Published to promote voluntary compliance of pharmacy and drug law.

Kentucky Pharmacy Mourns Loss of
Robert L. Barnett, Jr

Theprofession of pharmacy lost atrueleader with the desth of Robert
L. Barnett, Jr, on January 20, 2004. Mr Barnett served asthe executive
director of the Kentucky PharmacistisAssociationfor 12 years.

Through hisleadership and dedication to the practice of pharmacy, Mr
Barnett hel ped lay thefoundation for pharmacy inthe 20 and 21 centu-
ries. Our condolencesto hisfamily.

Michael A. Moné

Michagl A. Moné, RPh, JD, of Versailles, KY, resigned asexecutive
director of the Kentucky Board of Pharmacy on January 7, 2004. Mr
Monéwill be pursuing other interestsand opportunitiesin pharmacy. The
BoardthanksMr Monéfor hismany contributionsand servicetotheBoard,
pharmacigts, and citizensof the Commonwesl th of Kentucky.

TheBoard named Jeffrey L. Osman, PharmD, astheinterim executive
director until thepositionisfilled.

Pharmacist Recovery Network

Submitted by Brian Fingerson

I havebeen asked to briefly deal with the question of what may happen
toyou professondly if you should get pulled over whiledriving under the
influence (DUI). Thisquestion hasbeen discussed and debated withinthe
health care profession on many occasions. DUI incidentsdo cometothe
attention of the Board on an occasion. When they do, Pharmacist Recov-
ery Network isusually consulted. If theDUI isanisolated incident, ie,
thereareno other alcohal- or drug-rel ated citationswithin afive-year pe-
riod, any review and/or investigation may stop at that point, unlessthereis
aformal citizen complaint. If, however, thereare other instancesof prob-
lemswith acohol and/or drugsthat havebeenidentified, the person may be
asked to meet with the Recovery Committee and/or submit themselvesto
an eva uation by an addictionsprofessiond . Then, dependent uponthere-
aultsof that eval uation, further action may berequired through the Recov-
ery Committeeand possibly theBoard.

Protection of thepublicistheforemost concern dong with getting help
for the professiona with aproblem. Should you or someoneyou know
need confidentia help, please contact Brian Fingerson at 502/749-8385
or kyprn@insghtbb.com.

Opening, Closing, or Moving a Pharmacy

Pharmacigts, pharmacy owners, and consultant pharmacistsarereminded
that when opening, closing, or moving apharmacy including specid limited
medical gaspharmacies, there are proper proceduresto follow. Please

refer to the Kentucky PracticeAct for instructionsor feel freeto contact
theBoard office.
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2004 Pharmacist License Renewals

Licenserenewalsfor 2004 weremailedtoal Kentucky Board of Phar-
meacy-licensad pharmacigtsin early January. Pharmacistscontinuingto prac-
tice after the February 28, 2004 licensure expiration deadline without a
renewed license and asigned pocket card arein violation of the statute.
Pharmaci stisshould have proof of genera pharmacy continuing education
completed and certified by December 31, 2003, at their primary place of
practiceavailablefor review by the pharmacy and drug inspectors.

Pharmacy Permit Renewals

Pharmacy permitsexpireon June 30, 2004. Renewa gpplicationswill
bemailed outinearly May toal pharmaciesor corporate coordinatorsin
order toalow timefor processing. Failureto submit your renewa applica-
tion by June 15, 2004, may result inunnecessary interruption of deliveries
toyour pharmacy. All incompletegpplicationswill bereturned. Anincom-
pleteapplication may include: (1) failureof the pharmacist-in-chargeand/
or owner to signtheapplication; (2) failureto enclosethe proper fee; and
(3) faluretoprovideownershipinformation and other requiredinformation.

Pharmaceutical Compounding —
Sterile Preparations

Submitted by Philip C. Losch

Asof January 1, 2004, United States Pharmacopoeia (USP) Chapter
797 wasintroduced and became mandatory within the Commonwedl th of
Kentucky under current statutes. Thischapter providesproceduresand
requirementsfor compounding Serilepreparations.

Sterilecompounding differsfrom non-gterilecompounding primarily by
requiring atest for sterility, requiring cleaner facilities, specifictrainingand
testing of personnel, air quality evaluation and maintenance, and sound
knowledgeof sterilization and solution stability principlesand practices. In
other words, USP Chapter 797 hasmany new mgjor implicationsfor phar-
maciesin Kentucky that are preparing serile products.

Theintent of USP 797 isto prevent harm and fatality to patientsthat
could result frommicrobia contamination, largecontent errorsin strength,
or incorrect ingredientsin compounded sterile products (CSPs). Thisnew
chapter gppliesto hedth careindtitutions, pharmecies, and other fecilitiesin
which CSPsareprepared, stored, and dispensed.

Thischapter in USPisover 20 pagesin length and istoo complex to
summarizeinthisbrief article. Therefore, thisinformeationisbeing presented
to encouragethosethat are compounding CSPsto becomemorefamiliar
with these new requirements. | ssuessuch asenvironmenta classification
will be necessary. Under the old guidelines, only thelaminar hood was
certified. Now, the environment (clean room) will need to meet specific
standardsasdefined by therisk level that applies. New criteriafor person-

Continued on page 4

KY Vol. 23,No. 3

Page 1



Continued from page 1

nel cleaning and gowning areoutlined. Nolonger will astandard labjacket
meet therequirementsof USP797.

Personnd training, verification of accuracy, equipment checks and quality
assuranceare a so addressed in thisnew chapter. Linesof responsibility
areexplained and al personsinvolved withthe CSPswill beheld account-
able. Sincethisinformation will be newsto many sterile compoundersin
Kentucky, theBoard isrequesting that they become moreinformed and
addressany issuesof noncompliance. The Board recogni zesthat many
changesmay benecessary for compliance, and that someof thesechanges
cannot happen overnight. But, aplan of action should beimmediately de-
veloped by those personsresponsiblefor compounding sterile prepara-
tionsintheir pharmecies.

Newsletter Comments

Each Board Newd etter containsinformationimportant toal Kentucky
licensed pharmacists. We urgeyou to read, share, and file each Newd et-
ter for futurereference.

For alittle history, the Newsl etter’ smasthead, designed by the Na-
tional Association of Boardsof Pharmacy®, iscomposed of threesymbols,
eachrepresenting afacet of the publication’spurpose. The*Bowl of Hygad’
representsthe profession of pharmacy, combined with Fasces, theRoman
symbol of authority, and the seal of the Kentucky Board of Pharmacy.
Together thethreeemblemscharacterizethelega and professiona duties
entrusted by thecitizens of Kentucky to the Board of Pharmacy.

Grounds for Acting Against License

KRS315.121 (3) states:

Any licensee, permit holder, or certificate holder enter-
ing an “Alford” plea, pleading nolo contendere, or who is
found guilty of aviolation prescribed in subsection (1)(c)
[conviction of afelony], [conviction of an act involving
moral turpitude or gross immorality] or [conviction of a
violation of the pharmacy or drug laws, rules, or admin-
istrative regulations of this state, any other state, or the
federal government] of this section shall within thirty
(30) days notify the Board of that pleaor conviction. Fail-
ure to do so shall be grounds for suspension or revoca-
tion of the license, certificate, or permit.

Board Inspectors

If you have ever said, “ Oh no! Here comesthe Board inspector!”
please reconsider your thinking.

True, theinspectorsdo enforcethelaws, rules, and regulationsthat
governthepracticeof pharmacy. Butinlega and practical issues, thein-
spectorsarethe best friendsyou have. They are knowledgeabl e about
what you must doto practicelegdly, and they will helpyou correct issues
that could adversely affect youinacourt of law or beforethe Board. Do
not beafraid to ask them questions. Theingpectorscan help clarify your
questionsabout thelaw or rulesand regulations. They will readily provide
youwithanexplanation that will show you how to handlethestuation. The
inspectorsare professionalsand deserveyour respect for their services.
Also, theBoard officewill be glad to addressany questionsand/or con-
cernsyoumay have.

Notification to the Board Office

Pharmacigs-in-charge (PICs) and/or pharmacistsarerequired to notify
theBoardinwritingif any of thefollowing occur:

1. Changeinthe PIC or staff pharmacist;

2. Change of employment;

3. Change in schedule of hours for the pharmacy;

4. Change of mailing address; and

5. Changein name. Changes of name must be accompanied by
acopy of thelegal document that authorized the name change
(eg, marriage or decree).

Numbers1, 2, and 3 shall be submitted within fourteen (14) calendar
daysof changes pursuant to 201 KAR 2:205.
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The Kentucky Board of Pharmacy News is published by the Kentucky
Board of Pharmacy and the National Association of Boards of Pharmacy Foun-
dation, Inc, to promote voluntary compliance of pharmacy and drug law. The
opinionsand views expressed in this publication do not necessarily reflect the
official views, opinions, or policies of the Foundation or the Board unless
expressly so stated.

Jeffrey L. Osman, PharmD - State News Editor

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

Reneeta C. “Rene” Renganathan - Editorial Manager
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