Published to promote voluntary compliance of pharmacy and drug law.

2007 Fifty-year Pharmacists
The Alabama State Board of Pharmacy recognizes and takes great pride in
congratulating the 50-year milestone of pharmacists licensed in Alabama.
This isan outstanding career accomplishment in the pharmacy profession
and service contribution to their communities.
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Ed Lee Oliver Sidney Lee Thompson
Herbert Bobo, RPh, Board Appointed
Executive Director

The Alabama State Board of Pharmacy is pleased to announce the
appointment of Herb Bobo, RPh, as its new executive director effec-
tive December 1, 2006. Mr Bobo attended Auburn University School of
Pharmacy and has a varied background of pharmacy practice including
retail, managed care, and industry. Mr Bobo comes to the Board from
Sanof-Aventis. He moved to Birmingham, AL, from Destin, FL, with
his wife, Betsy.
680-X-3-.08 Annual Inventory of Controlled
Substances

(1) Every pharmacy shall take an initial inventory of all controlled
substances on hand on January 15, 1987 and shall take a new inventory
of all stocks of controlled substances on hand on January 15" or the
alternative fxed date approved by the Board of each year following the
date the initial inventory was taken.

(4) The inventory by a pharmacy must be taken either as of the
opening of business or as of the closing of business. The pharmacy
shall indicate on the inventory records whether the inventory was taken
as of the opening of business or as of the close of business, the date the
inventory was taken, followed by the person responsible for taking the
inventory.

(5) In determining the number of units of each Tnished form of a
controlled substance in a commercial container which has been opened,
the pharmacy shall do as follows:

() Ifthe substance is listed in Schedule 1, an exact count or measure
of the contents shall be made.

(b) If the substance is listed in Schedule II, IV or V, an estimated
count or measure may be made of the contents unless the container holds

Charles E. Lewis
@ Charles Grady Bowles
Charles E. Stover, Sr

William Henry Benefeld, Sr

February 2007

Alabama State
Board of Pharmacy

10 Inverness Center, Suite 110
Birmingham, AL 35242
Tel: 205/981-2280 Fax: 205/981-2330

more than 1000 tablets or capsules in which case an exact count of the
contents must be made.

During a routine inspection an inspector will ask to review this
document. Keep it accessible!
Plan B — Options in Alabama

The United States Food and Drug Administration approved Plan B®
for sale to customers 18 years of age or older without a prescription in
August 2006. Distribution of the over-the-counter formulation began
in November 2006. Alabama pharmacists have the right to refuse to
fll any prescription; however, if there is a customer in need of Plan B
and your pharmacy has chosen not to carry the product, there should be
a concerted effort to let the customer know where this product may be
obtained to ensure the delivery of complete pharmaceutical service to
the community.
21 CFR 81306.12 Refilling Prescriptions.
(Schedule 1)

The reflling of a prescription for a controlled substance listed in
Schedule 1 is prohibited.
Federal Register /Vol 69, No. 220 / Tuesday,
November 16, 2004 / Notices

As the Interim Policy Statement states: “For a physician to prepare
multiple prescriptions on the same day with instructions to fll on dif-
ferent dates is tantamount to writing a prescription authorizing reflls of
a [S]chedule I1 controlled substance.”
Federal Register / Vol 70, No. 165 / Friday, August 26,

2005 / Notices

Inpart ...

2. [Drug Enforcement Administration] DEA wishes to make clear
that the Interim Policy did not state that such patients must visit their
physician’s offce every month to pick up a new prescription. There is
no such requirement in the [Controlled Substances Act] CSA or DEA
regulations. What is required, in each instance where a physician issues
aprescription for any controlled substance, is that the physician properly
determine there is a legitimate medical purpose for the patient to be
prescribed that controlled substance and that the physician be acting in
the usual course of professional practice.

3. Under the circumstances described in paragraph 2, in those
instances where the physician (who regularly sees a patient) issues a
prescription for a [S]chedule Il controlled substance for a legitimate
medical purpose without seeing the patient in person, the physician may
mail the prescription to the patient or pharmacy. In addition, as the DEA
regulations state: “Aprescription for a[S]chedule I1 controlled substance
may be transmitted by the practitioner or the practitioner’s agent to a
pharmacy via facsimile equipment, provided that the original written,
signed prescription is presented to the pharmacist for review prior to the
actual dispensing of the controlled substance, except as noted [elsewhere

Continued on page 4
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FDA Issues Nationwide Alert on Counterfeit

One-Touch Blood Glucose Test Strips

In mid October 2006, United States Food and Drug Admin-
istration (FDA) alerted the public to counterfeit blood glucose
test strips being sold in the US for use with various models of
LifeScan, Inc, One Touch Brand Blood Glucose Monitors. The
counterfeit test strips potentially could give incorrect blood glu-
cose values; either too high or too low. At press time, no injuries
have been reported to FDA.

Consumers who have the counterfeit test strips should be
instructed to stop using them, replace them immediately, and
contact their physicians. Consumers with questions may contact
the company at 1-866/621-4855. The counterfeit test strips were
distributed to pharmacies and stores nationwide — but primarily
in Ohio, New York, Florida, Maryland, and Missouri — by Medi-
cal Plastic Devices, Inc, Quebec, Canada and Champion Sales,
Inc, Brooklyn, NY.

The counterfeit test strips and their characteristics are:

4 One Touch Basic®/Profle®

4 Lot Numbers 272894A, 2619932, or 2606340

4 Multiple Languages — English, Greek, and Portuguese
text on the outer carton

4 Limited to 50-Count One Touch (Basic/Profle) Test Strip
packages

4 One Touch Ultra®

4 Lot Number 2691191

4 Multiple Languages — English and French text on the
outer carton

4 Limited to 50-Count One Touch Ultra Test Strip packages

LifeScan has alerted the public via a press release and has noti-
Ted pharmacists, distributors, and wholesalers through a letter. In
its letter, the company advises customers to contact their origi-
nal source of supply for restitution. For more information, visit
www. GenuineOneTouch.com.

New DEA Number Assignments; Updated DEA

Practitioner’s Manual Released

In early November 2006, Drug Enforcement Administration
announced that due to the large Type A (Practitioner) registrant
population, the initial alpha letter “B” has been exhausted. The
Agency, therefore, has begun using the new alpha letter “F” as
the initial character for all new Type A (Practitioner) registra-
tions. For more information, visit www.deadiversion.usdoj.gov/
drugreg/reg apps/new reg_numberl10906.htm.

Additionally, in August 2006, the Agency released the
Practitioner’s Manual, An Informational Outline of the Con-
trolled Substances Act, 2006 Edition. The Manual, prepared by
the Agency’s Offce of Diversion Control, is designed to assist
practitioners (physicians, dentists, veterinarians, and other regis-
trants authorized to prescribe, dispense, and administer controlled
substances) in their understanding of the Federal Controlled
Substances Act and its implementing regulations as they pertain
to the practitioner’s profession. The Manual can be accessed at
www.deadiversion.usdoj.gov/pubs/manuals/pract/
pract_manual090506.pdf-

National Pharmacy

(Applicability of the contents of articles in the National Pharmacy Complic
and can only be ascertained by examining

Optimizing Computer Systems for

Medication Safety

TS This column was prepared by the Institute for Safe

= '(\}% | Medication Practices (ISMP). ISMP is an independent

\ﬁ@ -ﬁ\ﬁ} nonprofit agency that works closely with United States

@ Pharmacopeia (USP) and FDA in analyzing medica-
ﬁtﬁw tion errors, near misses, and potentially hazardous
conditions as reported by pharmacists and other
practitioners. ISMP then makes appropriate contacts with companies
and regulators, gathers expert opinion about prevention measures,

then publishes its recommendations. If you would like to report a

problem confidentially to these organizations, go to the ISMP Web site

(www.ismp.org) for links with USP, ISMP, and FDA. Or call 1-800/

23-ERROR to report directly to the USP-ISMP Medication Errors Re-

porting Program. ISMP address: 1800 Byberry Rd, Huntingdon Valley,

PA 19006. Phone: 215/947-7797. E-mail: ismpinfo@ismp.org.

Computers that are used by pharmacists are essential profes-
sional tools that can increase staff effciency and support effective
drug utilization review and therapeutic drug monitoring. At the
same time, pharmacists must not place sole reliance on this tool
as a means to protect patients from drug-induced harm.

Many of today’s computer order-entry systems provide vendor-
defned and user-defned alerts that remind or warn staff about
potential drug-related problems during order entry. The Institute
for Safe Medication Practices (ISMP) often recommends these
alerts as a way to inform staff about potential errors. However,
pharmacists have expressed concern that the sheer number of
warnings that appear on the screen during order entry can be
overwhelming and slow the process. In many cases, clinically
insignifcant warnings are as likely to appear as those that are
vital. As a result, staff may inadvertently bypass critical warn-
ings, especially when the workload is high. This is easy to do
with many systems.

In an informal survey on computer systems, we found that all
too often it simply requires striking the “enter” key to bypass an
alert, even those that could prevent serious or fatal errors. Also, if
the system forces a response to the warning, practitioners who feel
pressured to rush through order entry may select the frst reason
listed on the screen instead of appropriately addressing the issue.
Another issue is that when pharmacists are properly alerted to a
potential allergic reaction or harmful drug interaction, they may
erroneously assume that the prescriber is already aware of the
problem and fail to alert the prescriber directly.

When practitioners become accustomed to receiving unim-
portant or clinically irrelevant warnings they often ignore these
“false alarms,” or turn them off, at least mentally. Here are some
strategies that can be used to optimize the effectiveness of alerts
and minimize the possibility of overlooking the more signifcant
ones:

4 Use atiered system for interactive warnings that allows staff
to view and consider possible warnings but easily bypass less
serious issues, if appropriate. Require a text entry to describe
the response to more signifcant alerts.
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Continued from page 1

in this section of the regulations].” 21 CFR 1306.11(a). Thus, as this
provision of the reguations provides, faxing may be used to facilitate the
flling of a [S]chedule 11 prescription, but only if the pharmacy receives
the original written, signed prescription prior to dispensing the drug to
the patient.

4. The CSA and DEA regulations contain no specifc limit on the
number of days worth of a [S]chedule Il controlled substance that a
physician may authorize per prescription.

On September 6, 2006, DEA issued a notice of proposed rule
making in the Federal Register regarding the reflling of Schedule
11 controlled substances, although no further information has been
released.

21 CFR §1306.13 Partial Filling of Prescriptions.
(Schedule 1)

(@) The partial Flling of a prescription for a controlled substance list
in Schedule 11 is permissible, if the pharmacist is unable to supply the
full quantity called for in a written or emergency oral prescription and
he makes a notation of the quantity supplied on the face of the written
prescription (or written record of the emergency oral prescription). The
remaining portion of the prescription may be Flled within 72 hours of
the frst partial Flling; however, if the remaining portion is not or can-
not be flled within the 72-hour period, the pharmacist shall so notify
the prescribing individual practitioner. No further quantity may be
supplied beyond 72 hours without a new prescription.

(b) A prescription for a Schedule 11 controlled substance written for
a patient in a Long Term Care Facility (LTCF) or for a patient with a
medical diagnosis documenting a terminal iliness may be flled in partial
quantities to include individual dosage units. If there is any question
whether a patient may be classifed as having a terminal illness, the
pharmacist must contact the practitioner prior to partially flling the
prescription. Both the pharmacist and the prescribing practitioner have a
corresponding responsibility to assure that the controlled substance is for
a terminally ill patient. The pharmacist must record on the prescription
whether the patient is “terminally ill” or an “LTCF patient.” A prescrip-
tion that is partially Flled and does not contain the notation “terminally
ill” or “LTCF patient” shall be deemed to have been flled in violation of
the Act. For each partial Flling, the dispensing pharmacist shall record
on the back of the prescription (or on another appropriate record, uni-
formly maintained, and readily retrievable) the date of the partial flling,
quantity dispensed, remaining quantity authorized to be dispensed, and
the identifcation of the dispensing pharmacist. The total quantity of
Schedule 11 controlled substances dispensed in all partial Fllings must
not exceed the total quantity prescribed. Schedule 11 prescriptions for
patients in a[n] LTCF or patients with a medical diagnosis in a[n] LTCF
or patients with a medical diagnosis documenting a terminal illness shall

be valid for a period not to exceed 60 days from the issue date unless
sooner terminated by the discontinuance of medication.
21 CFR 81306.23 Partial Filling of Prescriptions.
(Schedule 11I-V)
The partial Flling of a prescription for a controlled substance listed
in Schedule II1, IV, or V is permissible, provided that:
(a) Each partial filling is recorded in the same manner as a
refilling.
(b) The total quantity dispensed in all partial fillings does not
exceed the total quantity prescribed, and
(c) No dispensing occurs after 6 months after the date on which the
prescription was issued.

21 CRF §1306.05 Manner of Issuance of
Prescriptions.

(a) All prescriptions for controlled substances shall be dated as of,
and signed on, the day when issued and shall bear the full name and
address of the patient, the drug name, strength, dosage form, quantity
prescribed, directions for use and the name, address and registration
number of the practitioner.

Pharmacists make sure the correct DEA number is selected in
your database to issue a controlled substance!

Board Members/Drug Inspectors for 2007

Rick Stephens, President..........ccoceeenrenrnsnsesesessessennenns Northport
Roland Nelson, Vice President ...........covererereeneennens Birmingham
Tammy ROQENS, TrEASUIET .......veveerrerreereeeersessessessssssessesseesessees Lillian
Mike Mikell, Member ......... Millbrook
Robert Nelson, Member.. Tuscumbia
Herbert Bobo, Executive Director Birmingham
Henry Burks, Jr, Chief INSPECION ..o Hoover
Eddie Braden, INSPECLON .........c.vveneurrerreereerceneeeeeneeneesseeseineens Pelham
Scott Daniel, INSPECLOr........cccovvviveiriiiiciieiee e Prattville
Mark Delk, INSPECLOF .......oceiieiiciiieicee e Pelham
George Grubbs, INSPECtOr ........cccevveverierieiieiceee Springville
Richard Lambruschi, INSpector............ccocevvevvevvevennene. Harvest
Glenn Wells, INSPECLOr .......ccvvvveiiiii e Trussville
Joyce Altsman, ComplianCe.........ccocevervevieverievieieiennns Pelham
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The Alabama State Board of Pharmacy News is published by the Alabama State
Board of Pharmacy and the National Association of Boards of Pharmacy Founda-
tion, Inc, to promote voluntary compliance of pharmacy and drug law. The opinions
and views expressed in this publication do not necessarily refect the offcial views,
opinions, or policies of the Foundation or the Board unless expressly so stated.

Joyce C. Altsman, RPh - State News Editor

Carmen A. Catizone, MS, RPh, DPh - National News Editor
& Executive Editor

Larissa Doucette - Editorial Manager
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