Published to promote voluntary compliance of pharmacy and drug law.

Rob Nelson Appointed to the Alabama State

Board of Pharmacy

Dr Robert J. Nelson has been appointed to a fve-year term on the
Alabama State Board of Pharmacy effective January 1, 2007. He replaces
Dr Jackson Como. Rob is currently a clinical pharmacy specialist at
Huntsville Hospital. He earned a bachelor of science degree in biology
in 1991 and bachelor of science and doctor of pharmacy degrees from
Samford University in 1994 and 1995, respectively. He has been actively
involved in hospital pharmacy since 1996 when he was coordinator of
clinical pharmacy services at Eliza Coffee Memorial Hospital in Florence,
AL. Rob is a past president of the Alabama Society of Health-System
Pharmacists and has most recently served as Alabama Society of Health-
System Pharmacists Legislative chairperson. He is also a member of the
American Society of Health-System Pharmacists, American College of
Clinical Pharmacy, and American Society for Parenteral and Enteral
Nutrition. He lives in Tuscumbia, AL, with his wife, Natalie, and two
sons, Andrew and Jared.

Risk Management Strategies —“The Patient
Safety Net”

Pharmacy Practice and the Law is a comprehensive resource for
risk management strategies. Following are some points made by the
author that the Board feels are particularly important for pharmacists
to know.

According to Richard R. Abood, JD, author of Pharmacy Practice
and the Law*, “Risk management activities are designed to reduce
the incidence of errors, preventing the negative fallout that adversely
affects a business at which errors have occurred. . . . protecting patient
welfare . . . is entirely consistent with good patient care. Managing the
risk of legal liability requires an effective system to reduce error and a
commitment to remediation when error does occur.”

Pharmacists have a duty to provide knowledge during their consul-
tative pharmaceutical care role to achieve an improved drug therapy
outcome. Effective quality assurance programs in pharmacy practice
settings recognize the pharmacist as a risk manager. Any process design,
implementation, and monitoring of that process may develop failures
in quality over time. Abood notes that an effective risk management
program will include correct verbal communication at the appropriate
age level, complete patient care information that is concise, consistently
documented, and spoken or taught in the appropriate context. He advises
that pharmacists be cautious in using words such as “recommend” during
consultative drug therapy reviews, but rather use less demanding words
like “consider” and “suggest.”

Abood also stresses that professional malpractice insurance in modern
pharmacy practice is a necessity, rather than an option. An individual
professional practice policy provides added protection at a cost that is
diffcult to argue against as pharmacists serve the public in expanded
professional roles. The transformation of health care has enabled the
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pharmacist to provide expanded pharmaceutical services and profes-
sional legal expectations.

As a practical matter, pharmacists are in a health care profession
in which they aspire to practice in a completely error-free manner.
Pharmacists have traditionally adopted a “no mistakes” approach to
practice, and legal standards have refected this impossible-to-achieve
and self-imposed standard.

When an error is identifed, being open and honest to ensure the
most optimal patient outcome is the frst initiative toward patient safety
and welfare concerns. Abood suggests pharmacists notify the patient’s
physician of any prescription error. React to the patient. Most patients
understand even the best pharmacist can make an error. Most patients
want to know how the error occurred, what processes changed to prevent
the error from occurring again, and most of all that you are concerned
for them. After all, confdence they held in their “chosen” pharmacist
may need some extra reassurance about the practice patterns at your
pharmacy. Practice patterns implemented by the pharmacy risk manager
must be aggressive efforts undertaken to reduce errors to the greatest
extent possible. According to Abood, a few key processes to remember
are: (1) periodic evaluation of employees, (2) resolve personnel issues,
(3) create an environment of team “safety,” and (4) keep quality at the
top of every process change.

1. Abood, RR. Pharmacy Practice and the Law. Fourth Ed. Jones and
Bartlett Publishers; 2005.

Do You Know a Pharmacist or Technician Who

Needs Help?

Call the Committee on Rehabilitating Impaired Pharmacists (CORIP)
help line at the voice mail of Steve Moore at 205/975-8584. All calls
are confdential.

Special Notice About the Newsletter

The Alabama State Board of Pharmacy Newsletter serves as the
offcial method of notifcation to pharmacists, pharmacy technicians,
and interns licensed by the Alabama State Board of Pharmacy. These
Newsletters suffice in hearings as proof of notifcation and are available
for review on the Board’s Web site (www.albop.com).

Technicians Can Start the Biennial Renewal

Process Online October 1, 2007

Mark your calendar to renew early! There is no late renewal grace
period. Registration is null and void after December 31 of the renewal
year. Save time — renew online at www.albop.com!

Code of Federal Regulations

TITLE 21-FOOD AND DRUGS, CHAPTER Il - DRUG ENFORCE-
MENT ADMINISTRATION, DEPARTMENT OF JUSTICE PART
1306_PRESCRIPTIONS, Sec. 1306.21 Requirement of Prescription.

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

National Pharmacy (

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

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
(2) A pharmacist may dispense directly a controlled substance [CS] listed
in Schedule 111, 1V, or V, which is a prescription drug as determined un-
der the Federal Food, Drug, and Cosmetic Act, only pursuant to either
(1) a written prescription signed by a practitioner or (2) a facsimile
of a written, signed prescription transmitted by the practitioner or the
practitioner’s agent to the pharmacy or (3) pursuant to an oral prescrip-
tion made by an individual practitioner and promptly reduced to writing
by the pharmacist containing all information required in Sec. 1306.05,
except for the signature of the practitioner.
Code Of Alabama 1975, Alabama Controlled Substances Act,
680-X-3-.10 Facsimile Prescription Drug Orders for Controlled
Substances

4 (a) A pharmacist may dispense directly a CS listed in Schedule 11,
IV, or V, which is a prescription drug, or any legend drug, only pursuant
to either (1) a written prescription signed by a prescribing individual or
(2) a facsimile of a written signed prescription transmitted directly by
the prescribing practitioner, or the practitioner’s agent, to the pharmacy
or (3) pursuant to an oral prescription made by a prescribing individual
practitioner, or the practitioner’s agent, and promptly reduced to writing
by the pharmacist.

Frequently Asked Questions

Question 1. May a pharmacist fll a prescription for a CS Schedule 111,
1V, and V “electronically transmitted”” from a physician’s laptop, hand-
held device, notepad, etc indicating an electronic signature?

Answer 1. No, pursuant to Title 21, Sec. 1306.21 and Title 20,
680-X-3-.10.

Question 2. May a pharmacist Fll a prescription for a CS Schedule
11, 1V, and V “electronically transmitted” from a physician’s laptop,
hand-held device, notepad, etc to a pharmacy fax machine indicating
an electronic signature?

Answer 2. No, pursuant to Title 21, Sec. 1306.21 and Title 20,
680-X-3-.10.

Question 3. May a pharmacist fll a prescription for a CS Schedule
11, 1V, and V “electronically transmitted” from a physician’s laptop,
hand-held device, notepad, etc that has been printed and faxed from
the physician’s offce to the pharmacy fax machine indicating an elec-
tronic signature?

Answer 3. No, pursuant to Title 21, Sec. 1306.21 and Title 20,
680-X-3-.10.

Question 4. May a pharmacist fll a prescription for a CS Schedule 11,
1V, and V “electronically prepared” from a physician’s laptop, hand-
held device, notepad, etc that has been printed and faxed from the
physician’s offce to the pharmacy fax machine indicating an electronic
and written signature of the practitioner?

Answer 4. Yes, pursuant to Title 21, Sec. 1306.21 and Title 20,
680-X-3-.10.

Answers to the frequently asked questions were provided by:

Joyce C. Altsman, RPh Loren T. Miller
Director of Compliance Chief, Policy Unit

& Education Liaison and Policy Section
Alabama State Board Offce of Diversion Control
of Pharmacy Drug Enforcement Administration

Alabama Department of Public Health — News
Release

Butalbital compounds will be under stricter control. The State Com-
mittee of Public Health has approved a rule change that will remove
any exemptions on butalbital compounds from the Alabama Con-
trolled Substances List. Butalbital compounds are used to treat tension
headache and are prescribed when other medications are not indicated.
“The public may notice that some prescriptions with this substance
in them may require more limitations on reflls and the time limits
in which the prescriptions can be reflled,” stated Charles Thomas,
pharmacy director, Alabama Department of Public Health. “This is
similar to certain drugs that are in the same CS status as the butalbital
medications. A patient’s pharmacist or physician can advise him or
her if the prescription contains butalbital. All prescriptions contain-
ing this drug will be subject to being Flled within six months of the
prescription being written or five refills, whichever comes first.”
This change is a part of an ongoing effort of the health department to
control illegal diversion of CS in Alabama. Under the rule change, all
barbituric acid derivative compounds that contain butalbital will be
included on Schedule 11 of the list. Formerly, some exemptions were
allowed. The fnal adoption of the rule change became effective March
28, 2007.

For more information contact Charles Thomas, pharmacy division
director via phone at 334/206-5226 or via e-mail at cthomas@adph.
state.al.us.
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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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