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Minutes Of The Meeting
Ohio State Board of Pharmacy
Columbus, Ohio

October 5, 6, 7, 1998

MONDAY, OCTOBER 5, 1998

8:07 a.m.

8:08 a.m.

8:16 a.m.

RES. 99-052

RES. 99-053

ROLL CALL

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

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

Mr. Lamping moved that the Board go into Executive Session to discuss personnel matters.
Mr. Cavendish seconded the motion and President Maslak took the following roll call vote:
Abele-Yes, Adelman-Yes, Cavendish-Yes, Lamping-Yes, Littlejohn-Yes, Neuber-Yes, and
Plant-Yes.

The Executive Session was concluded and the meeting opened to the public.

Correspondence faxed to the Board office on October 1, 1998 by Fred E. Hamlin, Regional
Sales Manager for NDC Health Information Services, regarding the approval of their pre-
and post-edit program as it relates to the confidentiality of patient-specific data was con-
sidered by the Board. Mrs. Plant moved that the Board approve the following language
that will be incorporated into their contract:

() Data. NDC shall make no use of individually identifiable patient data without
the prior written informed consent of the respective patient. NDC's use of
aggregated data shall be limited to use for statistical purposes. NDC is under
no obligation to transmit Subscriber's data to any third party absent NDC's
written agreement to do so.

Mr. Littlejohn seconded the motion and it was approved by the Board (Aye-7/Nay-0).

The Board then reviewed correspondence from John M. Alivernini, Esq. regarding Wyeth-
Ayerst Laboratories "Shared Success" program and the confidentiality of patient-specific
prescription data. Following consideration of the correspondence and material submitted,
the Board would not approve the program until they received assurances in writing that
patient-specific information is not transferred without the written informed consent of the
patient. The data set submitted by Mr. Alivernini as necessary to administer the market
share program was too comprehensive and would not be approved by the Board since
patient-specific data was included. It was the consensus of the Board members that the
only data elements necessary to administer the "Shared Success Program™ are as follows:



RES. 99-054

9:03 a.m.

9:55 a.m.

9:58 a.m.

10:10 a.m.
RES. 99-055

RES. 99-056

Store 1.D., Prescription Number, Date Filled, NDC Dispensed, New/Refill Code, Quantity,
Days Supply, Cost, Amount Billed, and Payment Status.

The Information Systems report was distributed by Nancy Little, Systems Administrator, to
Board members and reviewed.

The Board then discussed the American Council on Pharmaceutical Education’'s request
for a Board member to accompany their evaluation team'’s visit to the University of Toledo's
College of Pharmacy on February 17-18, 1999. The Board decided that Mrs. Adelman
would represent the Board. In the event that she is not able to participate, Ms. Abele will
represent the Board.

Ms. Abele moved that the Minutes of the September 8, 9, 10, 1998 meeting be approved as
amended. The motion was seconded by Mrs. Adelman and approved (Aye-7/Nay-0).

The meeting was recessed for forty-five minutes.
The Board reconvened and continued their consideration of agenda items.

Assistant Attorney General Sally Ann Steuk joined the Board. Mr. Lamping moved that the
Board go into Executive Session for the purpose of conferring with the Assistant Attorney
General concerning pending or imminent court action and the investigation of charges or
complaints against licensees and registrants. The motion was seconded by Mr. Cavendish
and President Maslak conducted the following roll call vote: Abele-Yes, Adelman-Yes,
Cavendish-Yes, Lamping-Yes, Littlejohn-Yes, Neuber-Yes, and Plant-Yes.

The Executive Session was concluded and the meeting opened to the pubic. Mr. Lamping
moved that the Board approve the proposed settlement agreement in the matter of
Emergency Medical Transport, Inc.; Carrolton, Ohio. Mr. Cavendish seconded the motion
and it was approved (Aye-7/Nay-0).

The Board then considered the recommendations of the advisory committees on rules.
Following careful review of all of the recommendations, Mrs. Plant moved that the Board
propose to adopt the following amended and new rules and rule proposed to be rescinded:

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

(A) To "practice PRACTICE OF pharmacy" is as defined in division (B) of section 4729.02
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, compound-
ing, labeling, and packaging a specific drug.

©

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.
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(K)
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(M)

(N)

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

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

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

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

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

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

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

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

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

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

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

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

administers, or dispenses a dangerous drug. Such method may-include-a-passweord
access-to-a-mechanical-oravtomated-systembut must alse include a physical means

of identification such as, but not limited to, the following:
(1) A manual signature on a hard-copy record;
(2) A magnetic card reader;

(3) A barcode reader;



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

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

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

4729-5-10 Prescription pick-up station.

(A)

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

No pharmacist shall aceeptpreseriptions-obtainedfrem-or dispense dangerous drugs to

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

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

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

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

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

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

& (a) Danger to public health or safety, or

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

4729-5-11 Responsible pharmacist.

(A)

(B

Only a pharmacist may be the responsible person whose name appears on the terminal
distributor of dangerous drugs license for a pharmacy as defined in division (A) of section
4729.02 4729.01 of the Revised Code. A pharmacist shall be the responsible person for
no more than one such pharmacy except with written permission from the STATE board
OF PHARMACY. A written request shall be submitted outlining the circumstances
requiring a pharmacist to be responsible for more than one pharmacy and the period of
time during which the circumstances will exist. A pharmacist shall not be designated the
responsible pharmacist for a pharmacy unless he/she will be physically present in the
pharmacy a sufficient amount of time to provide supervision and control.

The responsible pharmacist shall be responsible for the practice of the profession of
pharmacy, including but not limited to "supervision and control' of dangerous drugs as
required in division (B) of section 4729.55 of the Revised Code, "adequate safeguards" as
required in division (C) of section 4729.55 of the Revised Code, and maintaining all drug
records otherwise required.
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If there is a change in the responsible pharmacist, the STATE board of pharmacy shall be
notified ON A BOARD APPROVED FORM within thirty days thereof of the EFFECTIVE date
of THE change and the name of the new responsible pharmacist.

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

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

The person to whom the terminal dangerous drug license has been issued and all
pharmacists on duty are responsible for compliance with all state and federal laws,
regulations, and rules regulating the distribution of drugs and the practice of pharmacy.

4729-5-13 Prescription format.

(A)

(B

©

®)

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

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

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

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

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

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

(3) The quantity has been written both numerically and alphabetically.
(4) If preprinted, there is only one drug and strength combination printed on the form.

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

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

4729-5-15 Prescriber.



(A)

(B

©

)

For purposes of division {BB)} (2) of section 3719.01 and division{H)}{2) (1) of section 4729.02
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.

A non-resident 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 other than Ohio is authorized to write prescriptions in that state for drugs to be
dispensed in the state of Ohio.

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

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

(A)

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

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

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

(3) The name of the prescriber;

(4) Directions for use of the drug;

(5) The date of dispensing;

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

(8) The-name-orinitialsofthe-pharmasist;

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



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

#9) (9) The quantity of drug dispensed.

(B

©

()

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

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

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

4729-5-17 LABELING BY PRESCRIBERS WHO PERSONALLY FURNISH DANGEROUS DRUGS TO THEIR

(A)

PATIENTS.
WHENEVER A PRESCRIBER PERSONALLY FURNISHES A DANGEROUS DRUG, OTHER THAN A
SAMPLE DRUG PURSUANT TO SECTION 3719.81 OF THE REVISED CODE, THE PRESCRIBER
SHALL AFFIX TO THE CONTAINER A LABEL SHOWING:
(1) THE NAME AND ADDRESS OF THE PRESCRIBER.

(2) THE NAME OF THE PATIENT FOR WHOM THE DRUG IS INTENDED. IF THE PATIENT IS AN
ANIMAL, THE NAME OF THE OWNER AND THE SPECIES OF THE ANIMAL.

(3) NAME AND STRENGTH OF THE DANGEROUS DRUG.

(4) DIRECTIONS FOR USE.

(5) DATE FURNISHED.

WHENEVER A PRESCRIBER PERSONALLY FURNISHES A DANGEROUS DRUG, LABELED AS A
SAMPLE PURSUANT TO SECTION 3719.81 OF THE REVISED CODE, THE PRESCRIBER SHALL
ALSO PROVIDE, IN WRITTEN FORMAT, THE FOLLOWING:

(1) NAME AND ADDRESS OF THE PRESCRIBER.

(2) NAME OF THE PATIENT. IF THE PATIENT IS AN ANIMAL, THE NAME OF THE OWNER
AND THE SPECIES OF THE ANIMAL.

(3) DIRECTIONS FOR USE IF DIFFERENT FROM THE DIRECTIONS ON OR IN THE SAMPLE
CONTAINER.

4729-5-18 Patient profiles.

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

(A)

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



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

CY
(b)
(c)
(d)
(e)

®
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Full name of the patient for whom the drug is intended;

Address and telephone number of the patient;

Patient's date of birth erage;

Patient's gender;

A list of current patient specific data consisting of at least the following:
0] Known drug-related allergies,

(ii) Previous drug reactions,

(i) History of or active chronic conditions or disease states,

(iv)  Other drugs AND NUTRITIONAL SUPPLEMENTS, including everthe
counter NON-PRESCRIPTION drugs used on a routine basis, or devices;

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

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

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

CY
(b)
(c)
e
ey (d)
6 (@

Name AND STRENGTH of the drug or device;
Prescription number;
Name-and-strength-of- drug;

Quantity dispensed;

Date dispensed;

Name of the prescriber.

(B) The patient profile shall be maintained for a period of not less than one year from the
date of the last entry in the profile record. This record may be a hard copy or a
computerized form.

4729-5-19 Serial numbering of prescriptions.

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

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

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



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

)

)

®)

4729-5-20

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

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

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

Prospective drug utilization review.

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

)
)
®)
(4)
©)
(6)
()
(8)
)

Over-utilization or under-utilization;

Therapeutic duplication;

Drug-disease state contraindications;

Drug-drug interactions;

Incorrect drug dosage orduration-of- drug-treatment;

Drug-allergy interactions;

Abuse/misuse;

INAPPROPRIATE DURATION OF DRUG TREATMENT;

DOCUMENTED FOOD-NUTRITIONAL SUPPLEMENTS-DRUG INTERACTION.

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

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

)

)
®)
(4)

4729-5-24

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

American hospital formulary service drug information;

United States pharmacoepeia PHARMACOPOEIA drug information;

American medical association evaluations.

Prescription copy.




(A)

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

)

)

®)

(4)

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

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

(@) Serial prescription number assigned to the prescription;

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

(c) Date ofissuance of the prescription;

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

® Date of last refill;

(g) Number of valid refills remaining; and

(h)  The name of the transferring pharmacist.

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

The pharmacist transferring a copy of a prescription must:

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

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

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

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

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

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

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

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

Information on a prescription is the property of the patient and is intended to authorize
the dispensing of a specific amount of medication for use by the patient. Original
copies of prescriptions shall be maintained by pharmacies for the purpose of docu-
menting the dispensing of drugs to a particular patient.

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

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

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

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

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

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

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

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



4729-5-25 Dispensing of drugs and compounding of prescriptions.

(A)

(B

©

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

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

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

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

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

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

No dangerous drug, as defined in division{B)-of section 4729.02 4729.01 of the Revised
Code, shall be sold, offered for sale, or dispensed by means of any mechanical device
unless such device is approved by the STATE board of pharmacy.

4729-5-26 Partial dispensing of schedule 1l controlled substances.

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

(A)

(B

©

®)

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

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

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

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

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



(2) A prescription bearing the new serial number must be placed in the schedule I

file. The prescription for each partial filling must also show the serial number of the
original prescription.

(E) The total quantity of schedule Il controlled substances dispensed in all partial filings must
not exceed the total quantity prescribed.

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

4729-5-27 Recordkeeping.

The following recordkeeping requirements do not apply to drugs-dispensed-pursdantto
RECORDS RELATING TO THE PRACTICE OF PHARMACY FOR an inpatient preseription as defined

in rule 4729-17-01 of the Administrative Code.

(A)

¢ (C)

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

(1) PRESCRIPTION INFORMATION ENTERED INTO THE RECORDKEEPING SYSTEM;

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

(3) DISPENSING;
(4) PATIENT COUNSELING.

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

When a pharmacist dispenses a drug pursuant to an authorized refill of a prescription,
he/she must record the date of such dispensing and manually record his/her name or
initials on the original prescription or enter such information on an alternate record
meeting the requirements of this rule. If an alternate recordkeeping system is being
used pursuant to this rule, this alternate record must be used to record the dispensing
of all prescriptions.

THE QUANTITY DISPENSED SHALL BE CONSIDERED THE QUANTITY PRESCRIBED UNLESS:

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

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

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

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

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

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

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

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

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

©)

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

All prescriptions or other records ef-dispensing RELATING TO THE PRACTICE OF
PHARMACY, which are required to be kept for three years according to section
4729.37 of the Revised Code, may be microfimed or placed on electronic, magnetic
media. The microfilm or electronic, magnetic media used for this purpose must
comply with the "International Standards Organization” standards of quality approved
for permanent records. Such records are subject to all other paragraphs of this rule.

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

4729-5-28 Computerized recordkeeping systems.

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

(A

The system must be capable of providing immediate retrieval (via CRT display and
hard-copy printout or other mutually agreeable transfer medium) of patient profile
information for all prescriptions filled within the previous twelve months and retrieval



within three working days, excluding weekends and holidays, of all prescriptions

dispensed within the previous thirty-six months. This information shall include at least,

but is not limited to, the following data:

(1) The original prescription number;

(2) Date ofissuance of the original prescription order by the praetitioner PRESCRIBER;

(3) Date of dispensing by the pharmacist;

(4) Fullname and address of the patient;

(5) Fullname and address of the practitioner PRESCRIBER,;

(6) Directions for use;

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

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

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

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

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

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

(1) The prescription number;

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

(3) The date of refill;

(4) The quantity dispensed,;

(5) The name-erinitials POSITIVE IDENTIFICATION of the PHARMACIST RESPONSIBLE
FOR PROSPECTIVE DRUG UTILIZATION REVIEW AS DEFINED IN RULE 4729-5-20 OF
THE ADMINISTRATIVE CODE AND THE PHARMACIST RESPONSIBLE FOR dispensing
pharmaeist for each refill, IF A BOARD APPROVED SYSTEM;

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

© Documentation of the fact that the prescription refill information entered into the

automated data processing system is correct must be provided by each individual

pharmacist who makes use of such system by one of the following methods:

Q) Positive identification, as defined in rule 4729-5-01 of the Administrative Code, of
the pharmacist responsible for each data entry. If this method is used, the

automated data processing system must have a daily backup;

(2) A hard-copy printout of each day's prescription refill data that shall include, at a
minimum, the following data:
(a) Date of dispensing;
(b)  Prescription number;

(c) Patient name;
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(E)
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(4)

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

()] Identification of controlled substances.

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

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

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

(a) Date of dispensing;

(b Prescription number;

(c) Patient name;

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

(e) Identification of phammaey-and THE pharmacist;
()] Identification of controlled substances.

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

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

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

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

THE INFORMATION MUST APPEAR IN THE PATIENT’S PROFILE;
THERE IS POSITIVE IDENTIFICATION, IN THE COMPUTER SYSTEM OR ON THE

HARD-COPY PRESCRIPTION, OF THE PHARMACIST WHO IS RESPONSIBLE FOR
ENTERING THE PRESCRIPTION INFORMATION INTO THE SYSTEM; AND
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(4) THE ORIGINAL PRESCRIPTION IS FILED ACCORDING TO RULE 4729-5-09 OF THE
ADMINISTRATIVE CODE.

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

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

(1) Pharmacy name and address;

(2) Original prescription number;

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

(4) Date of original dispensing by the pharmacist;

(5) Full name and address of the patient;

(6) Fullname and address of the practitioner PRESCRIBER,;

(7) Directions for use;

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

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

(10) Total number of refills authorized by the preseribing-practitioner PRESCRIBER;
(11) Total number of refills dispensed to date for that prescription order;

(12) Date of each refill;

(13) Name orinitials of the dispensing pharmacist.

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

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

(1) Date and time of change;

(2) Changes made;

(3) Pharmacist making the change.

4729-5-29 Confidentiality of patient records.

(A)

Records ef-dispensing RELATING TO THE PRACTICE OF PHARMACY or administering of
drugs are not a public record. A person having custody of, or access to, such records
shall not divulge the contents thereof, or provide a copy thereof, to anyone except:

(1) The patient for whom the prescription or medication order was issued.

(2) The practitioner PRESCRIBER who issued the prescription or medication order.
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(3) Certified/licensed health care personnel who are responsible for the care of the
patient.

(4) A member, inspector, agent, or investigator of the STATE board of pharmacy or
any federal, state, county, or municipal officer whose duty is to enforce the laws
of this state or the United States relating to drugs and who is engaged in a
specific investigation involving a designated person or drug.

(5) An agent of the state medical board when enforcing Chapter 4731. of the
Revised Code.

(6) An agency of government charged with the responsibility of providing medical
care for the patient upon a written request by an authorized representative of
the agency requesting such information.

(7)  An agent of a medical insurance company who provides prescription insurance
coverage to the patient upon authorization and proof of insurance by the
patient or proof of payment by the insurance company for those medications
whose information is requested.

(8) Any person, other than those listed in paragraphs (A)(1) to (A){6)}(7) of this rule,
only when the patient has given consent for such disclosure in writing, except
where a patient requiring medication is unable to deliver a written consent to
the necessary disclosure. Any consent must be signed by the patient and
dated. Any consent for disclosure is valid until rescinded by the patient. In an
emergency, the pharmacist may disclose the prescription information when, in
the professional judgment of the pharmacist, it is deemed to be in the best
interest of the patient. A pharmacist making an oral disclosure in an emergency
situation must prepare a written memorandum showing the patient's name, the
date and time the disclosure was made, the nature of the emergency, and the
names of the individuals by whom and to whom the information was disclosed.

ANY COMMUNICATION BETWEEN A PHYSICIAN, PHARMACIST, AND A PATIENT,
PURSUANT TO A CONSULT AGREEMENT, IS NOT A PUBLIC RECORD AND IS PRIVILEGED
COMMUNICATION AS DEFINED IN SECTION 2317.02 OF THE REVISED CODE. IFITISIN THE
BEST INTEREST OF THE PATIENT, HEALTH CARE INFORMATION MAY BE SHARED WITH
ANOTHER HEALTH CARE PROVIDER.

Records ef-dispensing RELATING TO THE PRACTICE OF PHARMACY or administering
drugs which may be required as evidence of a violation shall be released to a
member, inspector, agent, or investigator of the STATE board of pharmacy or any
state, county, or municipal officer whose duty is to enforce the laws of this state or the
United States relating to drugs and who is engaged in a specific investigation involving
a designated person or drug upon his request. Such person shall furnish a receipt to
the person having legal custody of the records. The IF THE RECORD IS A PRESCRIPTION,
THE receipt shall list the recordsremoved-and-shalbinelude-the following information:

Q) Prescription identification number; or, if an order for medication, the name of
the patient;

(2) The drugs prescribed;

(3) Quantity of drugs prescribed and dispensed;

(4)  Name of the preseribing-practitioner PRESCRIBER,;

(5) Date, name of agency, and signature of person removing the records.

All such records, including consents, memoranda of emergency disclosures, and
written requests pursuant to paragraph (A)(#8) of this rule, shall be kept on file at the
pharmacy for a period of three years in a readily retrievable manner.



4729-5-30 Manner of issuance of prescription.

(A)

(B
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(E)

(F)

G)

(H)

0]

V)

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

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

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

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

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

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

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

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

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

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

conveying information by prescription. No symbol, word, or any other device shall be
used in lieu of the name of said preparation.

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

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

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

A schedule Il controlled substance prescription for a narcotic substance issued for a
patient enrolled in a hospice may be transmitted by the prescriber or the prescriber’s
agent to the pharmacy by facsimile. The original prescription must indicate that the
patient is a hospice patient. The facsimile transmission must meet all of the requirements
in paragraph (D) of this rule for such a prescription.

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

PHYSICIAN WHO ORIGINALLY PRESCRIBED THE DRUG AND SIGN THE PHARMACIST'S FULL

NAME,

4729-5-31 Criteria for licensure by examination.

(A

(B

Pursuant to section 4729.07 of the Revised Code:

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

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

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

Pursuant to section 4729.13 of the Revised Code:
(1) The examination shall consist of the "North American Pharmacist Licensure
Examination (NAPLEX)" and a jurisprudence examination compiled by the STATE

board OF PHARMACY or the "National Association of Boards of Pharmacy."

(2) The minimum passing grades for renewal of the pharmacist's identification card is
a seventy-five on each exam.
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(@) Any candidate for renewal of an identification card who fails to receive a
grade of seventy-five on the jurisprudence examination shall make applica-
tion and remit the fee established by the STATE board OF PHARMACY for
re-examination.

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

Pursuant to section 4729.08 of the Revised Code:

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

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

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

4729-7-01 Definitions.

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

(A

(B

©

®)

(E)

"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.

"Continuing education unit (C.E.U.)" is defined as ten contact hours of participation in an

organized continuing PHARMACY education experience,-underresponsible sponsership;
capable-direction-and-qualified-instruction PRESENTED BY AN APPROVED PROVIDER.

"Approved continuing education” is defined as participation in an organized and
structured continuing pharmacy education experience; which HAS BEEN PRESENTED BY
AN APPROVED PROVIDER OR THE STATE BOARD OF PHARMACY AND WHICH presents

information dlrectly related to the eentempeltaw—er—mnemtwe practlce of pharmacy

AREA OF PATIENT CARE, PHARMACY JURISPRUDENCE OR PHARMACY MANAGEMENT

"Approved provider" is defined as an individual, institution, organization, association,
corporation, or agency that has been approved by the STATE board of pharmacy
and/or the "American CounC|I on Pharmaceutlcal Educatlon" (A C.P.E. )—m—aeeerdanee

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




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

“PHARMACY JURISPRUDENCE” RELATED CONTINUING EDUCATION SHALL INCLUDE 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.

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

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

(A)

(B

©

®)

(E)

Evidenee EXCEPT AS PROVIDED IN RULE 4729-7-08 OF THE ADMINISTRATIVE CODE,
EVIDENCE of four and one-half C.E.U.s of approved continuing education shall be sub-
mitted with the application for renewal of a pharmacist identification card at intervals
not to exceed three years. Atleast 0.3 C.E.U.s of the total required 45 C.E.U.s must be
obtained from OHIO STATE board OF PHARMACY approved programs in jurisprudence.

BEGINNING WITH THOSE PHARMACISTS REQUIRED TO REPORT CONTINUING EDUCATION IN
2001, EVIDENCE OF SIX C.E.U.S OF APPROVED CONTINUING EDUCATION SHALL BE
SUBMITTED WITH THE APPLICATION FOR RENEWAL OF A PHARMACIST IDENTIFICATION
CARD AT INTERVALS NOT TO EXCEED THREE YEARS. BEGINNING WITH THOSE
PHARMACISTS REQUIRED TO REPORT CONTINUING EDUCATION IN 2001, AT LEAST FOUR
AND ONE-HALF C.E.U.S OF THE TOTAL REQUIRED C.E.U.S MUST BE OBTAINED IN PATIENT
CARE RELATED PROGRAMS AND AT LEAST 0.3 C.E.U.S OF THE TOTAL REQUIRED C.E.U.S
MUST BE OBTAINED FROM BOARD APPROVED PROGRAMS IN JURISPRUDENCE.

Documentation of the required feurand-ene-half C.E.U.s shall be submitted on forms
provided by the STATE board OF PHARMACY and in the manner required for renewal of
the pharmacist identification card.

The C.E.U.s must be obtained during-the-three-yearperiodpreceding ON OR AFTER July
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.

C.E.U.s obtained in excess of the required feurand-ene-half 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.

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 fourand-ene-half 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.
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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 reside-er 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 educa-
tion report form:

“l declare under penalties of falsification that | hold a current and valid phar-
macist 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 reside-er practice pharmacy in the state of
Ohio. | hereby agree to immediately notify the OHIO STATE board of phar-
macy if | return and commence the practice of pharmacy in the state of
Ohio."

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

(A)

(B

©

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

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

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

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

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

(A

(B

<

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

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

Providers shall send a list of successful participants and their Ohio registration numbers
to the board within thirty days of the experience; or maintain such records for a five-
year period to be made available to the board on request.
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¢ (B)

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

(1) The name of the provider;

(2) The completion date of the experience;

(3) The name of the participant;

(4) The title of the experience;

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

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

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

Providers shall develop and employ evaluation techniques that will assess the
effectiveness of the continuing pharmacy education experiences and-thelevelof

fulfilmentofthe stated-objeetives with the goal of continual improvement.

{&) (F) Providers should utilize an evaluation mechanism for the purpose of allowing each
participant to assess histher THE achievement of personal objectives.

6 (G)

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

4729-7-08 ALTERNATIVE METHODS OF PROVING CONTINUING COMPETENCY.

(A)

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

(1) PERIODIC RECERTIFICATION EXAMINATIONS;

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

(3) OTHER REQUIREMENTS AS DETERMINED BY THE BOARD.

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



4729-9-01 Definitions.

(A)

(B

©

®)

(E)

(F)

G)

(H)

0]

V)

"Dangerous drug," as defined in divisier{D}1)-of section 4729:02 4729.01 of the Revised
Code, means any drug or drug product whose commercial package bears a label
containing THE SYMBOL “RX ONLY”, the legend "Caution: Federal Law Prohibits
Dispensing Without Prescription” or "Caution: Federal Law Restricts This Drug To Use By Or
On The Order Of A Licensed Veterinarian”, or any similar restrictive statement.

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

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

“Registered~and-licensed--as- AS used in Chapters 3719. and 4729. of the Revised
Code, have-the same-meaning—Registered" “REGISTERED” and "licensed" mean that an

individual or facility has met the initial qualifications for registration and licensure with the
STATE board of pharmacy and, if they are still actively practicing pharmacy or dis-
tributing drugs, have complied with annual renewal procedures, including payment of
applicable fees.

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

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

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

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

"Campus", as used to describe a type of terminal distributor of dangerous drugs license
issued pursuant to division (E) of section 4729.51 of the Revised Code, means an estab-
lishment or place consisting of multiple buildings where dangerous drugs are stored that
are located on a contiguous plot of land. All such buildings and stocks of dangerous
drugs shall be under common ownership and control.

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



4729-9-02 Minimum standards for a pharmacy.

(A)

(B
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®)

(E)

(F)

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 the-rearest 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) Allareas where drugs and devices are stored shall be dry, well-ighted, 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 STATE board OF PHARMACY.

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

Additional minimum standards are required for specialized pharmacy practices pursuant
to rules4729-17-08 CHAPTERS 4729-15, 4729-17, and-4729-19-04 4729-19 of the
Administrative Code.

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

(A

A first-aid department is any entity which stocks, administers, and/or uses dangerous
drugs in conjunction with the treatment of medical emergencies, except that this does
not include the offices of a practitioner PRESCRIBER as defined in division{H)-of section
4729.02 4729.01 of the Revised Code or an entity licensed in any other manner as a
terminal distributor of dangerous drugs pursuant to section 4729.54 of the Revised
Code.
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Each first-aid department which stocks, administers, and/or provides dangerous drugs
must obtain a limited category |, II, or lll terminal distributor of dangerous drugs license
pursuant to section 4729.54 of the Revised Code. The license and the addendum shall
be peosted-where-the-drugs-are-keptand-available MAINTAINED IN A READILY
AVAILABLE PLACE IN THE PRINCIPAL LOCATION OF SUCH BUSINESS for inspection by a
STATE board of pharmacy designated agent. The application and license shall be
signed by a person licensed pursuant to Chapter 4731. of the Revised Code to
practice medicine e+ AND surgery or osteopathic medicine and surgery. This person
shall maintain supervision and control over the possession and custody of the
dangerous drugs and is responsible for their legal use and distribution in accordance
with state and federal laws and rules.

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

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

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

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

orders shall be immediately recorded in ertlng—kept—en—fﬂe—at—the—ﬁﬁt-ald—deeamvﬂem—

vy ueles INCLUDING the
name and-strength of drug, dosage form quantity used, name of patient, name of
prescriber, name of person receiving order, name of person administering drug, time
of administration, and the date. Fae THIS RECORD SHALL BE KEPT ON FILE AT THE FIRST-
AID DEPARTMENT AND BE CO-SIGNED BY THE prescriber shaltsign-and-attestto-the

correctness-of the-oral-orderplaced-ontherecord-within thirty days.

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

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

4729-9-04 Returned drugs.

(A) No drug erdrugpreduct-which THAT has been sold-at+etail DISPENSED PURSUANT TO A
PRESCRIPTION and has left the physical premises of the terminal distributor of dangerous
drugs; shall be dispensed again except:
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(1) €drugs DRUGS dispensed for inpatients pursuant to paragraph (C) of rule 4729-17-01
of the Administrative Code, or

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

board of pharmacy anrd provided by-a-gevemmententity that:

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

(b) wherebythe-drug-has THE DRUGS HAVE not been in the possession of the
ultimate user.

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

4729-9-05 Security requirements.

(A)

(B

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

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

(1) The type of activity conducted;

(2) Type and form of dangerous drugs handled;

(3) Quantity of dangerous druyg DRUGS handled;

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

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

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

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

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

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

(11) Adequacy of supervision over employees having access to manufacturing-and
storage areas CONTAINING DANGEROUS DRUGS;
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(12) Procedures for handling business guests, visitors, maintenance personnel, and non-
employee service personnel;

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

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

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

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

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

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

(A

(B

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

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

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

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

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

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

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

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

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

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



(C) Inthe event that a registrant is required regularly to dispose of dangerous drugs which
are controlled substances, the executive director may authorize the registrant to dispose
of such controlled substances, in accordance with paragraph (B)(1) of this rule, without
prior approval of the STATE board of pharmacy in each instance on the condition that
the registrant keep records of such disposals and file periodic reports with the STATE
board of pharmacy summarizing the disposals made by the registrant. In granting such
authority, the executive director may place conditions on the disposal of dangerous
drugs which are controlled substances, including but not limited to the method of
disposal and the frequency and detail of reports.

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

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

4729-9-10 Occasional sale.

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

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

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

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

A pharmacist, praetitioner 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) Inapharmacy.

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

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

(@) The prescription department or stock of dangerous drugs must be secured
by either a physical barrier with suitable locks and/or an electronic barrier to
detect entry at a time the pharmacist is not present. Such a barrier, before
being put into use, must be approved by the STATE board of pharmacy.
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(b) The prescription department must contain all dangerous drugs, exempt
narcotics, hypodermics, poisons, and every other item or product which
requires the personal supervision or sale by a pharmacist.

(c) Noitem, product, record, or equipment which must be accessible to
anyone other than a pharmacist may be stored in the prescription
department.

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

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

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

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

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

In other terminal distributors of dangerous drugs, including but not limited to, emergency
medical services pursuant to division (C) of section 4729.54 of the Revised Code, first-aid
departments pursuant to rule 4729-9-04 of the Administrative Code, approved
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, praetitioner PRESCRIBER, or responsible person for a terminal distributor of
dangerous drugs license pursuant to paragraph (C) of rule 4729-13-01 or paragraph (C)
of rule 4729-14-01 of the Administrative Code who has signed as being responsible for a
terminal distributor of dangerous drugs license is responsible to monitor for suspicious
orders, unusual usage, or questionable disposition of dangerous drugs.

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

(A)

practitioner PRESCRIBER.

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

(1) The purchaser shall furnish a copy of the certificate of license as a terminal
distributor to the wholesale distributor of dangerous drugs. If the certificate of
license indicates a limited category |, II, or lll license, the terminal distributor shall
furnish the wholesale distributor a copy of the current license addendum listing
those drugs the purchaser is authorized to possess.
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(2) If no certificate of license as a terminal distributor is obtained or furnished before
the sale, both the seller and the purchaser shall be considered to be in violation
of section 4729.60 of the Revised Code.

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

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

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

Before a wholesale distributor of dangerous drugs may make a sale of a dangerous
drug to a practitioner PRESCRIBER as defined in division {4} (1) of section 472902
4729.01 of the Revised Code, the wholesale distributor must obtain:

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

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

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

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

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

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




&

{&) (D) Dangerous drugs may not be shipped by a wholesale distributor of dangerous drugs to
any address other than those listed by the business entity meeting the definition of a
practitioner PRESCRIBER and filed with the wholesale distributor in paragraph (B) of this
rule. Controlled substances may only be shipped to those addresses registered with
the federal drug enforcement administration for the purpose of storing controlled
substances.

{5 (E) Alldocuments establishing the fact that a business-entity PRESCRIBER is exempt from
licensure as a practitioner TERMINAL DISTRIBUTOR OF DANGEROUS DRUGS shall be
current and maintained for a period of three years by the wholesale distributor of
dangerous drugs.

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

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

4729-9-13 Distributor of dangerous drug samples.

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

4729-9-14 Records OF CONTROLLED SUBSTANCES.

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

(1) Records of receipt shall contain a description of all controlled substances
received, the kind and quantity of controlled substances received, the name and
address of the persons from whom received, and the date of receipt.

(2) Records of administering, dispensing, or using controlled substances shall contain
a description of the kind and quantity of the controlled substance administered,
dispensed, or used, the date, the name and address of the person to whom, or for
whose use, or the owner and species of the animal for which the controlled
substance was administered, dispensed, or used.



®)

Records of drugs administered which become a permanent part of the patient's
medical record; shall be deemed to meet the name and address requirements of
paragraph (A)(2) of this rule.

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

)

)

®)

(4)

©)

(6)

Each inventory shall contain a complete and accurate record of all controlled
substances on hand on the date the inventory is taken:.

(@) The name of the substance.
(b) The total quantity of the substance.

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

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

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

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

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

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

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

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

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

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



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

(A)

(B

©

documents.

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

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

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

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

(1) Uncompleted prescription blank(s) used for writing a prescription, written pre-
scription 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 (U) of section 3719.01 of the
Revised Code shall notify the STATE board of pharmacy and law enforcement
authorities, and the drug enforcement administration (DEA) pursuant to section
1305.12(b), Code of Federal Regulations.

4729-9-16 Minimum regquirements for wholesalers.

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

(A)

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

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

(2) Alltrade or business names used by the licensee, any trade or business names
under which licensee was previously or is presently licensed;

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

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

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



B

©

)

(6)

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

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

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

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

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

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

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

)

)

®)

(4)
©)

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

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

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

Be maintained in a clean and orderly condition;

Be free from infestation by insects, rodents, birds, or vermin of any kind.

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

)

)
®)

(4)

©)

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

The outside perimeter of the premises shall be well lighted.

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

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

All facilities shall be equipped with a security system that will provide suitable
protection against theft and diversion. When appropriate, the security system



(E)

F)

G)

shall provide protection against theft or diversion that is facilitated or hidden by
tampering with computers or electronic records.

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

)

)

®)

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

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

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

All shipments of dangerous drugs shall be examined in accordance with the following:

)

)

@)

Upon receipt, each outside shipping container shall be visually examined for iden-
tity and to prevent the acceptance of contaminated dangerous drugs or danger-
ous drugs that are otherwise unfit for distribution. This examination shall be
adequate to reveal container damage that would suggest possible
contamination or other damage to the contents;

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

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

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

)

)

@)

(4)

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

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

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

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



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

drugs.

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

CY

(b)

(c)
(d)

(e)

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

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

The dates of receipt and distribution of the drugs.
A system of records and procedures shall be maintained which prevent the

sale or other distribution of dangerous drugs to any person not authorized by
division (B) of section 4729.51 of the Revised Code.

A system of procedures shall be designed and; when+regquired; operated to
disclose orders for controlled substances and other dangerous drugs subject
to abuse; a y h j

0] The wholesaler shall inform the STATE board OF PHARMACY of
suspicious orders for drugs, as described in paragraph (H)(1)(e) of this
rule, when discovered. Suspicious orders are those which, in relation
to the wholesaler's records as a whole, are of unusual size, unusual
frequency, or deviate substantially from established buying patterns.

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

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

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

CY

(b)

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

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

() Wholesale drug distributors shall establish, maintain, and adhere to written policies and
procedures which shall be followed for the receipt, security, storage, inventory, and
distribution of dangerous drugs, including policies and procedures for identifying,



V)

(K)

L

(M)

recording, and reporting losses or thefts, and for correcting all errors and inaccuracies in
inventories. Wholesale drug distributors shall include in their written policies and
procedures the following:

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

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

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

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

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

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

(4) A procedure to ensure that any outdated dangerous drugs shall be segregated
from other drugs and either returned to the manufacturer or destroyed. This
procedure shall provide for written documentation of the disposition of outdated
dangerous drugs. This documentation shall be maintained for two years after
disposition of the outdated drugs.

Wholesale distributors of dangerous drugs shall establish and maintain accurate and

current lists of officers, directors, managers, and other persons in charge of wholesale
drug distribution, storage, and handling, including a description of their duties and a

summary of their qualifications.

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

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

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

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

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

ing.



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

(A)

(B

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

(1) Has been convicted of a felony;

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

(4) Isaddicted to or abusing liquor or drugs;

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

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

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

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

(2) The ownership of such facility, or pharmacy previously located in such facility, has
been transferred from a licensee whose license has been revoked by the STATE
board OF PHARMACY to another who employs the former owner or who allows
the former owner to be present within the physical confines of the location to be
licensed.

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

4729-9-20 Drugs repackaged by a pharmacy.

(A)

g8 T2

=

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

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

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

2
(3) Pharmacy control number;
4)

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:



NAME OF DRUG, STRENGTH, DOSAGE FORM, AND QUANTITY;

E

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

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

(4 PHARMACY CONTROL NUMBER;

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

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

(7)  POSITIVE IDENTIFICATION OF THE REGISTERED PHARMACIST RESPONSIBLE FOR THE

REPACKAGING OF THE DRUG.

4729-9-21 Drugs compounded in a pharmacy.

(A

(B

©

®)

(E)

F)

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

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

For all compounded prescriptions, the pharmacist shall:

(1) Inspect and approve the compounding process;

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

For all compounded prescriptions, the pharmacist shall be responsible for:
(1) Allcompounding records;

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

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

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

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

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

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

PRESCRIPTION;

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

(3) PHARMACY CONTROL NUMBER;

THE PHARMACY'S EXPIRATION DATE OR BEYOND-USE DATE.

S



4729-9-22 Records of dangerous drugs.

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

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

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

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

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

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

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

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

(B) THE QUANTITY DISPENSED MAY NOT BE MORE THAN A THIRTY-ONE-DAY SUPPLY.

(C) THE LABELS MUST BE OF SUFFICIENT SIZE TO PROPERLY AND CLEARLY LABEL A THIRTY-ONE-
DAY OR LESS SUPPLY WITH ALL INFORMATION REQUIRED BY STATE AND FEDERAL LAW
INCLUDING ACCESSORY LABELS.

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

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

(F) THE PACKAGING IS TAMPER-EVIDENT.

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

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



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

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

(4) THE DRUG PRODUCTS REQUIRE SPECIAL PACKAGING.

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

(A)

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

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

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

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

(2) FULL ADDRESS OF LICENSED OR REGISTERED SITE.

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

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

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

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

CONTACTED IN EACH STATE IN WHICH THE PERSON IS AUTHORIZED TO DO BUSINESS.
THIS MAY INCLUDE A LINK TO THE DRUG LAW ENFORCEMENT AGENCY'S "INTERNET"
SITE AND/OR THEIR E-MAIL ADDRESS.

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

4729-10-01 Definitions.

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

(A

"Nonresident pharmacy" means any pharmacy, as defined in section 472902 4729.01 of
the Revised Code, located outside of Ohio that ships, mails, or delivers, in any manner,
drugs at retail into Ohio;



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

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

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

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

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

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

(H) "Dangerous drug" has the same meaning as given that term in section 4729:02 4729.01 of
the Revised Code.

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

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

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

(B) The purchaser is at least eighteen years of age.

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

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

(E) The schedule V controlled substance product is sold at retail.

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



G)

(H)

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

The schedule V controlled substance is sold at retail for a legitimate medical need and
the purchaser furnishes information to the pharmacist which establishes the legitimate
medical need for the controlled substance.

4729-13-02  Procedure for STATE board of pharmacy approval as a laboratory.

(A

(B

©

®)

(E)

(F)

A person, as defined in division (S) of section 4729:02 4729.01 of the Revised Code,
desiring to be approved by the state board of pharmacy as a laboratory shall file with
the STATE board of pharmacy a completed application containing information relative
to the qualifications for approval as set forth in rule 4729-13-03 of the Administrative
Code.

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

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

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

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

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

4729-13-03  Qualifications for a laboratory.

A laboratory to be approved by the state board of pharmacy to be entrusted with the
custody and utilization of dangerous drugs and controlled substances for scientific and clinical
purposes and for purposes of instruction must furnish satisfactory proof to the STATE board of

pharmacy that:

(A) The applicantis qualified to conduct the business of an approved laboratory.

(B) The applicant has-agreed-thathe will, on behalf of himsel THE APPLICANT, his THE
APPLICANT’S agents, and employees, submit to the jurisdiction of the STATE board OF
PHARMACY and to the laws of this state for the purposes of the enforcement of Chapter
CHAPTERS 3719. and sections-4729.51 10 4729.61 4729. of the Revised Code.

(C) Adequate safeguards are assured to prevent the illegal acquisition, distribution, or

utilization of dangerous drugs or their diversion into illicit channels.



4729-13-05  Security controls for laboratories.

(A)

(B

©

®)

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

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

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

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

4729-14-02 Procedure for licensure as an animal shelter.

(A)

(B

©

®)

(E)

(F)

A person, as defined in division (S) of section 4729:02 4729.01 of the Revised Code,
desiring to be licensed by the state board of pharmacy as an animal shelter shall file
with the STATE board of pharmacy a completed application containing information
relative to the qualifications for approval as set forth in rule 4729-14-03 of the
Administrative Code.

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

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

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

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

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

4729-15-01 Definitions.

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

(A

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



(B) "Radiopharmaceutical," a dangerous drug as defined in division (D) of section 472902
4729.010f the Revised Code, shall include any article that exhibits spontaneous decay or
disintegration of an unstable atomic nucleus, usually accompanied by the emission of
ionizing radiation and any nonradioactive reagent kit or nuclide generator which is
intended to be used in the preparation of any such article.

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

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

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

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

0] Radiation physics and instrumentation (eighty-five hours);
(ii) Radiation protection (forty-five hours);

@iy  Mathematics of radioactivity (twenty hours);

(iv) Radiation biology (twenty hours);

(v) Radiopharmaceutical chemistry (thirty hours).

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

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

4729-15-04 Labeling of radiopharmaceuticals.

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

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

(1) The standard radiation symbol.
(2) The words "Caution--Radioactive Material."
(3) The prescription number.
(4) The radionuclide and chemical form.
(B) No radiopharmaceutical may be dispensed unless a TAMPER-EVIDENT SEAL IS APPLIED

AND A label is affixed to the outer or delivery container OF EACH DOSE bearing the
following information:



(1) The standard radiation symbol.

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

(3) The radionuclide and chemical form.

(4)  The volume ifin liquid form.

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

(6) The prescription number.

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

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

(9) The name of the END authorized user, who must also be a practitioner PRESCRIBER
as defined in division{H)-of section 4729.02 4729.01 of the Revised Code.

(10) The lot number of the preparation.

4729-15-05  Prohibitions.

(A)

(B

©

®)

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

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

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

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

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

This rule does not apply when TO:

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

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

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



4729-17-01  Definitions; institutional facility.

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

(A)

(B

©

®)

(E)

(F)

G)

"Institutional facility" means a facility wheseprmarypurpose-is-to-provide-medical-care
and-treatmenttoinpatients LICENSED BY THE OHIO STATE BOARD OF PHARMACY AND

EITHER THE OHIO DEPARTMENT OF HEALTH OR THE OHIO DEPARTMENT OF REHABILITATION
AND CORRECTION AT WHICH MEDICAL CARE IS PROVIDED ON SITE AND A MEDICAL
RECORD DOCUMENTING EPISODES OF CARE, INCLUDING MEDICATIONS ORDERED AND
ADMINISTERED, IS MAINTAINED, including but not limited to:

(1) Convalescent homes;
(2) Developmental facilities;
(3) Hospitals;

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

(6)  Psychiatric facilities;

(7) Rehabilitation facilities;

(8) Mental retardation facilities.

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

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

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

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

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

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

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

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

(A)

The institutional pharmacy director or designated pharmacist shall be the pharmacist-in-
charge pursuant to section 4729.27 of the Revised Code, the responsible pharmacist
pursuant to rule 4729-5-11 of the Administrative Code, and the pharmacist responsible
for maintaining supervision and control over the possession and custody of all dangerous



(B
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®)

drugs acquired by the institutional facility pursuant to division (B) of section 4729.55 of the
Revised Code.

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

be signed by the pharmacist-in-charge and eenspicueushy-displayed MAINTAINED IN A
READILY AVAILABLE PLACE in the pharmacy.

The pharmacist-in-charge shall:

1 Be responsible for THE PRACTICE OF PHARMACY
p
performed by-al-nstitutionalpharmacy-persennel WITHIN THE INSTITUTION;

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

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

(4) Beresponsible for the security and control of all drugs within the institution;
(5) Beresponsible for the maintenance of all records, required by state or federal law

to be kept at the licensed location, of the acquisition, use, distribution, and
disposition of all drugs;.

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

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

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

(b) His/her name and pharmacist registration identification number; and

(c) The date on which he/she was no longer the pharmacist-in-charge.
(2) Take a complete inventory, pursuant to federal regulations, of the controlled

substances on hand at the pharmacy with the new or acting pharmacist-in-

charge at the time he/she ceases to be the pharmacist-in-charge.

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

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



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

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

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

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

(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;

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

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

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

(@) The policies and procedures shall:

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

(ii) 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;

(i)  Provide a written record documenting emergency access to the
pharmacy. Such record shall include the names and titles of all
institutional personnel accessing the pharmacy, date and time of
access, the name and quantity of drugs obtained, the name of the
patient, and the name of the ordering practitioner 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:

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

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

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

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

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

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

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

(C) Security
(1) Allareas 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) Inthe absence of a registered LICENSED pharmacist, such-area ALL AREAS
OCCUPIED BY AN INSTITUTIONAL PHARMACY shall be secured so as to prevent

access by unauthorized personnel.

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

4729-17-04  Records; institutional facility pharmacy.

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

(A) Arecord 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) Al drug orders and dispensing records fer-drugsforpatients RELATING TO THE PRACTICE
OF PHARMACY. Such drug orders and dispensing records may be microfimed or

retained by any process providing an exact duplicate of the original order. In addition,
if an alternate recordkeeping system is utilized these records may be stored on
electronicmagneticlighttaser-oroptic media—Any-such ANY storage mediamust
meet MEDIUM THAT MEETS industry standards for quality and have HAS stability for a
period of at least three years. Records on an automated data processing system, or
subsequent storage of such records, must be readily retrievable (via CRT display or hard-
copy printout), within seventy-two hours.
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Records of drugs dispensed shall include, but is ARE not limited tos;:
(@) the THE name, strength, and quantity of drugs dispensed,;
(b) the THE date of dispensing;

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

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

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

(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.

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

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

)
)
®)
(4)
©)
(6)
()

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

Manufacturer’s or distributor’s expiration date;

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

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

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

)
)
®)
(4)

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

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

(@) 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.

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

4729-17-05

(A)

Controlled substance recordkeeping.

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

@

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

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

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

(a) PATIENT NAME,

(b) DATE AND TIME OF ACCESS,

(c) DRUG NAME, STRENGTH, AND QUANTITY OBTAINED,

(d) THE POSITIVE IDENTIFICATION OF THE PERSON DOING THE ADMINISTRATION,
AND, IF APPLICABLE,

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

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

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

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

THE POSITIVE IDENTIFICATION OF THE PERSONS CONDUCTING THE
RECONCILIATION, AND

D



(d) THE IMMEDIATE REPORTING OF ANY UNRESOLVED DISCREPANCY TO THE
APPROPRIATE PEOPLE WITHIN THE INSTITUTION. A PHARMACIST AT THE
PHARMACY DEPARTMENT RESPONSIBLE FOR THE TERMINAL DISTRIBUTOR OF
DANGEROUS DRUGS LICENSE MUST BE ONE OF THOSE NOTIFIED.

(B) All controlled substances maintained as stock in areas outside of the pharmacy
pursuant to paragraph (B) of rule 4729-17-03 of the Administrative Code shall meet the
following requirements, unless they are stored in a secure, automated storage system
that meets the requirements of paragraph (8)(C) of this rule:

)

)

®)

(4)

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

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

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

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

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

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

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

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

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

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

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

{B8) (C) All controlled substances maintained as stock in areas outside of the pharmacy pur-
suant to paragraph (B) of rule 4729-17-03 of the Administrative Code that are stored in
a secure, automated storage system shall be handled as in paragraph (A)(B) of this
rule unless the automated storage system meets all of the following requirements:

)

)

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

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

(B

®)

(4)

©)

(6)

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

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

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

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

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

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

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

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

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

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

All controlled substances stored in the automated storage system shall be

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

Minimum standards for an institutional facility pharmacy.

Library

)

)

®)

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 the-nearest A poison control center.

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.
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(A)

(B

©

®)

®)

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

Drug orders for patients of an institutional facility.

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

)

)

®)

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

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

following:

(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.

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.

An original signed prescription for a schedule Il controlled substance prepared in
accordance with federal and state requirements and issued for a resident in a long term
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(A)

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 as in paragraph (D) of rule 4729-5-30
of the Administrative Code. The original signed prescription must remain with the
patient’s records at either the prescriber’s office or the long term care facility.

Labeling of prescriptions for patients of an institutional facility.

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

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

CY
(b)
(c)

(d)
(e)

®

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

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

The control number and expiration date;

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

Special storage conditions, if required.

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

CY
(b)
(c)
(d)
(e)

Identification of the dispensing pharmacy;

The patient's name;

The date of dispensing;

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

The strength, expressed in the metric system whenever possible.

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

CY

(b)
(c)

(d)

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

The quantity dispensed may not be more than a thirty-one-day supply.
The labels must be of sufficient size to properly and clearly label a thirty-one-
day or less supply with all information required by state and federal law

including accessory labels.

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



(B

©

(e) Medications which have been dispensed PACKAGED in multi-dose packag-
ing may not be returned to stock or redispensed when returned to the
pharmacy for any reason.

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

(g) The packaging is suech-thatitdiscloseswhetherornotithasbeen-opened
priorto-administration-by-the-patientercaregiver TAMPER-EVIDENT.

(h)  Any pharmacist/pharmacy using multi-dose packaging must implement
policies and procedures which will exclude drugs having the following
characteristics from such packaging:

0] The U.S.P. monograph or official labeling requires dispensing in the
original container;

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

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

(iv) The drug products require special packaging.

(4) Atleast the name of the patient must be placed on all medication containers too
small to bear a complete label and dispensed in a container bearing a complete
label.

All drugs dispensed to inpatients for self-administration shall be labeled in accordance
with paragraphs (A), (B), and (C) of rule 4729-5-16 of the Administrative Code.

Whenever any drugs are added to parenteral solutions, such admixtures shall bear a
distinctive label indicating:

(1) The patient's name;

(2) The name and amount of the parenteral solution;

(3) The name and amount of the drug(s) added;

(4) The expiration date or beyond-use date;

(5) The name and address of the institutional facility pharmacy;

(6) Cautionary statements, if required.

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

(A

(B

A person authorized to write prescriptions pursuant to paragraph (B) of rule 4729-5-15 of
the Administrative Code who is employed as a staff practitioner PHYSICIAN of a hospital,
is not individually registered under the provisions of the controlled substances act and,
therefore, does not possess a "Drug Enforcement Administration” (D.E.A.) number, may
administer, dispense, and prescribe controlled substances under the registration of the
hospital.

A person pursuing an approved training program within the jurisdiction of the hospital
and authorized to write prescriptions pursuant to paragraph (B) of rule 4729-5-15 of the
Administrative Code may administer, dispense, or prescribe controlled substances under
the registration of the hospital. Persons pursuing such approved training programs may



function in sites outside the physical confines of the hospital only if such sites are part of
the training program and the persons are under the employment and jurisdiction of the
hospital administering the approved program. While functioning in the outside sites,
such persons may continue to use the internal code assigned by the hospital
administering the approved program, upon mutual agreement of the hospital and the
outside site.

(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
practitioners PHYSICIANS must be kept by the hospital and made available at all times to
other registrants, STATE board of pharmacy designated agents, investigators of the state
medical board, and federal, state, county, or municipal law enforcement agencies for
verification.

4729-29-01 REASONABLE ATTEMPT TO CONTACT AND CONFER.

AS USED IN SECTION 4729.39 OF THE REVISED CODE, A “REASONABLE ATTEMPT TO CONTACT
AND CONFER” SHALL BE DEEMED TO HAVE OCCURRED IF THE PHARMACIST PROVIDES THE
PHYSICIAN WITH NOTIFICATION OF THE INTENDED ACTION TO BE TAKEN PURSUANT TO THE
CONSULT AGREEMENT AND PROVIDES THE PHYSICIAN WITH THE OPPORTUNITY TO RESPOND IN A
TIMELY MANNER. SUCH NOTIFICATION MAY INCLUDE, BUT IS NOT LIMITED TO, ONE OF THE
FOLLOWING METHODS:

(A) PERSONALLY MEETING WITH THE PHYSICIAN;

TELEPHONE DISCUSSION WITH THE PHYSICIAN;

FACSIMILE IN A MANNER THAT CONFIRMS DELIVERY;

ELECTRONIC MAIL THAT CONFIRMS DELIVERY;

ANY OTHER METHOD IN WRITING THAT REACHES THE PHYSICIAN IN A TIMELY MANNER; OR
ANY OTHER METHOD OF NOTIFICATION AS OUTLINED IN THE CONSULT AGREEMENT
BETWEEN THE PHARMACIST AND PHYSICIAN THAT MIGHT REASONABLY BE EXPECTED TO

ALLOW FOR THE NOTIFICATION OF THE PHYSICIAN PRIOR TO THE IMPLEMENTATION OF THE
INTENDED ACTION.

EBRB B E

4729-29-02 PHARMACIST AS AGENT.

FOR THE PURPOSE OF IMPLEMENTING ANY ACTIONS INITIATED AS A RESULT OF A CONSULT
AGREEMENT WHEREBY THE CONSULTING PHARMACIST IS NOT THE DISPENSING PHARMACIST OR
THE PERSON ADMINISTERING THE DOSAGE ORDERED, THE CONSULTING PHARMACIST SHALL BE
DEEMED TO BE ACTING AS THE AGENT OF THE CONSULTING PHYSICIAN AS THE TERM AGENT IS
USED IN RULE 4729-5-30 OF THE ADMINISTRATIVE CODE UNLESS THE PHYSICIAN HAS SPECIFIED
OTHERWISE IN THE CONSULT AGREEMENT. THE PHARMACIST’S COPY OF THE SIGNED CONSULT
AGREEMENT SHALL BE MADE AVAILABLE TO THE DISPENSING PHARMACIST OR THE PERSON
ADMINISTERING THE DOSAGE ORDERED IF IT IS REQUESTED IN ORDER TO PROVE THE RIGHT OF
THE PHARMACIST TO ACT IN THIS MANNER.

4729-29-03 RECORDS.

AS REQUIRED BY SECTION 4729.39 OF THE REVISED CODE, ALL CONSULT AGREEMENTS AND THE
RECORDS OF ACTIONS TAKEN PURSUANT TO SUCH CONSULT AGREEMENTS SHALL BE IN WRITING.
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RES. 99-057

RES. 99-058
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THE PHARMACIST SHALL MAINTAIN THESE RECORDS IN SUCH A MANNER THAT THEY ARE READILY
RETRIEVABLE FOR AT LEAST THREE YEARS FROM THE DATE OF THE LAST ACTION TAKEN UNDER THE
CONSULT. SUCH CONSULT AGREEMENTS SHALL BE CONSIDERED CONFIDENTIAL PATIENT
RECORDS AND ARE THEREFORE SUBJECT TO THE REQUIREMENTS OF RULE 4729-5-29 OF THE
ADMINISTRATIVE CODE.

4729-29-04 THERAPY MANAGEMENT BY FORMULARY.

THE REQUIREMENTS OF SECTION 4729.39 OF THE REVISED CODE DO NOT APPLY WITHIN AN INSTI-
TUTIONAL FACILITY AS DEFINED IN RULE 4729-17-01 OF THE ADMINISTRATIVE CODE WHEN THE
PHARMACISTS ARE FOLLOWING THE REQUIREMENTS OF A FORMULARY SYSTEM THAT WAS
DEVELOPED PURSUANT TO SECTION 4729.381 OF THE REVISED CODE.

4729-29-05  SIGNATURES REQUIRED ON A CONSULT AGREEMENT.

TO BE EFFECTIVE, A CONSULT AGREEMENT MUST BEAR THE SIGNATURES OF ONE PATIENT OR
CAREGIVER, ONE PHYSICIAN, AND ONE PHARMACIST. THE CONSULT AGREEMENT MUST DEFINE
THE DIAGNOSIS OR DIAGNOSES THAT AFFECT THE DRUG THERAPY THAT IS COVERED BY THE
AGREEMENT. WHERE THERE IS A GROUP OF PHYSICIANS OR PHARMACISTS WHO MAY BE
CARING FOR THE PATIENT, THE CONSULT AGREEMENT SHALL BE SIGNED BY THE PRIMARY
PHYSICIAN AND THE PRIMARY PHARMACIST. IN THIS CASE, THE CONSULT AGREEMENT SHALL
DESIGNATE THE OTHER PHYSICIANS WHO MAY BE COVERING FOR THE PRIMARY PHYSICIAN AND
THE OTHER PHARMACISTS, TO A MAXIMUM OF FOUR, WHO MAY BE COVERING FOR THE
PRIMARY PHARMACIST. THIS DESIGNATION OF PHYSICIANS AND PHARMACISTS FOR COVERAGE
PURPOSES MUST BE MADE PRIOR TO THE CONSULT AGREEMENT RECEIVING THE SIGNATURE OF
THE PATIENT OR THE PATIENT'S CAREGIVER.

The motion was seconded by Mr. Cavendish and approved (Aye-7/Nay-0).
The meeting was recessed until 1:00 p.m.

The Board members reconvened in Room 1914 except for President Maslak and continued
their consideration of agenda items. Vice-President Cavendish chaired the meeting in the
absence of the president.

Tim Benedict joined the Board and presented three requests for waivers pursuant to Ohio
Administrative Code Rule 4729-5-11. Following discussion, Mrs. Plant moved that the
request of Rod Stickrath, R.Ph. for approval to serve as the responsible pharmacist at the
following sites be approved for one year:

Northside Pharmacy (TD No. 02-0431350)
Northside Pharmacy/Good Samaritan Campus (TD No. 02-1088350)
Northside Pharmacy Nursing Home Division (TD No. 02-0825250)

The motion was seconded by Mr. Lamping and approved (Aye-7/Nay-0).
Mr. Lamping moved that the Board approve the request of Janice Scheufler, R.Ph. to serve
as the responsible pharmacist for the following terminal distributors of dangerous drugs for

a period of three months only:

Clinical Pharmacy Associates, Inc. (TD No. 02-0990350)
The Medicine Shoppe (TD No. 02-876800)

The motion was seconded by Mrs. Adelman and approved (Aye-7/Nay-0).
Mrs. Adelman moved that the Board approve the request of Chester J. Heinemann, R.Ph. to

serve as the responsible pharmacist for the following terminal distributors of dangerous
drugs for a period of three months only:
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Kettering Medical Center. (TD No. 02-0039700)
The Apothecary (TD No. 02-0518150)

The motion was seconded by Mr. Littlejohn and approved (Aye-7/Nay-0).

Staff then reported on the progress of the State Medical Board in adopting rules regarding
the management of intractable pain and amending the rules governing the use of Schedule
IV controlled substances for weight control.

Board President Joseph Maslak arrived and joined the meeting. Assistant Attorney Gen-
eral Sally Ann Steuk and the following staff members joined the Board: Timothy Benedict,
Compliance Administrator; Robert Cole, Compliance Supervisor; and David Rowland, Legal
Affairs Administrator. Mrs. Plant moved that the Board go into Executive Session for the
purpose of considering the investigation of charges or complaints against licensees and
registrants. President Maslak conducted the following roll call vote: Abele-Yes, Adelman-
Yes, Cavendish-Yes, Lamping-Yes, Littlejohn-Yes, Neuber-Yes, and Plant-Yes.

The Executive Session was concluded and the meeting opened to the public. The Board
members were dismissed for the day.

President Maslak was joined by Assistant Attorney General Sally Ann Steuk and attorneys
for the respondents in the matters of Fairview Park Pharmacy, Inc., Lawrence M. Friedman,
R.Ph., and Stephen H. Dolin, R.Ph. for the purpose of ruling on motions regarding the
adjudication hearing. Following his rulings, the record was closed. President Maslak
announced that the hearing would commence on Tuesday morning, October 6, 1998 at
9:00 a.m.

TUESDAY, OCTOBER 6, 1998

8:05 a.m.

RES. 99-061

8:10 a.m.

8:12 a.m.

8:30 a.m.

RES. 99-062

ROLL CALL

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

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

The Board discussed correspondence from the Optometry Board regarding the addition of
drugs to the list of therapeutic pharmaceutical agents that can be prescribed by qualified
optometrists. Following consideration of the proposed drugs, Board members expressed
concern about the addition of Ultram, Zovirax, and Famvir to the list of therapeutic
pharmaceutical agents. Staff was directed to inform the Optometry Board of their concern
regarding these drug products.

Board member Amonte Littlejohn arrived and joined the meeting.

Mrs. Plant moved that the Board go into Executive Session for the purpose of considering
the investigation of complaints against licensees and registrants. The motion was
seconded by Mr. Lamping and President Maslak conducted the following roll call vote:
Abele-Yes, Adelman-Yes, Cavendish-Yes, Lamping-Yes, Littlejohn-Yes, Neuber-Yes, and
Plant-Yes.

The Executive Session was concluded and the meeting opened to the public.

Following consideration of material submitted by University Consultants, Mrs. Neuber
moved that the Board not approve the continuing education program for jurisprudence
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credit. The motion was seconded by Ms. Abele and approved (Aye-6/Nay-0/Abstain-
1[Plant]).

The Board was joined by Assistant Attorney General Sally Ann Steuk for the purpose of
conducting an adjudication hearing pursuant to Ohio Revised Code Chapters 119. and
4729. in the matters of Fairview Park Pharmacy, Inc.; Lawrence M. Friedman, R.Ph.; and
Stephen H. Dolin, R.Ph.

Mrs. Plant moved that the Board go into Executive Session for the purpose of considering
the investigation of charges or complaints against a public employee, official, licensee, or
regulated individual. The motion was seconded by Mr. Lamping and President Maslak
conducted the following roll call vote: Abele-Yes, Adelman-Yes, Cavendish-Yes, Lamping-
Yes, Littlejohn-Yes, Neuber-Yes, and Plant-Yes.

The Executive Session was concluded and the meeting opened to the public. The Board
recessed for lunch and to participate in the reciprocity hearing at 1:00 p.m.

The Board members reconvened in Room 1919 for the purpose of meeting with the follow-
ing candidates for licensure by reciprocity:

BEATTIE, ANNETTE ARIZONA
BOWERS, JR., ROBERT P. MICHIGAN
CINDRIC, JULIE A. NEW HAMPSHIRE
DAVERN, DONALD F. MASSACHUSETTS
DUFFY, JEFFREY W. WEST VIRGINIA
EWART, PAMELA P. GEORGIA
FRIONI, CELENE M. PENNSYLVANIA
HAMILTON, JAMES P. INDIANA
HARPER, CHRISTOPHER R. WEST VIRGINIA
HITCHCOCK, STEVEN E. NEW YORK
HUTCHINS, ANDREW L. MICHIGAN
JENNINGS, JENIFER C. TENNESSEE

KILE, LORI S. INDIANA
LEONARD, MANDY C. PENNSYLVANIA
MOORE, DALE M. PENNSYLVANIA
NGUYEN, ANHTHU T. SOUTH CAROLINA
RUSSO, AMY C. PENNSYLVANIA
SELHORST, YVONNE L. VIRGINIA
SHERMOCK, KENNETH M. NEW JERSEY
SHERMOCK, SUSAN B. NEW JERSEY
SIMON, BURTON TEXAS

SOULATI, TERESA D. SOUTH CAROLINA
TOPOULOS, DEBORA A. PENNSYLVANIA
ULATOSKI, CRAIG S. NEVADA

Following presentations by Board members and self-introductions by the candidates for
licensure by reciprocity, Mr. Lamping moved that the Board approve the candidates for
licensure. The motion was seconded by Mrs. Adelman and approved by the Board (Aye-
7/Nay-0).

All of the Board members reconvened in Room 1914 for the purpose of continuing the
hearing in the matters of Fairview Park Pharmacy, Inc.; Lawrence M. Friedman, R.Ph.; and
Stephen H. Dolin, R.Ph.
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The hearing was recessed until 9:00 a.m., Wednesday, October 7, 1998. Mr. Cavendish
moved that the Board go into Executive Session for the purpose of discussing personnel
matters. The motion was seconded by Mr. Lamping and President Maslak conducted the
following roll call vote: Abele-Yes, Adelman-Yes, Cavendish-Yes, Lamping-Yes, Littlejohn-
Yes, Neuber-Yes, and Plant-Yes.

The Executive Session was completed and the meeting opened to the public. The Board
recessed until 8:30 a.m., Wednesday, October 7, 1998.

WEDNESDAY OCTOBER 7 1998

8:33 a.m.

RES. 99-064

RES. 99-065

9:03 a.m.

9:33 a.m.

9:45 a.m.

10:20 a.m.

RES. 99-066

ROLL CALL

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

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

Executive Director Frank Wickham joined the Board and reported that it was not possible
to work out the problems associated with the administration of the PAKJTA Disease State
Management exams at the University of Cincinnati College of Pharmacy at the end of this
month. The exams will be available nationally next year as computerized adaptive tests at
NABP authorized test centers.

The Executive Director also presented a request from the Optometry Board for Pharmacy
Board members to participate in a meeting on November 12, 1998. Representatives of the
State Medical Board have also been invited to discuss issues surrounding the addition of
therapeutic pharmaceutical agents to those optometrists which are presently authorized to
prescribe. Board members Ann Abele and Robert Cavendish will participate in the
meeting.

Assistant Attorney General Sally Ann Steuk joined the Board for the purpose of continuing
the hearing in the matters of Fairview Park Pharmacy, Inc.; Lawrence M. Friedman, R.Ph;
and Stephen H. Dolin, R.Ph.

Mrs. Plant moved that the Board go into Executive Session for the purpose of conferring
with an attorney for the Board. The motion was seconded by Mr. Cavendish and President
Maslak conducted the following roll call vote: Abele-Yes, Adelman-Yes, Cavendish-Yes,
Lamping-Yes, Littlejohn-Yes, Neuber-Yes, and Plant-Yes.

The Executive Session was concluded, the meeting opened to the public, and the hearing
continued.

President Maslak recessed the hearing until February 1, 1999 at 8:00 a.m.
The Board then considered the recommendations of the Ad Hoc Advisory Committee on
Ohio Administrative Code Chapter 4729-19 rules. Mr. Cavendish moved that the Board
propose to adopt the following amended Chapter 4729-19 rules and adopt the following
new Chapter 4729-31 rules:

4729-19-01  Definitions.

(A)  Asused in Chapters4729-1-to-4729-19-of the Administrative Code:



(B)

©

(1) 'Biological safety cabinet" means a containment unit suitable for the preparation
of low to moderate risk agents where there is a need for protection of the product,
personnel, and environment according to "National Sanitation Foundation (NSF)
Standard 49".

(2) "Class 100 environment" means an atmospheric environment which contains less
than one hundred particles of 0.5 microns in diameter per cubic foot of air
according to "Federal Standard 209D."

(3) "Compounding facility" means a site licensed as a terminal distributor of dan-
gerous drugs where the compounding of sterile product prescriptions occurs.

(4) "Cytotoxic" means a drug that has been shown to be carcinogenic or mutagenic
to humans through active or passive exposure.

(5) "Parenteral" means a sterile preparation of drugs for injection through one or more
layers of the skin.

(6) "Sterile product” means a dosage form free of living micro-organisms
MICROORGANISMS (aseptic).

Compounded sterile product prescriptions include, but are not limited to, the following
preparations:

(1) Total parenteral nutrition (TPN) solutions;

(2) Parenteral analgesic drugs;

(3) Parenteral antibiotics;

(4)  Anti-neoplastic PARENTERAL ANTINEOPLASTIC agents;
(5) Eleetrolytes PARENTERAL ELECTROLYTES;

(6) Vitamins PARENTERAL VITAMINS;

(7) Irrigating fluids;

(8) Ophthalmic preparations.

Sterile product prescriptions shall not include commercially manufactured products that
do not require compounding prior to dispensing.

4729-19-02 Prescriptions for sterile products.

(A)

Sterile product prescriptions must meet the requirements of rule 4729-5-30 of the
Administrative Code, except that a sterile product prescription prepared in accordance
with federal and state requirements that is for a schedule Il narcotic substance to be
compounded for the direct administration to a patient by parenteral, intravenous,
intramuscular, subcutaneous, or intraspinal infusion may be transmitted by the
practitioner PRESCRIBER or the praetitioner’s PRESCRIBER'S agent to the dispensing
pharmacy by facsimile. The facsimile shall serve as the original written prescription and
shall be received and maintained as in paragraphs (D) and (K) of rule 4729-5-30 of the
Administrative Code. The original signed prescription must remain with the patient's
records at the practitioner’s PRESCRIBER'S office or the institutional facility where it was
issued.

THE REQUIREMENTS FOR STERILE PRODUCT PRESCRIPTIONS RECEIVED BY A FLUID THERAPY
PHARMACY ARE AS SPECIFIED IN RULE 4729-31-02 OF THE ADMINISTRATIVE CODE.



4729-19-03 Labeling.

(A)

®)

No sterile product prescription may be dispensed to an outpatient unless the container
in which such prescription is dispensed is labeled pursuant to rule 4729-5-16 of the
Administrative Code nor to an inpatient unless the container in which such prescription is
dispensed is labeled pursuant to rule 4729-17-10 of the Administrative Code. In addition,
the label shall include the beyond-use date of the final preparation.

THE REQUIREMENTS FOR THE LABELING OF STERILE PRODUCT PRESCRIPTIONS IN A FLUID
THERAPY PHARMACY ARE AS SPECIFIED IN RULE 4729-31-03 OF THE ADMINISTRATIVE CODE.

4729-19-04 Minimum standards for compounding parenteral or sterile product prescriptions.

(A)

(B

©

A compounding facility shall meet the minimum standards for institutional facility and
health-eare-faeility pharmacies pursuant to rule 4729-17-08 of the Administrative Code.

A policy and procedure manual shall be prepared and maintained regarding the com-
pounding, dispensing, and delivery of sterile product prescriptions.

(1) The policy and procedure manual shall include a quality assurance program for
the purpose of monitoring personnel qualifications, training and performance,
product integrity, equipment, facilities, and guidelines regarding patient
education.

(2) The policy and procedure manual shall include policies and procedures for
cytotoxic waste, if applicable.

(3) The policy and procedure manual shall be current and available for inspection
AND COPYING by a STATE board of pharmacy designated agent.

Physical requirements

(1) The facility shall have a designated area with access limited to authorized person-
nel for preparing parenteral and sterile products. This area shall be isolated from
other areas and must be designed to avoid unnecessary traffic and airflow distur-
bances from activity within the controlled area. It shall be used only for the
preparations of these specialty products. It shall be of sufficient size to accom-
modate a laminar airflow hood and to provide for the proper storage of drugs
and supplies under appropriate conditions of temperature, light, moisture,
sanitation, ventilation, and security.

(2) The facility compounding parenteral and sterile product prescriptions shall have:

(@) Appropriate environmental control devices capable of maintaining at least
class 100 conditions in the work place where critical objects are exposed
and critical activities are performed; furthermore, these devices are to be
capable of maintaining class 100 conditions during normal activity.
Examples of appropriate devices include laminar airflow hoods and zonal
laminar flow of high efficiency particulate air (HEPA) filtered air;

(b) Appropriate disposal containers for used needles, syringes, etc. and, if
applicable, for cytotoxic waste from the preparation of chemotherapy
agents;

(c) Appropriate environmental control including approved biohazard cabinetry
when cytotoxic drug products are prepared,;

(d) Infusion devices and equipment, if appropriate;

(e) Appropriate temperature-controlled transport containers.



®)

(E)

(F)

G)

(H)

®)

(4)

©)

The facility shall maintain supplies adequate to maintain an environment suitable
for the aseptic preparation of sterile products.

The facility shall have sufficient current reference materials related to sterile
products to meet the needs of the facility staff.

The compounding of sterile products shall be done within a class 100 environment
except in an emergency situation when the product is required to treat the
immediate needs of a patient whose health would otherwise be jeopardized.

Delivery service

The responsible person shall assure the environmental control of all products shipped to
the patient.

Disposal of cytotoxic and/or hazardous waste

The responsible person shall assure that there is a system for the disposal of cytotoxic
and/or hazardous waste in a manner so as not to endanger the public health.

Cytotoxic drugs

The following requirements are necessary for those facilities that prepare cytotoxic drugs
to ensure the protection of the personnel involved:

)

)

®)

(4)

©)

(6)

All cytotoxic drugs shall be compounded in a vertical flow, Class Il, biological
safety cabinet. Other products should not be compounded in this cabinet.

Protective apparel shall be worn by personnel compounding cytotoxic drugs. This
shall include at least gloves and gowns with tight cuffs.

Appropriate safety and containment techniques for compounding cytotoxic
drugs shall be used in conjunction with the aseptic techniques required for
preparing sterile products.

Disposal of cytotoxic waste shall comply with all applicable local, state, and
federal requirements.

Written procedures for handling both major and minor spills of cytotoxic agents
shall be developed and shall be included in the policy and procedure manual.

Prepared doses of cytotoxic drugs shall be dispensed, labeled with proper
precautions inside and outside, and shipped in a manner to minimize the risk of
accidental rupture of the primary container.

Patient training

Whenever possible, a pharmacist shall be involved in discussing with each patient
receiving an outpatient parenteral or sterile product prescription, or the caregiver of
such individual, the following matters:

)
)
®)
(4)

Dosage form, dosage, route of administration, and duration of drug therapy;
Special directions and precautions for preparation and administration;
Proper storage; and

Stability or incompatibilities of the medication.

Quality assurance



There shall be a documented, ongoing quality assurance control program that monitors
personnel performance, equipment, and facilities.

(1) Allclean rooms and laminar flow hoods shall be certified for operational efficiency
at least every six months. Appropriate records shall be maintained.

(2) There shall be written procedures developed requiring appropriate sampling if
microbial contamination is suspected.

(3) If bulkk compounding of parenteral or sterile products is performed using non-sterile
chemicals, extensive end-product testing must be documented prior to the
release of the product from quarantine. This process must include appropriate
tests for particulate matter and testing for pyrogens.

(4)  There shall be written justification for the chosen beyond-use dates of
compounded products.

4729-31-01  DEFINITIONS.

AS USED IN THIS CHAPTER OF THE ADMINISTRATIVE CODE:

(A)

“FLUID THERAPY PHARMACY” MEANS A PHARMACY WHERE THE PRIMARY PURPOSE IS TO
COMPOUND AND DISPENSE PARENTERAL COMPOUNDED STERILE PRODUCT PRESCRIP-
TIONS. SUCH A PHARMACY MUST COMPLY WITH THE MINIMUM STANDARDS FOR
COMPOUNDING PARENTERAL OR STERILE PRODUCT PRESCRIPTIONS AS DEFINED IN RULE
4729-19-04 OF THE ADMINISTRATIVE CODE.

“COMPOUNDED STERILE PRODUCT PRESCRIPTION” SHALL HAVE THE SAME MEANING AS IN
RULE 4729-19-01 OF THE ADMINISTRATIVE CODE.

4729-31-02  PRESCRIPTIONS FOR STERILE PRODUCTS.

WHEN PREPARED IN A FLUID THERAPY PHARMACY, DRUGS SHALL BE DISPENSED BY A PHARMA-
CIST PURSUANT TO AN ORIGINAL PATIENT-SPECIFIC ORDER ISSUED BY A PRESCRIBER.

(A)

ORAL ORDERS, WHERE PERMITTED BY LAW, ISSUED BY A PRESCRIBER FOR PATIENTS OF A
FLUID THERAPY PHARMACY MAY BE TRANSMITTED TO A PHARMACIST BY A PRESCRIBER OR
A PRESCRIBER’S AGENT. SUCH ORDERS SHALL BE RECORDED BY THE PHARMACIST NOTING
THE FULL NAME OF THE AUTHORIZED PERSONNEL TRANSMITTING THE ORDER. THE
ORIGINAL SIGNED PRESCRIPTIONS MUST REMAIN WITH THE PATIENT’S RECORDS AT THE
PRESCRIBER’S OFFICE OR THE INSTITUTIONAL FACILITY WHERE IT WAS ISSUED.

DRUG ORDERS FOR PATIENTS OF A FLUID THERAPY PHARMACY TRANSMITTED TO A
PHARMACIST BY THE USE OF A FACSIMILE MACHINE SHALL ONLY BE VALID IF PERMITTED BY
LAW AND IF A SYSTEM IS IN PLACE THAT WILL ALLOW THE PHARMACIST TO MAINTAIN THE
FACSIMILE AS A PART OF THE PATIENT'S RECORDS INCLUDING THE POSITIVE
IDENTIFICATION OF THE PRESCRIBER AND THE PRESCRIBER'S AGENT AS WELL AS
IDENTIFICATION OF THE ORIGIN OF THE FACSIMILE. THE PHARMACIST MUST RECORD THE
PRESCRIPTION IN WRITING PURSUANT TO SECTION 4729.37 OF THE REVISED CODE OR
STORE THE FACSIMILE COPY IN SUCH A MANNER THAT WILL ALLOW RETENTION OF THE
DRUG ORDER FOR THREE YEARS FROM THE DATE OF THE LAST TRANSACTION. THE
ORIGINAL SIGNED DRUG ORDER FROM WHICH THE FACSIMILE IS PRODUCED SHALL NOT
BE ISSUED TO THE PATIENT. THE ORIGINAL SIGNED DRUG ORDER MUST REMAIN WITH THE
PATIENT'S RECORDS AT THE PRESCRIBER'S OFFICE OR THE INSTITUTIONAL FACILITY WHERE IT
WAS ISSUED. A FACSIMILE OF A DRUG ORDER RECEIVED BY A PHARMACIST IN ANY
MANNER OTHER THAN TRANSMISSION DIRECTLY FROM THE PRESCRIBER OR THE
PRESCRIBER’S AGENT SHALL NOT BE CONSIDERED A VALID PRESCRIPTION, EXCEPT AS A
COPY.



©)

ALL DRUG ORDERS FOR PATIENTS OF A FLUID THERAPY PHARMACY SHALL INCLUDE, BUT
ARE NOT LIMITED TO, AT LEAST THE FOLLOWING:

(1) NAME AND ADDRESS OF THE PATIENT;

(2) NAME, STRENGTH, AND DOSAGE FORM OF THE DRUG;

(3) DIRECTIONS FOR USE, INCLUDING ROUTE OF ADMINISTRATION IF OTHER THAN ORAL;
(4) DATE PRESCRIBED;

(5) PRESCRIBER’S POSITIVE IDENTIFICATION;

(6) LENGTH OF THERAPY OR TOTAL QUANTITY TO BE DISPENSED.

4729-31-03  LABELING.

WHEN PREPARED IN A FLUID THERAPY PHARMACY, NO COMPOUNDED PARENTERAL PRODUCT
PRESCRIPTION MAY BE DISPENSED UNLESS A LABEL IS AFFIXED TO THE CONTAINER IN WHICH
SUCH DRUG IS DISPENSED AND SUCH LABEL INCLUDES:

(A)

EBEEEEpRRERRBRE

THE NAME AND ADDRESS OF THE PHARMACY AS IT APPEARS ON THE TERMINAL
DISTRIBUTOR OF DANGEROUS DRUGS LICENSE;

THE NAME OF THE PATIENT FOR WHOM THE DRUG IS PRESCRIBED;

THE NAME OF THE PRESCRIBER;

DIRECTIONS FOR USE OF THE DRUG WHICH MUST INCLUDE ROUTE OF ADMINISTRATION,;
THE DATE OF DISPENSING;

ANY CAUTIONS WHICH MAY BE REQUIRED BY FEDERAL OR STATE LAW;

THE NAME OR INITIALS OF THE PHARMACIST;

THE NAME AND AMOUNT OF THE DRUG(S) ADDED;

THE NAME AND VOLUME OF THE PARENTERAL SOLUTION;

THE QUANTITY OF DRUG DISPENSED, IF APPROPRIATE;

BEYOND USE DATE;

STORAGE CONDITIONS.

4729-31-04 RECORDKEEPING.

IN A FLUID THERAPY PHARMACY, THE RESPONSIBLE PHARMACIST SHALL BE RESPONSIBLE FOR
MAINTAINING THE FOLLOWING RECORDS:

(A)

A RECORD OF ALL DRUGS PURCHASED, THE QUANTITY RECEIVED, AND THE NAME,
ADDRESS, AND WHOLESALE OR TERMINAL DISTRIBUTOR OF DANGEROUS DRUGS LICENSE
NUMBER OF THE PERSON FROM WHOM THE DRUGS WERE PURCHASED.

ALL DRUG ORDERS AND RECORDS RELATING TO THE PRACTICE OF PHARMACY. SUCH
DRUG ORDERS AND RECORDS MAY BE MICROFILMED OR RETAINED BY ANY PROCESS
PROVIDING AN EXACT DUPLICATE OF THE ORIGINAL ORDER. IN ADDITION, IF AN

ALTERNATE RECORDKEEPING SYSTEM IS UTILIZED, THESE RECORDS MAY BE STORED ON ANY

STORAGE MEDIUM THAT MEETS INDUSTRY STANDARDS FOR QUALITY AND HAS STABILITY



FOR A PERIOD OF AT LEAST THREE YEARS. RECORDS ON AN AUTOMATED DATA
PROCESSING SYSTEM, OR SUBSEQUENT STORAGE OF SUCH RECORDS, MUST BE READILY
RETRIEVABLE (VIA CRT DISPLAY OR HARD-COPY PRINTOUT), WITHIN SEVENTY-TWO HOURS.

@

RECORDS OF DRUGS DISPENSED SHALL INCLUDE, BUT ARE NOT LIMITED TO:

(@) THE NAME, STRENGTH, AND QUANTITY OF DRUGS DISPENSED;

(b) THE DATE OF DISPENSING;

(c) THE NAME OF THE PATIENT TO WHOM, OR FOR WHOSE USE, THE DRUG WAS
DISPENSED;

(d) POSITIVE IDENTIFICATION OF ALL PHARMACISTS INVOLVED IN EACH
FUNCTION OF THE DISPENSING; AND

(e) DISPOSAL RECORD OF ANY UNUSED DRUG(S).

ALL OTHER RECORDS RELATING TO THE PRACTICE OF PHARMACY OTHER THAN
DISPENSING SHALL INCLUDE, BUT 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 EACH
FUNCTION OF THE ACTIVITY.

(C) ARECORD OF ALL DRUGS COMPOUNDED WHICH SHALL INCLUDE AT LEAST THE

FOLLOWING:

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

(2) QUANTITY OF DRUG(S) ADDED TO EACH CONTAINER;

(3) DISPOSITION OF UNUSED DRUG(S) AND AMOUNT;

(49) MANUFACTURER'S OR DISTRIBUTOR'S CONTROL NUMBER;

(5 MANUFACTURER'S OR DISTRIBUTOR'S NAME, IF A GENERIC DRUG IS USED;

(6) PHARMACY CONTROL NUMBER, IF PREPARED IN ANTICIPATION OF PRESCRIPTION
DRUG ORDERS BASED ON ROUTINE, REGULARLY OBSERVED PRESCRIBING PATTERNS;

(7) DATE OF COMPOUNDING;

(8 MANUFACTURER'S OR DISTRIBUTOR'S EXPIRATION DATE;

(9) THE PHARMACY'S EXPIRATION DATE OR BEYOND-USE DATE;

(10) POSITIVE IDENTIFICATION OF THE REGISTERED PHARMACIST RESPONSIBLE FOR THE

COMPOUNDING OR REPACKAGING OF EACH DRUG PRODUCT.

(D) ALL RECORDS MUST PROVIDE ACCOUNTABILITY AND ENSURE THAT PATIENTS DO NOT
RECEIVE MORE DRUGS THAN INTENDED BY THE PRESCRIBER. ALL RECORDS SHALL BE
READILY RETRIEVABLE AND UNIFORMLY MAINTAINED IN AN UNALTERABLE AND SECURE
MANNER FOR AT LEAST THREE YEARS FROM THE DATE OF THE LAST DISPENSING.

The motion was seconded by Mr. Lamping and approved by the Board (Aye-7/Nay-0).



Mr. Cavendish moved that the Board receive Per Diem as follows:
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PER DIEM 9/22 9/25 10/5 10/6 1

Abele - -
Adelman - -
Cavendish 1 -
Lamping - -
Littlejohn - -
Maslak 1 1
Neuber

Plant - -
Repke - -

Total
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The motion was seconded by Mr. Littlejohn and approved by the Board (Aye-7/Nay-0).
11:25 a.m.

Mrs. Adelman moved that the meeting be adjourned. The motion was seconded by Mr.

Lamping and approved (Aye-7/Nay-0).

/s/ Joseph J. Maslak /d/ 11/4/98
Joseph J. Maslak, President Date
/s/ Franklin Z. Wickham

Franklin Z. Wickham, Executive Director



