(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY

MINUTES OF AD HOC COMMITTEE REGARDING ON-HOLD PRESCRIPTIONS

May 17, 2011
Second Floor
Conference Center

Perimeter Center
9960 Mayland Drive, Suite 300
Richmond, VA 23233-1463

CALL TO ORDER:

PRESIDING:

MEMBERS PRESENT:

STAFF PRESENT:

PUBLIC COMMENTS:

DRAFT REGULATIONS

REGARDING ON-HOLD
PRESCRIPTIONS:

ADJOURN:

The meeting was called to order at 12:35AM.
Brandon Yi, Chairman

John O. Beckner
David C. Kozera
Robert M. Rhodes

Caroline D. Juran, Executive Director
J. Samuel Johnson, Jr., Deputy Executive Director

No public comments were given at this time.

The committee reviewed a draft of regulations that had been
prepared by staff regarding the filing of prescriptions, the defining
of the term “on-hold prescription” and the data entry requirements
associated with on-hold prescriptions. While reviewing the entire
draft several edits were made. The final document will be
presented to the full Board on June 8, 2011 with the opportunity to
adopt the proposed regulations on September 22, .2011
(Attachment 1)

With all business concluded, the meeting adjourned at 2:35PM.

Caroline D. Juran
Executive Director

Brandon Yi, Chairman

Date
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Attachment 1

BOARD OF PHARMACY

18VAC110-20-10. Definitions.

In addition to words and terms defined in 8854.1-3300 and 54.1-3401 of the Code of Virginia, the
following words and terms when used in this chapter shall have the following meanings thmles
context clearly indicates otherwise:

"ACPE" means the Accreditation Council for Pharmacy Education.

"Acquisition” of an existing entity permitted, registered or licensed by thellmo@ans (i) the purchase
or transfer of all or substantially all of the assets of the entity or of any atiggothat owns or controls
the entity; (ii) the creation of a partnership by a sole proprietor or change in ghigireymposition;

(i) the acquiring of 50% or more of the outstanding shares of voting stock of a corporation tvening
entity or of the parent corporation of a wholly owned subsidiary owning the entity, exdepidishnall
not apply to any corporation the voting stock of which is actively traded on any secuctiesngs or in
any over-the-counter market; or (iv) the merger of a corporation owning the entitytherparent
corporation of a wholly owned subsidiary owning the entity, with another business or corporation.

"Alternate delivery site" means a location authorized in 18VAC110-204@7%eceive dispensed
prescriptions on behalf of and for further delivery or administration to a patient.

"Beyond-use date" means the date beyond which the integrity of a compounded, repackaged, or
dispensed drug can no longer be assured and as such is deemed to be adulterated or misbranded as
defined in 8854.1-3461 and 54.1-3462 of the Code of Virginia.

"Board" means the Virginia Board of Pharmacy.
"CE" means continuing education as required for renewal of licensure by the Boardnoa&har

"CEU" means a continuing education unit awarded for credit as the equivalent of 10 contact hour

"Chart order" means a lawful order for a drug or device enteredeochiart or in a medical record of a
patient by a prescriber or his designated agent.

"Compliance packaging" means packaging for dispensed drugs which is comprisedes af se
containers for solid oral dosage forms and which is designed to assist the user istadngror self-
administering the drugs in accordance with directions for use.

"Contact hour" means the amount of credit awarded for 60 minutes of participation in aegbfucc
completion of a continuing education program.

"Correctional facility" means any prison, penitentiary, penal facility, jail, detention unit, or other
facility in which persons are incarcerated by government officials.

"DEA" means the United States Drug Enforcement Administration.

"Drug donation site” means a permitted pharmacy that spegificadiisters with the board for the
purpose of receiving or redispensing eligible donated prescription drugsptito § 54.1-3411.1 of the
Code of Virginia.

"Electronic prescription" means a written prescription that is generated on an electronic application
in accordance with 21 CFR Part 1300 and is transmitted to a pharmacy as an electronic data file.
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"Expiration date" means that date placed on a drug package by the manufacturerker tegpand
which the product may not be dispensed or used.

"Facsimile (FAX) prescription” means a written prescription or order wkittansmitted by an
electronic device over telephone lines which sends the exact image to the rgteueiacy) in a hard
copy form.

"FDA” means the United States Food and Drug Adrrai®n.

"Floor stock" means a supply of drugs which have been distributed for the purpose of general
administration by a prescriber or other authorized person pursuant to a valid order ofildgpresc

"Foreign school of pharmacy" means a school outside the United States andotsetenifering a
course of study in basic sciences, pharmacology, and pharmacy of at least four geeson resulting
in a degree that qualifies a person to practice pharmacy in that country.

"Forgery" means a prescription that was falsely created, falselydsignaltered.

"FPGEC certificate” means the certificate given by tbeeign Pharmacy Equivalency Committee of
NABP that certifies that the holder of such certificate hassqh the Foreign Pharmacy Equivalency
Examination and a credential review of foreign training to estaldducational equivalency to board
approved schools of pharmacy, and has passed approved examinations establishing proficiency i
English.

"Generic drug name" means the nonproprietary name listed in the United Statead@ipaia-National
Formulary (USP-NF) or in the USAN and the USP Dictionary of Drug Names.

"Hospital" or "nursing home" means those facilities as defined in Title 32.1 of theo€Wdginia or as
defined in regulations by the Virginia Department of Health.

"Inactive license" means a license which is registered with the Commadhwagatoes not entitle the
licensee to practice, the holder of which is not required to submit documentation of C&anetmekold
an active license.

"Long-term care facility" means a nursing home, retirement care, mangabcother facility or
institution which provides extended health care to resident patients.

"NABP" means the National Association of Boards of Pharmacy.

"Nuclear pharmacy" means a pharmacy providing radiopharmaceutical services.

"On duty" means that a pharmacist is on the premiséiseadddress of the permitted pharmacy and is
available as needed.

“On-hold prescription” means a valid prescription that is received and maintaitedpdtarmacy for
initial dispensing on a future date.

"Permitted physician” means a physician who is licensed pursuant to 854.1-3304 of the Cogi@iaf Vi
to dispense drugs to persons to whom or for whom pharmacy services are not reasondiily. availa

"Perpetual inventory" means an ongoing system for recording quantities of drugsdedespensed or
otherwise distributed by a pharmacy.

"Personal supervision” means the pharmacist must be physically present and rentjgredtsonal
control over the entire service being rendered or act being performed. Neither prigurer f
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instructions shall be sufficient nor, shall supervision rendered by telephone, writtantioss, or by
any mechanical or electronic methods be sufficient.

"Pharmacy closing" means that the permitted pharmacy ceases pharmmeg serfails to provide for
continuity of pharmacy services or lawful access to patient prescription recartter required patient
records for the purpose of continued pharmacy services to patients.

"Pharmacy technician trainee" means a person who is currently enrolled in an approrectpha
technician training program and is performing duties restricted to pharméaayciaas for the purpose
of obtaining practical experience in accordance with § 54.1-3321 D of the Code of Virginia.

“PIC" means the pharmacist-in-charge of a permiptearmacy.
“Practice location” means any location in which a prescriber evaluatesterareatient.

"Prescription department” means any contiguous or noncontiguous areas used for the compounding,
dispensing and storage of all Schedule Il through VI drugs and devices and any Schedule |
investigational drugs.

"PTCB" means the Pharmacy Technician Certification Board, co-founded by threcame
Pharmaceutical Association and the American Society of Health Systemdeisis, as the national
organization for voluntary examination and certification of pharmacy technicians

"Quality assurance plan" means a plan approved by the board for on-going monitoring,ngeasuri
evaluating, and, if necessary, improving the performance of a pharmacy function or. syste

"Radiopharmaceutical” means any drug that exhibits spontaneous disintegratiomlofieumstiei with

the emission of nuclear particles or photons and includes any nonradioactive reageatkithoictide
generator that is intended to be used in the preparation of any such substance, but does not irsclude d
such as carbon-containing compounds or potassium-containing salts that include tratesgoiant
naturally occurring radionuclides. The term also includes any biological product thlbéied with a
radionuclide or intended solely to be labeled with a radionuclide.

"Repackaged drug" means any drug removed from the manufacturer's original packp@zeed in
different packaging.

"Robotic pharmacy system” means a mechanical system controlled by a caimgiperforms
operations or activities relative to the storage, packaging, labeling, dispensiiggribution of
medications, and collects, controls, and maintains all transaction information.

"Safety closure container" means a container which meets the requiremet$eaferal Poison

Prevention Packaging Act of 1970 (15 USC 881471-1476), i.e., in testing such containers, that 85% of
test group of 200 children of ages 41-52 months are unable to open the container in a five-matlte peri
and that 80% fail in another five minutes after a demonstration of how to open it and that 9@%i of a t
group of 100 adults must be able to open and close the container.

"Satellite pharmacy" means a pharmacy which is noncontiguous to the centnalittgzepharmacy of a
hospital but at the location designated on the pharmacy permit.

"Special packaging" means packaging that is designed or constructed to beasitiyidicficult for
children under five years of age to open to obtain a toxic or harmful amount of the drug contained
therein within a reasonable time and not difficult for normal adults to use properly, butadeesan
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packaging which all such children cannot open or obtain a toxic or harmful amount within abbasona
time.

"Special use permit" means a permit issued to conduct a pharmacy of a speciaf seopiee that
varies in any way from the provisions of any board regulation.

"Storage temperature” means those specific directions stated in some rpbaagth respect to the
temperatures at which pharmaceutical articles shall be stored, wisecerisidered that storage at a
lower or higher temperature may produce undesirable results. The conditions aw loethe
following terms:

1. "Cold" means any temperature not exceeding 8°C (46°F). A refrigerator is a cadnplehich
temperature is maintained thermostatically between 2° and 8°C (36° and 46°F). Aifr@ezeld place
in which the temperature is maintained thermostatically between -20° and -10°6d-¥48°&).

2. "Room temperature” means the temperature prevailing in a working area.

3. "Controlled room temperature" is a temperature maintained thermosyahealencompasses the

usual and customary working environment of 20° to 25°C (68° to 77°F); that results in a mean kinetic
temperature calculated to be not more than 25°C; and that allows for excursions between303Ca

(59° and 86°F) that are experienced in pharmacies, hospitals, and warehouses.

4. "Warm" means any temperature between 30° and 40°C (86° and 104°F).
5. "Excessive heat" means any temperature above 40°C (104°F).

6. "Protection from freezing" means where, in addition to the risk of breakage of theegritaezing
subjects a product to loss of strength or potency, or to the destructive alteratiomafatdaristics, the
container label bears an appropriate instruction to protect the product from freezing.

7. "Cool" means any temperature between 8° and 15°C (46° and 59°F).

"Terminally ill" means a patient with a terminal condition as defined in 854.1-2982 Ghttie of
Virginia.

"Unit dose container" means a container that is a single-unit container, as defineted States
Pharmacopeia-National Formulary, for articles intended for administratiomértban the parenteral
route as a single dose, direct from the container.

"Unit dose package" means a container that contains a particular dose orderediént.a pat

"Unit dose system" means a system in which multiple drugs in unit dose packagigparesed in a
single container, such as a medication drawer or bin, labeled only with patient nameatiod.loc
Directions for administration are not provided by the pharmacy on the drug packaging orerdniti
are obtained by the person administering directly from a prescriber's orderiocatmadadministration
record.

"USP-NF" means the United States Pharmacopeia-National Formulary.

"Well-closed container" means a container that protects the contents frameexts solids and from
loss of the drug under the ordinary or customary conditions of handling, shipment, storage, and
distribution.
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18VAC110-20-240. Manner of maintaining recor ds, prescriptions, inventory records.
A. Each pharmacy shall maintain the inventories and records of drugs as follows:

1. Inventories and records of all drugs listed in Schedules | and Il shall be maintainmatesefsam all
other records of the pharmacy. Each pharmacy shall maintain a perpetual inventoBgloédule 11
drugs received and dispensed, with reconciliation at least monthly. Electroniommgnét the
pharmacy or by another entity that provides alerts for discrepancies betweeredeingsdrand drugs
dispensed is acceptable provided such alerts are reviewed at least monthly.

2. Inventories and records of drugs listed in Schedules lll, IV, and V may be maintainedetgpar
with records of Schedule VI drugs but shall not be maintained with other records of thegyharma

3. All executed order forms, prescriptions, and inventories of Schedule Il through V drudeeshal
maintained at the same address as the stock of drugs to which the records perthoridéduiy DEA,
other records pertaining to Schedule Il through V drugs, such as invoices, may be maimtamefi-i
site database or in secured storage. All records in off-site storage sleditidyeed and made available
for inspection or audit within 48 hours of a request by the board or an authorized agent.

4. All inventories required by 8§ 54.1-3404 of the Code of Virginia shall be signed and dated by the
person taking the inventory and shall indicate whether the inventory was taken prior tanihg ope
business or after close of business. A 24-hour pharmacy with no opening or closing of busliness sha
clearly document whether the receipt or distribution of drugs on the inventory date dt=foe or

after the inventory was taken.

5. Invoices or other records showing receipts of Schedule VI drugs shall be maintained; bet ma
stored in an electronic database or record as an electronic image that provices,atteaxly legible,
image of the document or in secured storage either on or off site. All records ite ctiesage or
database shall be retrieved and made available for inspection or audit within 48 houtgietalye the
board or an authorized agent.

6. All records required by this section shall be filed chronologically and maintainag@rod of not
less than two years from the date of transaction.

B. Prescriptions.

1. A hard copy prescription shall be placed on file for every initial prescription despans be
maintained for two years from the date of last refill. All prescriptions blediled chronologically by
date of initial dispensing or date of initial entry into the automated data praggegsitem in compliance
with 18VAC110-20-250, if such a system is employed by the pharmacy.

2. Schedule Il drugs. Prescriptions for Schedule Il drugs shall be maintained in ege@sciption
file.

3. Schedule Il through V drugs. Prescriptions for Schedule Il through V drugs shall baingmint
either in a separate prescription file for drugs listed in Schedules llI, IV, and/\é1oml such form that
they are readily retrievable from the other prescriptions of the pharmacgriptreas will be deemed
readily retrievable if, at the time they are initially filed, the facénefgrescription is stamped in red ink
in the lower right corner with the letter "C" no less than one inch high and filed in tloepires file

for drugs listed in the usual consecutively numbered prescription file for Schedulegg! Hiowever, if
a pharmacy employs an automated data processing system or other electrakeepaay system for
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prescriptions which permits identification by prescription number and retrievabofalrdocuments by
prescriber's name, patient's name, drug dispensed, and date filled, then the reqtaoreradnthe hard
copy prescription with a red "C" is waived.

C. Chart orders.

1. A chart order written for a patient in a hospital or long-term care facilitytjenpgeceiving home
infusion services, or a hospice patient pursuant to 854.1-3408.01 A of the Code of Virginia shall be
exempt from having to contain all required information of a written prescription provided:

a. This information is contained in other readily retrievable records of the plyamamnac

b. The pharmacy maintains a current policy and procedure manual that sets out wheha itiegion is
maintained and how to retrieve it and the minimum requirements for chart orderserangitt state
and federal law and accepted standard of care.

2. A chart order may serve as the hard-copy prescription for those patients listediusgn 1 of this
subsection.

3. Requirements for filing of chart orders.

a. Chart orders shall be filed chronologically by date of initial dispensing wifloltbeiing exception:
If dispensing data can be produced showing a complete audit trail for any requested depg édtea
time period and each chart order is readily retrievable upon request, chart ordbesfriea/using
another method. Such alternate method shall be clearly documented in a current poliogesha @r
manual.

b. If a single chart order contains both an order for a Schedule 1l drug and one or more ordersyfor a dr
in another schedule, where the Schedule Il drug is not floor stocked, but is dispensed frommthaeyphar
pursuant to this order for the specific patient, the original order must be filed wotldseof dispensing

of Schedule Il drugs and a copy of the order placed in the file for other schedules.

18VAC110-20-250. Automated data processing records of prescriptions.

A. An automated data processing system may be used for the storage and retrieval of original and
refill dispensing information for prescriptions instead of manual record keeping requirements, subject to
the following conditions:

1. A prescription shall be placed on file as set forth in 18VAC110-20-240 B with the following
provisions:

a. In lieu of a hard copy file for Schedule VI prescriptions, an electronic image of a prescription may
be maintained in an electronic database provided it preserves and provides an exact image of the
prescription that is clearly legible and made available within 48 hours of a request by a person
authorized by law to have access to prescription information. Storing electronic images of prescriptions
for Schedule 1I-V controlled substances instead of the hard copy shall only be authorized if such
storage is allowed by federal law.

b. If the pharmacy system's automated data processing system fields are automatically populated
by an electronic prescription, the automated record shall constitute the prescription and a hard copy or
electronic image is not required.
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c. For Schedule II-V controlled substances, electronic prescriptions shall be maintained in
accordance with federal law and regulation.

2. Any computerized system shall provide retrieval (via computer monitor displaytoypyiof original
prescription information for those prescriptions which are currently authorizedsfmrding.

3. Any computerized system shall also provide retrieval via computer monitor disjplagtout of the
dispensing history for prescriptions dispensed during the past two years.

A
o otro O oy O o rovigecuou 1o v Tooai—o O cr'a C

system Documentation indicating that the information entered into the computer systemect &mr
each on-hold prescription or each prescription that is dispensed shall be provided by the individual
pharmacist who makes use of such systdfra printout is maintained of each day's prescription
dispensing data or data entry of an on-hold prescripti@nprintout shall be verified, dated and signed
by the individual pharmacist who dispensed the prescription or verified the accuraeydatad entry

The individual pharmacist shall verify that the data indicated is correct and gihethaidocument in the
same manner as his name appears on his pharmacist license (e.g., J. H. Smith or Jahjp H. Sm

If a bound log bookor separate file is maintained rather than aquinieach individual pharmacist
involved in dispensing shall sign a statement elaghin the log, in the manner previously described,
attesting to the fact that the dispensing information and data entry of on-holdigpiaseentered into
the computer that day has been reviewed by him and is correct as shown.

B. Printout of dispensing data requirements. Any computerized system shall havgathiktyg @f
producing a printout of any dispensing data which the user pharmacy is responsible fanimginta
under the Drug Control Act (854.1-3400 et seq. of the Code of Virginia) and any dgataf enthold
prescriptions.sSuch printout shall be provided within 48 hours eégquest of an authorized agent.

18VAC110-20-270. Dispensing of prescriptions; certification of completed prescriptions;
supervision of pharmacy technicians.

A. In addition to the acts restricted to a pharmacist in 854.1-3320 A of the Code of Virginia, a
pharmacist shall provide personal supervision of compounding of extemporaneous preparations by
pharmacy technicians.

B. A pharmacist shall determine the number of pharmacy interns, pharmacy texhraoich pharmacy
technician trainees he can safely and competently supervise at one time; howevamacighshall
supervise more than four persons acting as pharmacy technicians at one time.

C. After the prescription has been prepared and prior to the delivery of the order, thecistatmad
inspect the prescription product to verify its accuracy in all respects, and @acgidlis on the record
of dispensing as a certification of the accuracy of, and the responsibility for, ileeti@msaction. Such
record showing verification of accuracy shall be maintained on a pharmacy rectrel fequired time
period of two years, unless otherwise specified in regulation

D. If a pharmacist declines to fill a prescription for any reason other than thelahaaiof the drug
prescribed, he shall record on the back of the prescription the word "declined”; the nanss, addre
telephone number of the pharmacy; the date filling of the prescription was declinelge aightiture of
the pharmacist.
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E. If a pharmacist determines from a prescriber or by other means, including the use of his
professional judgment, that a prescription presented for dispensing is a forgery, the pharmacist shall
not return the forged prescription to the person presenting it. The forged prescription may be given to a
law-enforcement official investigating the forgery; or it shall be retained for a minimum of 30 days
before destroying it, in the event it is needed for an investigative or other legitimate purpose.

F. An on-hold prescription shall be entered into the automated data processing sygiemsyistem is
employed by the pharmacy, and the pharmacist on-duty shall verify the accuracy o thetiedt that
time. The pharmacist subsequently dispensing the on-hold prescription on a future daeashall
minimum, conduct a prospective drug review consistent with 54.1-3319 A of the Drug Contrdl Act. |
an on-hold prescription is returned to a patient prior to the initial dispensing of the drpbath®acist
shall delete the entry in the automated data processing system.
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