Published to promote voluntary compliance of pharmacy and drug law.

Idaho State University College of Pharmacy

Idaho State University (ISU) College of Pharmacy will celebrate its 90"
year as an institution of pharmacy education in 2008. All ISU College of
Pharmacy friends and alumni are invited to join the administration, faculty,
and students in this yearlong celebration.

To highlight the accomplishments of the college’s 90 years, an all-class
reunion will be held August 1-2, 2008. All alumni, friends, and supporters
of the college are encouraged to attend. Plans are now underway to make
the 90" anniversary celebration a memorable weekend of events for all.
Mark your calendars now.

For further information, contact Dean Joseph Steiner at 1-208/282-2175
or viae-mail at jsteiner@pharmacy.isu.edu or Andrew Gauss, reunion coor-
dinator, at 1-208/282-3393 or via e-mail at Andrew@pharmacy.isu.edu.

We look forward to seeing you back on the ISU campus!

License Renewal and Continuing Education

Justa reminder that all license renewals, except for controlled substance
(CS) registrations, are due by June 30. Renewals received after June 30
will be assessed a late fee. If you have not received a renewal notice you
may download one from the Web site at wwwi.state.id.us/bop.

I would guess the majority of you have completed your continuing
education (CE) for the 2006-2007 fscal year. If you need CE, check our
Web site at www.state.id.us/bop for program listings for the month of
June. Remember that June is a pivotal month and hours may be used for
either the current or upcoming year. Please do not send in copies of your
CE certifcates; just sign your renewal notice attesting to the fact you
have completed your CE as required. However, do keep proof of your
CE for at least three years in case you are lucky enough to be chosen for
a random audit.

Controlled Substance Prescription Reporting

Beginning July 1, 2007, all community and mail service pharmacies
will be required to report their CS prescription data on a weekly basis.
Pharmacies are encouraged to begin submitting data on a weekly basis,
sooner if possible.

The decision to make the reporting changes was the result of discussions
with members of the legislature and the Board. Changes to the reporting
requirements, by the Board, are allowed under Board Rule 469.

If you have any questions, please contact Fred Collings or Teresa An-
derson at the Idaho Board of Pharmacy offce at 1-208/334-2356.

New DEA Number Assignment

Due to the large Type A (Practitioner) registrant population, the initial
alpha letter “B” has been exhausted. Drug Enforcement Administration
(DEA) will begin using the new alpha letter “F” as the initial character for
all new registration for Type A (Practitioner) registrations.

Technician Registration Forms
Technician registration forms have been updated. The new forms have
been sent to all pharmacies. If your pharmacy maintains copies of the old
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forms or your personnel department has copies on fle, please make sure
the old forms are destroyed and replaced with the new form.

Your assistance in updating this form will help our of fce staff expedite
the processing time for new technician registrations. These forms are not
available on our Web site.

Legislative Session

Well, the 2007 legislative session has ended, and as always there has
been some interesting outcomes for pharmacy.

The Temporary Rules 265, 267, 268, and 269 authorizing specifc
pharmacies and pharmacists participating in a Remote Dispensing Pilot
Program were approved and will remain in effect as temporary rules
until the next legislative session. The Board requested these rules remain
temporary for further monitoring; they have been in effect since June 16,
2006.

Rule 464 Filling of a Prescription for a Controlled Substance. On July
31, 2006, specifc language was added to this rule and implemented as
a temporary rule delineating the positive identifcation information that
pharmacies must keep when dispensing CS prescriptions. The proposed
rule changes also specifcally set out the standards to be met by the phar-
macies with respect to retrieval of the positive identifcation obtained.
Continuation of this rule was not approved by the legislature and the new
language is no longer in effect. However, the original language is still in
effect, and persons receiving CS shall be positively identifed by staff at
the pharmacy at the time any CS is dispensed directly to an individual at
the pharmacy.

Rule 142. 02 and Rule 471 Theft Loss Reports. Both rules have similar
language. The new language reads as follows:

it is the duty of every Registrant to report any theft or loss of controlled
substances to the Board, even if the theft or loss has been accounted
for and the employee disciplined internally. The report of the theft or
loss required hereunder shall contain all of the information reported

to the Drug Enforcement Administration (DEA) as required under 21

CFR 1301.74 (c), which information shall be reported to the Board at

the same time it is reported to the DEA. The required reporting time

is within twenty-four hours.

House Bill 158 added new language to Idaho Code 54-1727 Confden-
tiality of Prescriptions and Patient Information. The new language, which
was inadvertently omitted in the original bill, addresses the means by which
law enforcement may obtain patient information. The new section under
(1) reads as follows: “nothing in this section shall prohibit disclosure of
patient specifc information to law enforcement authorities pursuant to a
search warrant, subpoena, or other court order.”

Senate Bill 1184 introduced by Pfzer Inc amends Chapter 17, Title
54 of the Idaho Code by the addition of new sections 54-1751 through
54-1759 and shall be known and may be cited as the “ldaho Wholesale
Drug Distribution Act.”

Continued on page 4
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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

The bill, encompassing some 10 pages of language, will not have an
immediate effect on pharmacies but will have an impact on the Board
requiring the promulgation and adoption of rules to further clarify the
intentions of the bill. It will also have a signifcant effect on the nearly
700 wholesalers and distributors licensed by the Board. Over the past few
years there have been an increasing number of counterfeit medications
that have made their way into the wholesale distribution chain eventu-
ally ending up in the hands of patients. This bill, and the ensuing rules to
follow, will hopefully have a signifcant impact on counterfeit, adulter-
ated, and misbranded drugs from entering the distribution chain. This is
accomplished, in part, by tightening the requirements in the licensing of
wholesalers and posting of bonds and establishes pedigree requirements
ensuring the integrity of medications and provides enforcement powers
to the Board and imposition of penalties.

Special Notice

The Idaho Board of Pharmacy Newsletter is considered an offcial
method of notifcation to pharmacies, pharmacists, pharmacy interns/ex-
terns, and pharmacy technicians registered/licensed by the Board. Please
read it carefully. We encourage you to keep it Fled in your pharmacy, prefer-
ably in your Idaho Pharmacy Law Book, to be used for future reference.

PHARMACIST’S

LETTER

This article, originally printed in Pharmacist’s Letter, is reprinted
here with permission, and by special arrangements between the
Idaho Board of Pharmacy and Pharmacist’s Letter. For more in-
formation, see www.pharmacistsletter.com.

\ol. 23, No. 5

Dear Pharmacist:

Good things will emerge from all the recent attention on
pharmacy errors.

It’s putting the focus on pharmacists’ critical work...safe
practices...appropriate staffng...and reimbursement.

A full 50% of legal claims against pharmacists are for dispensing
the wrong drug...about 25% are for the right drug, but wrong dose.
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About 8% of claims are due to labeling errors. For example,
“QD” can look like “QID”...or “16” units can sound like “60” units.

Another 7% can be avoided by checking allergies and interactions.

The fastest growing type of claim is for failure to counsel
properly or warn of side effects. Counsel patients...and document it.

Here are the biggest things you can do to prevent lawsuits.

Pay special attention to the high-suit drugs.

A large portion of claims involves a tiny number of drugs...
warfarin, digoxin, diabetes meds, levothyroxine, and amitriptyline.

Other culprits include opioids, heparins, and potassium chloride.

Stay alert for look-alikes and sound-alikes...Razadyne and
Rozerem...Azilect and Aricept...and many others.

Make sure doses on liquid meds are right...so that a patient
doesn’t take, for example, 2 teaspoonsful instead of 2 milliliters.

Make sure patients who need eye drops don’t get ear drops.

Up to 80% of errors can be detected during counseling.

Get the patient’s name...open vials...fnd out what they plan
to use the drug for, etc. This prevents MANY errors. Plus people
are less likely to sue when a good relationship exists.

If a mistake happens, concentrate frst on helping the patient.
This is the right thing to do...plus it helps build rapport. Some
people sue because nobody apologized or seemed to care.

It’s usually okay to say “I’m sorry this happened”...but make
sure your lawyer or company policy agrees.

Be careful not to say something with legal implications such as
“I’m sorry our mistake caused your injury.”230501
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The Idaho Board of Pharmacy News is published by the Idaho 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.

Richard K. “Mick” Markuson, RPh - State News Editor

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

Larissa Doucette - Editorial Manager
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