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Published to promote voluntary compliance of pharmacy and drug law.

Special Notice

The Missouri Board of Pharmacy Newsletter is considered one
of the Board’s official methods of notification to pharmacists and
pharmacies. They have been and will continue to be used in hear-
ings as proof of notification. It is important to read the Newsletters
carefully and to retain them for future reference. Past copies can be
found at the Board’s Web site.

In Memory

Itis with great sadness that the Missouri Board of Pharmacy members,
inspectors, and staff mourn the passing of one of their own. Inspector
John W. Heavin, Joplin, MO, passed away November 26, 2006, after
a short illness. John began employment with the Board November 28,
2005, as an inspector for the southwest Missouri area, and had devoted
over 50 years of his professional life to the pharmacy profession.

Compounded Drug Testing Report

In 2003, the Board initiated a program to test drug preparations
compounded by pharmacies. All preparations are tested for potency
and, if applicable, sterility and endotoxin. The tables below are for
the fiscal year ending June 30, 2006.

Dosage Form Tests Performed
Capsule 63

IV solution 11
Inhalation solution 4
Injectable solution 9

Oral solution/suspension 161
Suppository 9

Tablet 1
Topical cream/ointment/liquid 3

TPN solution 1
Transdermal 12

Test Results Tests Performed Percentage
Satisfactory 205 74.8%
Unsatisfactory 69 25.2%
Total 274 100%

All unsatisfactory results were related to potency failures. An ac-
ceptable potency range is considered +/- 10% of the expected potency,
unless a United States Pharmacopeia monograph states a different
range for a specific preparation. Failing potency results ranged from
0.0% to 259.0%.

Drugs with Unsatisfactory Results

Alprostadil/Phentolamine/Papaverine
Amlodipine
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Azathioprine

Baclofen
Bi-Est/Pregnenolone/Progesterone
Bi-Est/Progesterone
Bi-Est/Progesterone/Testosterone
Bi-Est/Progestrone/Testosterone/DHEA
Budesonide

Captopril

Clindamycin/Hydrocortisone
Clonazepam

Clonidine

Enalapril

Estradiol/Estriol
Estradiol/Estrone/Estriol

Hypertonic Saline

Ibuprofen

Lansoprazole

Liothyronine
Lorazepam/Diphenhydramine/Haloperidol
Magic Mouthwash™

Methimazole

Metronidazole

Omeprazole

Phenytoin
Progesterone/Melatonin/Hydroxytryptophan
Prolox™

Promethazine

Rifampin

Spironolactone
Spironolactone/Hydrochlorothiazide
Testosterone

Tri-ESt/DHEA
Tri-Est/Progesterone/Testosterone
Tri-Est/Progesterone/Testosterone/DHEA
Vancomycin

Pharmacies are notified of unsatisfactory results and asked to
complete a quality assurance review of their compounding practices
and provide a corrective action plan.

Technician Registration Compliance Issues
The Board continues to see noncompliance relating to technician reg-
istration. The pharmacist-in-charge (PIC) is responsible for ensuring all
technicians are properly registered. Before a technician can assist in the
practice of pharmacy, a complete registration application must be submit-
ted. A complete application consists of the application form, photograph,
fee, and Identix fingerprinting receipt. The PIC is required to keep a copy
of applications on file in the pharmacy until technicians receive their reg-
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MO \ol. 25, No. 1

Page 1



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

istration certificates. The PIC must maintain a current list of technicians
and descriptions of their duties. Besides those assisting in the practice of
pharmacy, any person other than a pharmacist or permit holder who has
independent access to legend drug stock on a routine basis in a pharmacy
must register as a technician. Pharmacies and hospitals may not employ
a technician whose name appears on the Employment Disqualification
List, which can be found at the Board’s Web site.

Technicians are required to keep the Board apprised of their current
home addresses. Changes may be submitted via the Board’s \Web site or
faxed to 573/526-3464. Renewals are mailed each March and, if returned
as undeliverable, are not sent out a second time. Technicians who let
their registrations expire on May 31 must reapply by submitting a new,
complete application. Technicians that continue to work on expired
registrations will be held accountable for their actions. Pharmacists are
asked to provide this information to their technicians.

Pharmacies and hospitals are required to report any final disciplin-
ary action taken against a technician or the voluntary resignation of
a pharmacy technician against whom any complaints or reports have
been made, which might have led to final disciplinary action that can
be a cause of action for discipline by the Board as provided for in
subsection 2 of Section 338.055, RSMo.

As required in 20 Code of State Regulation 2220-2.030, pharmacist
reciprocity applicants who do not complete the pharmacist licensure
process within three months of the Board’s receipt of their applications,
must register as technicians to continue to work in a pharmacy.

Prescriptions Generated by Division of

Medical Services

Pharmacists have questioned the validity of prescriptions received
electronically from the Division of Medical Services (Medicaid).
These prescriptions, which bear a CyberAccess logo and state seal,
are generated by physicians using the division’s prescribing software
and transmitted electronically to the pharmacy’s fax machine. These
prescriptions are in compliance with electronic transmission and ge-
neric substitution regulations and are valid for non-controlled drugs.
Controlled drugs may be ordered using this form; however, it must be
printed out, bear an original signature, and be presented at the phar-
macy. Questions may be addressed to the division via Ask.DMS@dss.
mo.gov or by calling 573/751-6963.

Licensing Action Report

Pharmacists

Hefley, Michael A., #029099, Blue Springs, MO. November 1, 2006.
Pharmacist license placed on probation for two (2) years. Failed

to complete continuing education hours as required by pharmacy
law for renewal of license. Section 338.055.2(6), RSMo.
Wilcox, Madonna R.,#041012, Osage Beach, MO. November 7, 2006.
Pharmacist license placed on probation for two (2) years. Failed to
maintain proper records on compounded drug products; outdated drugs
in current drug inventory; used outdated drugs to fill prescriptions for
Migquin. Section 338.055.2(5), (6), (13), and (15), RSMo.

Pharmacies

Low Cost Pharmacy, Inc, #2003004575, Tempe, AZ. October 7,
2006. Pharmacy permit revoked for three (3) years. Dispensed the
legend drugs Xenical®, Viagra®, Propecia®, and Zyban® without
valid prescriptions. Section 338.055.2(5), (6) and (13), RSMo
(2005 Cumm. Supp.)

Universal Pharmacy Solutions, Inc, #2003019225, Huntingdon Val-
ley, PA. October 27, 2006. Pharmacy permit voluntarily surrendered;
cannot reapply for seven (7) years. Dispensed the legend drugs phen-
termine and Ambien® without valid prescriptions, based on responses
to Internet-based online questionnaires and without the existence of
valid physician-patient relationships. Section 338.055.2(5), (6), (13),
and (15), RSMo (2005 Cumm. Supp.)

Drug Distributors

Colorado Biolabs, Inc, #2005012252, Cozad, NE. October 2, 2006.
Restricted drug distributor license issued on probation for three (3)
years. Shipped prescription drug products into Missouri without
proper licensure, even after being advised that this practice was
in violation of pharmacy law. Section 338.055.1 and .2(6) and
(10), RSMo.
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The Missouri Board of Pharmacy News is published by the Missouri Board of
Pharmacy and the National Association of Boards of Pharmacy Foundation, 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.
Matt Blunt - Governor
W. Dale Finke - Department Director
David Broeker - Division Director
Tom Glenski, RPh - State News Editor

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

Larissa Doucette - Editorial Manager
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