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Published to promote voluntary compliance of pharmacy and drug law.

No. 413: Pharmacist-in-Charge Training
Available

The Oregon State Board of Pharmacy has observed that a
pharmacist who accepts a position in the pharmacy as a phar-
macist-in-charge (PIC) for the Frst time may not be fully aware
of all the additional responsibilities he or she has just taken on.
Even a pharmacist who has some experience as a PIC may be
caught off guard or may not fully appreciate the serious attention
to detail that is required in this position. Although the duties of
the PIC are spelled out in Oregon Administrative Rule (OAR)
Chapter 855, Division 41, the inspectors continue to discover
pharmacists in the position who are not entirely prepared to take
on the PIC duties confdently and competently. The pharmacy
Self-Inspection Form, which is provided by the Board as a vi-
sual aid to achieve and maintain compliance in the pharmacy
also serves as an educational tool for orientation and training of
pharmacy staff.

In an effort to provide as much assistance as possible to Oregon
pharmacists who have taken PIC positions, the Board’s compli-
ance staff is preparing a PIC training and review program. The
planisto periodically hold one or two hour sessions in the Board’s
conference room or, depending upon the size of the class, in a
larger conference room in the Portland State Offce Building to
review PIC responsibilities, rules, and the Self-Inspection Form. It
will provide a forum for questions and answers as well as discus-
sions about best practices and standards of pharmacy practice.
If you are interested in attending one of these sessions, please
contact the Board offce or check the Board’s Web site for date,
time, and location for the next course. Pharmacists are able to
earn up to two hours of continuing education credit in Pharmacy
and Law for attending one of these sessions.

No. 414: Oregon Methamphetamine Statistics

Since the establishment of the Governor’s Methamphet-
amine Task Force in 2004, the Board has been engaged with
the Governor’s Offce, the Methamphetamine Task Force, the
Oregon State Police Drug Enforcement Section, the Oregon
Narcotics Enforcement Association, the Oregon Legislature,
pharmacy and pharmaceutical industry stakeholders, and com-
munity groups in a focused effort to eradicate illegal and harmful
methamphetamine production labs in the state. The Board adopted
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temporary administrative rules after a Board of Pharmacy meeting
appearance by Governor Ted Kulongoski urging action to control
the distribution of methamphetamine precursor substances. The
Board later adopted permanent rules moving pseudoephedrine out
of convenience stores and into the pharmacy following another
appearance and request by the governor.

Finally, after a long 2005 legislative session, the Board was
directed by the Oregon Legislature to adopt rules in 2006 list-
ing pseudoephedrine, phenylpropanolamine, and ephedrine as
Schedule 11 controlled substances in Oregon. Those rules were
adopted and became effective in July 2006.

These efforts have proven to be remarkably successful. The
reduction in neighborhood methamphetamine labs has not
only reduced the neighborhood violence, social disruption,
and exposure of adults and children to the toxic products of
methamphetamine production, it is also now allowing Oregon’s
narcotic enforcement community to collaborate with other state
and federal agencies and focus their limited resources on stem-
ming the fow of ready-to-use methamphetamine entering Oregon
from the larger labs in other parts of the United States, Canada,
and Mexico. Research is already beginning to show that the po-
tency and quality of methamphetamine in the state is declining
and the price is increasing. This is being attributed primarily to
the tighter regulatory controls that have virtually eliminated the
availability of the non-prescription decongestants for homemade
methamphetamine.

Oregon statistics show an 80% reduction in clandes-
tine methamphetamine labs since the temporary rules were
adopted in November 2004. Oregon’s methamphetamine
lab statistics for 2003 through 2006 including a chrono-
logical description of the regulatory actions taken during that
time can be found on the Internet at www.oregondec.org/
OregonMethLabStats.pdf.

No. 415: Patient Counseling/Professional
Advice

OARs address pharmaceutical care, when counseling pro-
fessional advice should be provided, and who is and is not
authorized to provide professional advice on a prescription or
non-prescription medication. On-site evaluations by the Board’s
inspectors, as well as recent cases, have shown that there is a
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FD&C Act Holds Manufacturers Accountable
for Availability of Medication Guides

Under the Federal Food, Drug, and Cosmetic (FD&C) Act,
Food and Drug Administration (FDA) requires that Medication
Guides be dispensed with products the agency deems a serious
and signifcant public health concern. Medication Guides provide
consumers with information about the risks and benefts of these
drugs and are necessary for patients to use these products safely
and effectively.

FDA is interested in receiving reports about all instances in
which manufacturers, distributors, or packers are not complying
with the Medication Guide distribution requirements as set forth
in Title 21, Code of Federal Regulations (CFR), section 208.24,
Distributing and dispensing a Medication Guide.

The regulation requires manufacturers, distributors, or packers
to provide authorized dispensers with Medication Guides — or the
means to produce Medication Guides — in suffcient numbers to
provide one to each patient who receives the drug. The manufacturer
is responsible for ensuring that pharmacists have the Medication
Guides they need when dispensing these drugs to consumers.

Problems related to the availability of Medication Guides are
a labeling concern to FDA, and pharmacists are often the frst to
become aware of these problems. Voluntary reporting by pharma-
cists of these instances would assist FDA in ensuring manufacturer,
distributor, and packer compliance with the Medication Guide
regulatory requirement.

In addition to reporting to FDA, the agency advises pharmacies
to contact the manufacturers directly to discuss problems associated
with the availability of Medication Guides.

More information is available at www.fda.gov/medwatch/
report/hcp.htm. Reports can also be made by phone at
1-800/FDA-1088.

Infant Deaths Attributed to Cough and
Cold Medications

The Centers for Disease Control and Prevention (CDC) issued
a Morbidity and Mortality Weekly Report article describing three
deaths of infants ranging in age from one to six months associ-
ated with cough and cold medications. These medications were
determined by medical examiners or coroners to be the underlying
cause of death.

According to the report, the three infants — two boys and one
girl — had what appeared to be high levels (4,743 ng/mL to 7,100
ng/mL) of pseudoephedrine in postmortem blood samples. One
infant had received both a prescription and an over-the-counter
(OTC) cough and cold combination medication at the same time;
both medications contained pseudoephedrine.

During 2004-2005, an estimated 1,519 children younger than
two years were treated in emergency departments in the United
States for adverse events, including overdoses, associated with
cough and cold medications.

Because of the risks, parents and caregivers should consult a
health care provider before administering cough and cold medica-
tions to children in this age group. Clinicians should use caution
when prescribing cough and cold medications to children younger
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than two years. In addition, clinicians and pharmacists should
always ask caregivers about their use of OTC combination medi-
cations to avoid overdose from multiple medications containing
the same ingredient.

The complete article is available at www.cdc.gov/mmwr/
preview/mmwrhtml/mm5601al.htm.

Changes in Medication Appearance Should
Prompt Investigation
= Thiscolumnwas prepared by the Institute for Safe
Medication Practices (ISMP). ISMP is an indepen-
dent nonprofit agency that works closely with United
States Pharmacopeia (USP) and FDA in analyzing
medication errors, near misses, and potentially haz-
ardous conditions as reported by pharmacists and
other practitioners. ISMP then makes appropriate contacts with com-
panies and regulators, gathers expert opinion about prevention mea-
sures, 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.

As the number of generic products continues to increase, it seems
that both patients and practitioners have become desensitized to
changes in medication appearance. So much so that patients may
not question a change or, when they do, practitioners may simply
reassure them that it was due to a change in manufacturer without
actively investigating the reason. It is not uncommon for ISMP
to receive reports from both practitioners and consumers where a
change in medication appearance was not fully investigated and
subsequently contributed to an error.

In one case, a man shared an account of what his 86-year-old
father experienced over the course of nine days after his prescrip-
tion for minoxidil was mistakenly reflled with another medica-
tion. He had been taking minoxidil 2.5 mg for years at a dose
of 5 mg (2 tablets) twice daily. Due to failing vision, he did not
realize that his minoxidil tablets looked different. His daughter
noticed the change, but was unconcerned since the tablets had
previously changed appearance. Within a few days of taking the
medication, his appetite began to fade, he complained of a sore
throat, and felt like he was coming down with a cold. Soon after,
he developed a red rash on his face, had trouble maintaining his
balance, needed assistance with his daily activities, and wished
to remain in bed. When a family friend (a nurse) came to see him,
she noticed a very red, raised rash on his abdomen that looked
like a medication rash. She asked his daughter if he was taking
any new medications and was informed that there were no new
medications, but the minoxidil tablets looked different than be-
fore. The pharmacy was contacted about the change and a staff
member explained that it was a different generic for minoxidil,
and that the pills could be exchanged for those that he usually
received. There was no mention of a mistake being made when
the medication was exchanged. He was taken to the hospital the
following day, when he could barely walk.
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Continued from page 1
misunderstanding of parts of this rule among many pharmacists
and pharmacy technicians.

If a pharmacist is required by the rule or by accepted stan-
dards of pharmacy practice to provide professional advice to
a patient, such as someone who is receiving a new or changed
prescription, neither a pharmacy technician nor a clerk has
the authority to release the prescription until the pharmacist
has talked with that patient. The pharmacist must personally
offer advice to the patient. If the patient refuses that offer,
that refusal must be to the pharmacist, not to the technician
or the clerk. It is not only required by the rule, but it is also
a recognized standard of pharmacy practice that whenever a
change is made to a prescription, such as a change in brand
or generic manufacturer, a change in the dose or dosage form,
or any change in instructions, the pharmacist, not the clerk
or technician, must provide professional advice. Pharmacy
technicians and clerks are not permitted to counsel a patient
or answer a patient’s question on a prescription or non-pre-
scription medication.

Pharmacists are encouraged to document when they
have provided counseling and when patients have refused
their offer of counseling. Currently, some pharmacies have
procedures utilizing electronic devices at the register where
pharmacy technicians or clerks ask the patient to sign if they
would like the pharmacists to provide counseling or to indi-
cate if they have received counseling. Please be aware that
such a procedure does not accurately refect the acceptance or
refusal of counseling since a pharmacist was not involved.
No. 416: DEA Numbers and Insurance Billing

Pharmacists requesting practitioners’ Drug Enforcement
Administration (DEA) numbers from providers for pharmacy
reimbursement is not a new situation and the root cause of the
problem is the insurance carriers’ reliance on DEA numbers
as the identifer for providers.

Complaints to the Oregon Department of Consumer Busi-
ness Services Insurance Division in the past have yielded no
positive results. Currently the Board is supportive of, as are
many other groups, the development and use of a national
unique identifer for prescribers. The National Council for
Prescription Drug Programs, Inc (NCPDP) has developed

HCldea™ to meet this need and it is promoting the system to
third parties as an alternative for provider identifcation.

Many retail pharmacists experience frustration with regard
to insurance billing. Pharmacists are expected to get the correct
medication to the correct patient. Somehow, along the way, the in-
surance billing maze also ended up on the pharmacist’s plate. With
the signifcant number of interruptions to which pharmacists must
respond, which can lead to increased medication error rates, the
Board of Pharmacy is not in favor of increasing the pharmacist’s
distractions by additional calls to insurance companies at the time
of dispensing.

Each prescribing practitioner makes an agreement with the
insurance carrier to be a covered provider. Each covered provider
who chooses not to use or does not have a DEA number should
obtain from the insurance carrier an identifcation number in lieu
of a DEA number that can be used on the prescriptions he or she
issues. It is much more logical for the individual provider to obtain
his or her own identifer than it is for every pharmacist to obtain
overrides at the time of dispensing for every prescription from
every prescriber who does not provide a DEA number.

Our agency has had numerous discussions with the DEA re-
garding this very issue, and its offcials have indicated that while
this use of the practitioner’s DEA number is not in line with the
agency’s intent, it is not a violation of law or regulation.

This issue has been a problem for many years, but the Board
hopes that this situation will be resolved by the implementation
of a national unique identifer system. The Board encourages you
and your colleagues to get additional information from NCPDP
regarding HCldea.
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