ultram 50 mg. 278573
03-08-03 120 Ultram 50 mg. 278573r
04-02-03 120 Ultram 50 mg. 283565
05-30-03 120 Ultram 50 mg. 283565r
06-28-03 120 Ultram 50 mg. 283565r
08-22-03 120 Ultram 50 mg. 283565r
05-14-04 120 Ultram 50 mg. 319768
07-25-04 120 Ultram 50 mg. 319768r
10-23-04 120 Ultram 50 mg. 319768r
11-27-04 120 Ultram 50 mg. 319768r

Such conduct is in violation of Section 2925.23(B)(1) of the Ohio Revised
Code.

CONCLUSIONS OF LAW

The State Board of Pharmacy concludes that paragraphs (2) and (3) of the
Findings of Fact constitute being guilty of a felony and gross immorality as
provided in Division (A)(1) of Section 4729.16 of the Ohio Revised Code.

The State Board of Pharmacy concludes that paragraphs (2) and (3) 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.

The State Board of Pharmacy concludes that paragraphs (2) and (3) of the
Findings of Fact constitutes being guilty of willfully violating, conspiring to
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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.

DECISION OF THE BOARD

Pursuant to Section 4729.16 of the Ohio Revised Code, and after consideration
of the record as a whole, the State Board of Pharmacy hereby adjudicates the
matter of John Mileti as follows:

(A)

(B)

On the basis of the Findings of Fact and the Conclusions of Law set forth
above, the State Board of Pharmacy hereby suspends for three months the
pharmacist identification card, No. 03-3-10140, held by John Mileti effective
as of the date of the mailing of this Order.

(1) John Mileti, pursuant to Rule 4729-9-01(F) of the Ohio Administrative
Code, 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.

(2) John Mileti, pursuant to Section 4729.16(B) of the Ohio Revised Code,
must return his identification card and license (wall certificate) to the
office of the State Board of Pharmacy within ten days after receipt of this
Order unless the Board office is already in possession of both. The
identification card and wall certificate should be sent by certified mail,
return receipt requested.

On the basis of the Findings of Fact and Conclusions of Law set forth above,
the State Board of Pharmacy hereby imposes on John Mileti a monetary
penalty of five thousand dollars ($5,000.00) due and owing within thirty days
of the issuance of this Order. 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 South High Street, Room 1702, Columbus,
Ohio 43215-6126.

(C) On the basis of the Findings of Fact and Conclusions of Law set forth above,

the State Board of Pharmacy hereby places John Mileti on probation for five
years effective upon reinstatement of his identification card. The terms of
probation are as follows:

(1) John Mileti may not dispense prescriptions for Dorothy Scaglione or for
any member of her family.

(2) John Mileti must attend, within ninety days from the effective date of this
Order, a Reciprocity hearing conducted by the Ohio State Board of
Pharmacy.

(3) The State Board of Pharmacy hereby declares that John Mileti's phar-
macist identification card is not in good standing and thereby denies the
privilege of being a preceptor and training pharmacy interns pursuant to
paragraph (D)(1) of Rule 4729-3-01 of the Ohio Administrative Code.

(4) John Mileti may not serve as a responsible pharmacist.

(5) John Mileti must not violate the drug laws of Ohio, any other state, or the
federal government.

(6) John Mileti must abide by the rules of the State Board of Pharmacy.

(7) John Mileti must comply with the terms of this Order.
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(8) John Mileti's license is deemed not in good standing until successful
completion of the probationary period.

(9) Any violation of probation may result in a Board hearing to consider
alternative or additional sanctions under Section 4729.16 of the Ohio Re-
vised Code.

John Mileti is hereby advised that 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.

The motion was seconded by Mr. Lipsyc and approved by the Board: Aye — 6/Nay — 1.

Mr. Turner then moved that the Board adopt the following order in the matter of Deeb M.E.
Mashni:

R-2006-106 ORDER OF THE STATE BOARD OF PHARMACY
Docket Number D-050915-030

in the matter of:

DEEB M.E. MASHNI
4424 Hill Avenue, Apt 12
Toledo, Ohio 43615

INTRODUCTION

The matter of Deeb M.E. Mashni came for hearing on December 6, 2005, before
the following members of the Board: Suzanne R. Eastman, R.Ph. (presiding);
Gregory Braylock, R.Ph.; Robert P. Giacalone, R.Ph.; Elizabeth I. Gregg, R.Ph.;
Lawrence J. Kost, R.Ph.; Nathan S. Lipsyc, R.Ph.; Kevin J. Mitchell, R.Ph;
Dorothy S. Teater, Public Member; and James E. Turner, R.Ph.

Deeb M.E. Mashni was represented by David C. McCulley. The State Of Ohio
was represented by Sally Ann Steuk, Assistant Attorney General.

SUMMARY OF EVIDENCE

State’s Witness: Dale Fritz, Ohio State Board of Pharmacy

Respondent’'s Witnesses: Deeb M.E. Mashni, Respondent
Ahmad Mashni

State's Exhibits:

1. Proposal to Deny/Notice of Opportunity For Hearing letter [09-15-05]
1A-1C. Procedurals

2. Application for Pharmacy Intern Registration with attachments submitted by

Deeb M.E. Mashni [09-13-04]
2A. The University of Toledo Re-Admission Memorandum [03-09-05]

3. Santa Cruz County Mental Health Assessment Report [06-04-02]

4. Toledo Police Department Traffic Crash Report [10-27-02]

5. Indictment, State of Ohio vs. Deeb Mashni, Lucas County Common Pleas
Court, Case No. CR02002-03328 [11-19-02]; Order [05-02-05]

6. The Toledo Hospital Treatment Records [10-27-02 to 10-28-02]

7. Northcoast Behavioral Healthcare Evaluation of Competency to Stand Trial
[03-28-03]
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8.

9.

Unison Behavioral Health Group Initial Psychiatric Evaluation [06-15-04];
Treatment Plan and Recommendations [06-18-04]
Treatment Progress Reports [01-13-05 to 11-03-05]

Respondent's Exhibits:

A.
Al-A3.
B.

B1.
C.

D.
E-E4.

J-J2.
K-K1.

Proposal to Deny/Notice of Opportunity For Hearing letter [09-15-05]
Procedurals

Application for Pharmacy Intern Registration with attachments submitted by
Deeb M.E. Mashni [09-13-04]

The University of Toledo Re-Admission Memorandum [03-09-05]

Santa Cruz County Mental Health Assessment Report [06-04-02]

Toledo Police Department Traffic Crash Report [10-27-02]

Indictment, State of Ohio Lucas County vs. Deeb Mashni, Case No.
CR0203328, Lucas County Common Pleas Court [11-19-02] Order [01-31-
03]; Order [04-09-03]; Order [05-02-05]; Judgment Entry and Order [04-29-
04]

The Toledo Hospital Treatment Records [10-27-02 to 10-28-02]

Northcoast Behavioral Healthcare Evaluation of Competency to Stand Trial
[03-28-03]; Letter from Beth A. Downey [03-31-03]

Northcoast Behavioral Healthcare Evaluation of Competency to Stand Trial
[04-17-03]

Unison Behavioral Health Group Initial Psychiatric Evaluation [06-15-04]
Treatment Progress Reports [01-20-05 to 06-23-05]

Letter from Siva Yechoor, M.D. [11-03-05]; Treatment Progress Reports
[06-17-05 to 11-03-05]

Three letters of Recommendation [09-26-05 to 09-30-05]

Two letters from Jane Joseph, Lucas County Forensic Monitor to University
of Toledo-Office of Student Affairs [06-23-04 to 10-30-05]

Northcoast Behavioral Healthcare Discharge Summary [06-01-04]

Letter from Julie Hartley, M.D. [07-13-04]

FINDINGS OF FACT

After having heard the testimony, observed the demeanor of the witnesses,
considered the evidence, and weighed the credibility of each, the State Board of
Pharmacy finds the following to be fact:

(1)

(@)

Records of the Board of Pharmacy indicate that Deeb M. E. Mashni applied
to the Board for registration as an intern in the State of Ohio on September
13, 2004.

Deeb M. E. Mashni was, on or about October 27, 2002, charged with
Aggravated Vehicular Homicide and Vehicular Assault. Deeb M. E. Mashni
was found Incompetent to Stand Trial on January 29, 2003, and ordered to
undergo treatment. Subsequently, on April 30, 2003, Deeb M. E. Mashni
was found Not Guilty by Reason of Insanity and committed to an institution.
State of Ohio v. Deeb Mashni, Case No. G-4801-CR-0200203328, Lucas
County Common Pleas Court. Deeb M. E. Mashni has informed Board
agents that he was “seeing spirits, hearing voices of [his] family, and other
problems dealing with reality.” Family members convinced Deeb M. E.
Mashni to seek mental health help, and he was found to have mental
problems; yet, Deeb M. E. Mashni refused medications and denied his
condition. While in pharmacy school in the year 2002, Deeb M. E. Mashni
“had trouble with classes because of hallucinations and delusions.” The
aforementioned criminal charges arose because Deeb M. E. Mashni killed
someone in an automobile accident while driving his car “trying to get away
from the Antichrist who was trying to kill him.” Such condition indicates that
Deeb M. E. Mashni is impaired physically or mentally to such a degree as to
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render him unfit to practice pharmacy within the meaning of Section 4729.16
of the Ohio Revised Code.

CONCLUSION OF LAW

The State Board of Pharmacy concludes that paragraph (2) of the Findings of
Fact constitutes being impaired physically or mentally to such a degree as to
render Deeb M.E. Mashni unfit to practice pharmacy as provided in Division
(A)(3) of Section 4729.16 of the Ohio Revised Code.

DECISION OF THE BOARD

Pursuant to Section 4729.11 of the Ohio Revised Code, and after consideration
of the record as a whole, the State Board of Pharmacy hereby denies the
Application for Pharmacy Intern Registration submitted by Deeb M.E. Mashni on
September 13, 2004.

The motion was seconded by Mr. Mitchell and approved by the Board: Aye — 7/Nay — 1.

Mr. McMillen presented a request for an exemption from Rule 4729-5-10 (Prescription pick-up
station) received from the following sites:

Critical Care Systems/Dublin (02-1552100)
Critical Care Systems/Ravenna (02-1457450)

After discussion, Mr. Giacalone moved that the Board approve the request. The motion was
seconded by Mrs. Gregg and approved by the Board: Aye — 8.

The Board was joined by Assistant Attorney General Sally Ann Steuk to conduct an
adjudication hearing in accordance with the Ohio Revised Code Chapters 119. and 4729. in the
matter of Jeffrey Kline, R.Ph.

The hearing ended and the record was closed. The Board recessed briefly.

The meeting resumed. Mrs. Gregg moved that the Board go into Executive Session for the
purpose of the investigation of complaints regarding licensees and registrants pursuant to
Section 121.22(G)(1) of the Revised Code. The motion was seconded by Mr. Turner and a roll-
call vote was conducted by President Eastman as follows: Braylock — yes; Giacalone — yes;
Gregg - yes; Kost — yes; Lipsyc — yes; Mitchell — yes; Teater — yes; and Turner — yes.

The Executive Session ended and the meeting was opened to the public. Mrs. Gregg moved
that the Board adopt the following order in the matter of Jeffrey Kline, R.Ph.:

ORDER OF THE STATE BOARD OF PHARMACY
Docket Number D-050810-014

in the matter of:
JEFFREY P. KLINE, R.PH.
438 Miner Road
Highland Heights, Ohio 44143

R.Ph. Number 03-2-13825
INTRODUCTION
The matter of Jeffrey P. Kline came for hearing on December 7, 2005, before the

following members of the Board: Suzanne R. Eastman, R.Ph. (presiding);
Gregory Braylock, R.Ph.; Robert P. Giacalone, R.Ph.; Elizabeth |. Gregg, R.Ph.;
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Lawrence J. Kost, R.Ph.; Nathan S. Lipsyc, R.Ph.; Kevin J. Mitchell, R.Ph;
Dorothy S. Teater, Public Member; and James E. Turner, R.Ph.

Jeffrey P. Kline was not represented by counsel. The State of Ohio was
represented by Sally Ann Steuk, Assistant Attorney General.

SUMMARY OF EVIDENCE

State’s Witness: Joann Predina, R.Ph., Ohio State Board of Pharmacy

Respondent's Witness: Jeffrey P. Kline, R.Ph., Respondent

State's Exhibits:

1.

1A-1E.

NogorWN

Summary Suspension Order/Notice of Opportunity For Hearing letter [08-10-
05]
Procedurals

Respondent's Exhibits:

A.
B.

mo o

Pharmacist's Recovery Contract for Jeffrey P. Kline [08-25-05]

Progress Report letters from Jimmy Locke, MS [11-29-05]; Treatment letter
from Antonio Conway, CCDCI [not dated}

Lake West Hospital Drug Screen Reports [09-07-05 to 10-07-05]; Northwest
Toxicology Drug Screen Reports [09-28-05 to 11-15-05]

Support Group Attendance Records [08-30-05 to 11-30-05]

Five Letters of Support [11-26-05 to 12-02-05]

FINDINGS OF FACT

After having heard the testimony, observed the demeanor of the witness,

considered the evidence, and weighed the credibility of each, the State Board of
Pharmacy finds the following to be fact:

(1) Records of the Board of Pharmacy indicate that Jeffrey P. Kline was
originally licensed by the State of Ohio on August 1, 1980, pursuant to

examination, and that his license to practice pharmacy in Ohio was
summarily suspended effective August 10, 2005.

(2)
3)
(4)
(5)

CONCLUSIONS OF LAW

(1) The State Board of Pharmacy concludes that paragraphs (3) through (8) of
the Findings of Fact constitute being guilty of gross immorality as provided in
Division (A)(1) of Section 4729.16 of the Ohio Revised Code.
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(2) The State Board of Pharmacy concludes that paragraphs (3) through (8) 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) The State Board of Pharmacy concludes that paragraph (2) 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.

(4) The State Board of Pharmacy concludes that paragraphs (3) through (8) of
the Findings of Fact constitute being guilty of willfully violating, conspiring to
violate, attempting to violate, or aiding and abetting the violation of provisions
of Chapters 2925. and 4729. of the Revised Code as provided in Division
(A)(5) of Section 4729.16 of the Ohio Revised Code.

DECISION 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 to Jeffrey P.
Kline on August 10, 2005.

Pursuant to Section 4729.16 of the Ohio Revised Code, and after consideration
of the record as a whole, the State Board of Pharmacy hereby suspends
indefinitely the pharmacist identification card, No. 03-2-13825, held by Jeffrey P.
Kline and such suspension is effective as of the date of the mailing of this Order.

(A) Jeffrey P. Kline, pursuant to Rule 4729-9-01(F) of the Ohio Administrative
Code, 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.

(B) Jeffrey P. Kline, pursuant to Section 4729.16(B) of the Ohio Revised Code,
must return his identification card and license (wall certificate) to the office of
the State Board of Pharmacy within ten days after receipt of this Order
unless the Board office is already in possession of both. The identification
card and wall certificate should be sent by certified mail, return receipt
requested.

Further, after one year from the effective date of this Order, the Board will
consider any petition filed by Jeffrey P. Kline for a hearing, pursuant to Ohio
Revised Code Chapter 119., for reinstatement. The Board will only consider
reinstatement of the license to practice pharmacy in Ohio if the following
conditions have been met:

(A) Jeffrey P. Kline must enter into a new contract, signed within thirty days after
the effective date of this Order, with an Ohio Department of Alcohol and Drug
Addiction Services (ODADAS) approved treatment provider or a treatment
provider acceptable to the Board for a period of not less than five years and,
upon signing, submit a copy of the contract to the Board office. The contract
must provide that:

(1) Random, observed urine drug screens shall be conducted at least once
each month.

(&) 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.
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(b) Results of all drug screens must be negative. Refusal of a drug
screen or a diluted drug screen is equivalent to a positive result. 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.

(2) Attendance is required a minimum of three times per week at an
Alcoholics Anonymous, Narcotics Anonymous, and/or similar support
group meeting.

(3) The program shall immediately report to the Board any violations of the
contract and/or lack of cooperation.

(B) Jeffrey P. Kline must demonstrate satisfactory proof to the Board that he is
no longer addicted to or abusing drugs or impaired physically or mentally to
such a degree as to render him unfit to practice pharmacy, and that he is
otherwise fit to practice pharmacy.

(C) Jeffrey P. Kline must provide, at the reinstatement petition hearing,
documentation of the following:

(1)

(2) Compliance with the contract required above (e.g.-proof of giving the
sample within twelve hours of notification and copies of all drug screen
reports, meeting attendance records, treatment program reports, etc.);

(3) Compliance with the continuing pharmacy education requirements set
forth in Chapter 4729-7 of the Ohio Administrative Code as applicable
and in effect on the date of petitioning the Board for reinstatement;

(4) Compliance with the terms of this Order.

(D) If reinstatement is not accomplished within three years of the effective date of
this Order, Jeffrey P. Kline must also show successful completion of the
NAPLEX and MPJE examinations or equivalent examinations approved by
the Board.

(E) Upon such time as the Board may consider reinstatement, Jeffrey P. Kline
will be afforded a Chapter 119. hearing. At such time, the Board may
consider reinstatement with or without restrictions and/or conditions as the
Board deems appropriate under the circumstances.

The motion was seconded by Mr. Mitchell and approved by the Board: Aye — 8.
12:22 p.m. Mrs. Gregg moved that the Board receive Per Diem as follows:

PERDIEM 12/5 12/6 12/7 Total

Braylock
Eastman
Giacalone
Gregg
Kost
Lipsyc
Mitchell
Teater
Turner

=
=

PRRPRRRERRRE
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The motion was seconded by Mr. Braylock and approved by the Board: Aye — 8.

12:22 p.m. Mrs. Gregg moved that the meeting be adjourned. The motion was seconded by Mr. Lipsyc and
approved by the Board: Aye — 8.

The Ohio State Board of Pharmacy
approved these Minutes January 10, 2006.
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