No. 408: Board Receives Awards for Meth Work

On Thursday, November 30, 2006, the Oregon State Board of
Pharmacy was presented with a Certifcate of Recognition from the
White House Offce of National Drug Control Policy (ONDCP).
The certifcate reads, “In official recognition of your outstanding
contributions and significant accomplishments in preventing
methamphetamine use in the State of Oregon on this National
Methamphetamine Awareness Day.” Portland, OR, pharmacist
Marc Watt, Board of Pharmacy president, and Corvallis, OR,
pharmacist Ann Zweber, the Board’s vice president, accepted the
award, which was signed by Director John Walters and presented
by Associate Executive Director John Horton, both of the ONDCP.
The award was presented during a ceremony at the United States
Courthouse in Portland, which was being held in conjunction with
activities in other states commemorating National Methamphet-
amine Awareness Day.

The Board was also presented with an offcial copy of the Presi-
dential Declaration of November 30, 2006, as National Metham-
phetamine Awareness Day signed by President George W. Bush.
Both of these documents will be displayed at the Board of Pharmacy
offce in the State Offce Building in Portland.

On Wednesday, December 6, 2006, the Board received a Presi-
dent’s Award from the Oregon Narcotics Enforcement Association
(ONEA). The engraved plaque reads, “For your unwavering
support, commitment and effort in addressing the Oregon
methamphetamine epidemic.” Pharmacist Blake Rice, former
Board of Pharmacy president and Gary A. Schnabel, the Board’s
executive director, accepted this award on behalf of the Board.
The award was presented by Captain Ed Mouery of the Oregon
State Police during the ONEA’s annual educational conference in
Wilsonville, OR.

No. 409: Tips from the Compliance Department

The Board of Pharmacy’s compliance staff has been processing
and working with information brought in from the feld by the in-
spectors to develop a list of best practices, recommendations, and
reminders. The Board hopes the following tips will be useful to the
pharmacist and the pharmacist-in-charge (PIC) to help ensure com-
pliance, pass their on-site inspections, and avoid receiving a Warn-
ing Notice or Notice of Non-compliance from the inspector.

4 The PIC must complete the pharmacy’s required annual physi-
cal inventory of controlled substances (CS) within 365 days
of the previous inventory. It does not need to be taken on the
same date each year. The inventory must be a separate dated
document that states whether the inventory was counted at the
beginning or the end of that day’s business.

4 The PIC must maintain, in the pharmacy, documentation of
initial pharmacy technician training.
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All pharmacists should know where the completed PIC Self-
Inspection Report is located and be able to locate all required
documentation for the inspector. The 2007 Self-Inspection Form
must have been completed by February 1, 2007, so it will be
ready when the inspector appears to conduct the pharmacy’s
on-site inspection.

If counseling is refused by a patient or patient’s agent, the
refusal must be made directly to the pharmacist. The refusal
of counseling can not be accepted by the technician, clerk, or
anyone other than the pharmacist. The inspectors suggest that
if counseling is indicated or required for a prescription, you do
not place the prescription in the patient’s possession until the
counseling is completed or the refusal of counseling is accepted
by the pharmacist.

Many pharmacies are recording signatures on a signature cap-
ture device as documentation that counseling was provided or
denied. In many cases, patients are signing the signature capture
device without having had any interaction with the pharmacist.
If a patient signs for refusal of counseling without interaction
with, or acknowledgement by, the pharmacist, the refusal may be
out of compliance with the requirement and may be considered
a failure to counsel.

If you are using an automated dispensing system, be sure you
have a procedure to ensure and document that no outdated drugs
are dispensed from the system. This may involve a log and a
procedure to clear each cell as it reaches the earliest known
expiration date for that cell.

The pharmacy is more than the restricted access area where
drugs are stored. It is also the area where dispensing records,
including patient specifc information, are stored. Pharmacy
technicians and unlicensed personnel are not permitted access
to pharmacy dispensing records or computers with access to
electronic dispensing records when the pharmacy is not open
and a pharmacist is not present.

All prescription labels dispensed in Oregon, with the excep-
tion of manufacturers’ unit dose or unit-of-use containers, are
required to include product identifcation information. If the
computer does not print this information, it should be legibly
handwritten or typed on the label prior to the patient receiving
the medication.

The pharmacist taking a prescription or drug order over the
telephone must sign or initial the prescription to document who
received the information. Also, the name of the person calling
in the prescription or drug order must be indicated on the face
of the prescription to document by whom the information was
provided.
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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-
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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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No. 410: Oregon Diabetes Educators Annual

Meeting

The Oregon Diabetes Educators (ODE) Annual Meeting will be
held on March 2-3, 2007, in Bend, OR, at the Seventh Mountain
Resort. To view the program details and to download the registration
materials, see the ODE’s Web site at www.odenet.org. For further
information, contact Denise Cedar, ODE’s Professional Education
chair at 503/390-7994.

No. 411: Prescribing by Optometrists

The November 2002 issue of this Newsletter described the require-
ments for optometrists to become certifed to possess for offce use and
to prescribe non-topical therapeutic agents. The formulary established
by the Board of Optometry includes some CS, and those optometrists
who chose to prescribe CS, as all other practitioners who prescribe CS,
must Frst obtain registration with the US Drug Enforcement Adminis-
tration (DEA). Those who choose not to prescribe CS are not required
to obtain this registration and will not have a DEA number.

The DEA number is not required for prescribing non-controlled
drugs, and it is not intended to be used to identify practitioners who
prescribe non-controlled drugs. Unfortunately, as most pharmacists
have experienced, many third-party payers require the pharmacy to
provide the prescribing practitioner’s DEA number in order for the
pharmacy to receive reimbursement for drugs already dispensed,
including non-controlled prescription drugs. The Board has received
complaints from practitioners, including optometrists, who do not
have DEA numbers or do not want to provide their DEA numbers for
non-CS, as well as from pharmacists who do not want to request DEA
numbers from prescribing practitioners for non-CS.

The Board has been in contact with third-party payers, DEA, and
the Insurance Commissioner’s offce, with no reliable long-term
solution having been offered. The option most frequently offered for
the pharmacist to receive reimbursement is to contact the third-party
payer to obtain an alternate practitioner identifcation number while the
patient is delayed at the pharmacy counter. Another option is for the
prescriber to contact the patient’s insurance provider for the alternate
number while the patient is at the offce or clinic and note that number
on the prescription in lieu of the DEA number. This would eliminate
the delay for the patient at the pharmacy counter. The practitioner could
then document and maintain the number in the patient’s medical record
and use it for subsequent prescriptions. This is the advice the Board
is providing when these calls are received at the offce. Try this one
the next time a prescriber becomes irritated with your DEA number
request. It appears to be the best alternative until the long-promised
and long-awaited universal practitioner identifcation number system
is Tnally established.

No. 412: Board Adopts New Pharmaceutical

Wholesaler Rules

At its December 6, 2006 regularly scheduled meeting, the Board
adopted new and long overdue comprehensive regulations for the
licensing of pharmaceutical wholesalers in the state. The new rules
require each wholesaler doing business in Oregon, whether located
in Oregon or outside the state, to obtain accreditation, including an
on-site inspection, by the National Association of Boards of Phar-
macy® Verifed-Accredited Wholesale Distributors®, or VAWD®,
program or another accreditation process provided by or approved
by the Oregon Board. The rules were developed with the assistance
of an advisory committee that met periodically for more than a
year and made recommendations to the Board. Board members and
staff along with representatives from the pharmacy, pharmaceutical
wholesaler, and pharmaceutical manufacturing industries made up
the committee. A number of other experts were invited to participate
and comment on the rules. Various drafts were presented, studied,
and revised until a version that was acceptable to the committee was
Tnally presented to the Board.

Besides the accreditation requirement, the new rule also includes
provisions for criminal background checks, bonding, “normal chain
of distribution,” and pedigree requirements for transactions outside
the “normal chain of distribution.” It also provides a list of prohibited
practices for which severe penalties may be assessed. The Board
felt these provisions were important after reviewing some alarming
reports from the compliance staff regarding illegal and unethical
activities by some wholesalers doing business in Oregon.

The newly adopted rules can be viewed and downloaded from the
Board’s Web site at www.pharmacy.state.or.us. The Board would like
to acknowledge and thank the committee members, especially the
industry representatives, for their expertise, hard work, and collabora-
tive spiritand believes the end result will be a cleaner, healthier, safer,
and more effcient product distribution system from the pharmaceuti-
cal manufacturer all the way through to the patient.

Page 4 — February 2007

The Oregon State Board of Pharmacy News is published by the Oregon State 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.

Gary A. Schnabel, RPh - State News Editor

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

Larissa Doucette - Editorial Manager

YLS "ON NuIad
STOUT[[[ ‘051D
arvd
a3e1s04 'S’ N
pIepue)§ paIosalg

AJVINYVHd 40 @4v0O4d 31V1S NOO3d0

95009 "I ‘¥02dso1d Junoy
QAL Q[IAURYID] 0091
oUu[ ‘UonEpunNo, AdewIRyd JO SPIROY JO UONBIOOSSY [BUOHEN]



