Published to promote voluntary compliance of pharmacy and drug law.

Board Welcomes New Member

The South Carolina Department of Labor, Licensing, and
Regulation — Board of Pharmacy would like to congratulate Joseph
D. Bushardt, RPh, of Lake City, SC, on his recent appointment to
the Board by Governor Mark Sanford. His six-year term expires
onJune 30, 2012. Mr Bushardt represents the Sixth Congressional
District and replaces Mr Terry T. Lewis, RPh. He will provide
valuable expertise in independent community pharmacy. We
welcome Mr Bushardt, and we offer our sincere appreciation to Mr
Lewis for his dedicated service to the citizens of South Carolina
and to the profession of pharmacy.

Facility Permit Renewals on the Horizon

The permit renewal notices and forms were mailed out
beginning April 2, 2007, to the last known addresses we have on
fle. If you are a permit holder and have not received your permit
renewal application, contact the Board office immediately. The
renewal notice you receive will contain a user identifcation (ID)
and password that will allow you access to the online renewal
Web site. The online renewal system has been enhanced for ease
of use as well as for your convenience during the renewal process.
If you choose not to renew your permit online, you may request
a renewal form from the Board or print a renewal form from our
Web site at www.lIr.state.sc.us/pol/pharmacy. The completed form
along with proper fees should be mailed to the Board at Synergy
Business Park, Kingstree Building, 110 Centerview Dr, Suite 306,
Columbia, SC 29210. The permit renewal applications have been
modifed to require your federal Employer Identifcation Number
for proper tracking of South Carolina facilities.

All applications must be received at the Board’s office prior
to June 1, 2007, or a $50 late fee will be assessed. After June
30, 2007, the facility permit will lapse. Upon application for
reinstatement, the facility will be assessed a penalty of $10 a
day until the permit is reinstated, plus the $50 late fee and
the new application fee. Depending upon the circumstances,
the facility, the pharmacist-in-charge, and/or the pharmacists who
practice in the pharmacy may be charged with violations of the
practice act for operating without a permit pursuant to Section
40-43-83. Sanctions can include civil penalties, reprimands, or
requirements for additional continuing education.

Policy and Procedure No. 139

Pursuant to Section 40-43-110(D) pharmacist licenses not
renewed by May 1 are considered lapsed. Reinstatement of a
lapsed license must be granted when the pharmacist presents
evidence satisfactory to the Board that all requirements have been
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met. The reinstated license may be subject to disciplinary action
for failure to renew the license within the prescribed period, and
where appropriate, for practicing during the period that the license
was lapsed.

Applications that are submitted for renewal after May 1 must
meet renewal requirements and contain the appropriate fees,
including late renewal fees, and appropriate penalties. Applicants
shall sign a prelicensing agreement certifying that their licenses are
subject to the right of the Board to impose sanction for unlicensed
practice pursuant to 40-1-110 and 40-43-110(D) of the rules and
regulations of the Board.

All applications for renewal received on or after April 1 are
required to submit the penalty fee of $50 in addition to the $80
license fee. Applications for renewal received in the following time
windows will be subject to additional penalties as listed:

Time Window | License | April | Additional Total
Fee Penalty [ Penalty | FeesDue

May 1-15 $80 $50 $100 $230

May 16-31 $80 $50 $150 $280

June 1-15 $80 $50 $200 $330

June 16-30 $80 $50 $250 $380

After July 1 Disciplinary Proceedings before full Board

of Pharmacy

Update on Prescriptive Authority

Optometrists

S.C Code Ann. § 40-37-290

Purchasing, prescribing and administering pharmaceutical
agents.

Notwithstanding any other provision of law, an optometrist may
purchase, possess, administer, supply, and prescribe pharmaceutical
agents, including oral and topically applied medications other than
Schedule I and 11 controlled substances as defned in Section 44-
53-110, for diagnostic and therapeutic purposes in the practice of
optometry, except that:

(1) when prescribing oral and topically applied medications,
an optometrist is limited to these oral pharmaceutical agents:
antihistamines, antimicrobial, antiglaucoma, over-the-counter
drugs, and analgesics for the treatment of ocular and ocular adnexal
eye disease. An optometrist may only prescribe these medications
for the treatment of ocular and ocular adnexal eye disease;
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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) when prescribing medications for the treatment of ocular and
ocular adnexal disease, documentation in the patient’s chart and
appropriate consultations and referrals must be in accordance with
the standard of care provided for in Section 40-37-310(E);

(3) when prescribing analgesics, the prescription must be limited
to a seven-day supply;

(4) when prescribing topical steroids, if after twenty-one days of
treatment it is necessary to continue this medication, the optometrist
shall communicate and collaborate with an ophthalmologist;

(5) no medications may be given by injection or intravenously.
Nurse Practitioners

S.C. Code Ann. § 40-33-34.

(F)(1) Authorized prescriptions by a nurse practitioner [NP],
certifed nurse-midwife [CNM], or clinical nurse specialist [CNS]
with prescriptive authority:

(c) do not include prescriptions for Schedule Il controlled
substances; however, Schedules 111 through V controlled
substances may be prescribed if listed in the approved written
protocol and as authorized by Section 44-53-300;

(2) A NP, CNM, or CNS who holds prescriptive authority may
request, receive, and sign for professional samples, except
for controlled substances in Schedule II, and may distribute
professional samples to patients as listed in the approved written
protocol, subject to federal and state regulations.

Physician Assistants

S.C. Code Ann. § 40-47-965.

Requirements for writing prescriptions for drugs, controlled
substances, and medical devices;

(A) If the written scope of practice guidelines authorizes the
physician’s assistant to prescribe drug therapy;

(5) the physician assistant may request, receive, and sign for
professional samples of drugs authorized in the written scope of
practice guidelines, except for controlled substances in Schedule 11,
and may distribute professional samples to patients in compliance
with appropriate federal and state regulations and the written scope
of practice guidelines.

S.C. Code Ann. § 40-47-970.

Limitations on permissible medical act, task or function physician
assistant may perform.

A physician assistant may not:

(3) prescribe, under any circumstances, controlled substances in
Schedule 11.

New Policy from the Palmetto Poison Center
Comments from Jill E. Michels, PharmD, DABAT, Director,
Palmetto Poison Center

The Palmetto Poison Center serves the entire state of South
Carolina 24 hours a day, seven days a week. It is located in the
College of Pharmacy at the University of South Carolina and
consists of toxicology-trained nurses and pharmacists who provide
information in emergency cases of exposure to poisonous materials
and overdoses.

Approximately 20% of incoming calls are information requests,
including pill identifcation. The Palmetto Poison Center policy is
to provide pill identifcation for law enforcement and health care
professionals only. Due to the large volume of requests, particularly
requests to identify controlled and expired medications, the center
does not routinely provide pill identifcations for the public.

To avoid confusion, we are asking pharmacy staff not to refer
the general public to the Poison Center for pill identifcations.
Due to the excessive number of pill identifcation calls related
to controlled substances and expired medications, many
poison centers have found it practical and safer to not routinely
provide this information for the general public. Patients should
appropriately dispose of unknown medications. Please contact
the Palmetto Poison Center, 1-800/222-1222, if you have any
questions regarding this policy.
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Carolina Board of Pharmacy and the National Association of Boards of
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Lee Ann F. Bundrick, RPh, Administrator - State News Editor

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

Larissa Doucette - Editorial Manager
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