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ARTICLE #7011 3500 0000 7160 2296

February 19, 2013

Village Pharmacists

19271 Montgomery Village Avenue
Montgomery Village, Maryland 20886
Attn: Gene Borowski, P.D.

Re:  Permit No,. P00807
Notice of Deficiencies, Recommended Civil Monetary Penalty, and
Opportunity for Hearing

Dear Mr. Borowski:
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and § 12-6B-01.

ll. RECOMMENDED CIVIL MONETARY PENALTY

Under Maryland Health Occupations Article § 12-410 and COMAR 10.34.11, the
Board of Pharmacy has the authority to impose a civil monetary penalty based upon
violations of the Maryland Pharmacy Act.

Based upon the deficiencies cited at the Pharmacy, the Board hereby recommends
the imposition of a civil monetary penalty of $1,000.00. The deficiencies upon which the
civitmonetary penalty is based are enclosed with this letter on Pharmacy Inspection Report
dated April 19, 2012.

In determining the recommended civil monetary penalty, the Board took into
consideration the following factors:

History of previous violations;

Whether the violation was self-reported;

Admission of misconduct and cooperation during Board inspection;
Remedial measures implemented:

Timely good faith effort to rectify consequences of misconduct;
Potential harm to the public or adverse impact;

Whether incident was isolated and unlikely to recur;

Whether misconduct was motivated by financial gain.

PN~ LON =

IN. FOLLOW-UP INSPECTION

Please be advised that the Board of Pharmacy may perform a follow-up inspection
of the Pharmacy to insure that the deficiencies noted the Report have been addressed and
corrected. Should a follow-up inspection indicate that the Pharmacy is not in substantial
compliance, the Board may pursue further disciplinary action against the Pharmacy that
may result in the imposition of sanctions such as suspension, revocation or additional
monetary penalties.

IV. OPPORTUNITY FOR HEARING

If the Pharmacy disputes the findings, conclusions or the recommended civil
monetary penalty, the Pharmacy may request an evidentiary hearing on the Board's
decision in this matter. In the event that the Pharmacy requests an evidentiary hearing, the
Board shall initiate formal proceedings which will include the opportunity for a full
evidentiary hearing. The hearing will be held in accordance with the Administrative
Procedure Act, Md. Code Ann. State Gov't § 10-201 et seq., and COMAR 10.34.01. Any
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request for a hearing must by submitted in writing to Vanessa Thomas Gray, Investigator,
Maryland Board of Pharmacy, 4201 Patterson Ave., 1% Floor, Baltimore, Maryland 21215,
no later than thirty (30) days of the date of this Notice.

Please be advised that at the hearing you would have the following rights: to be
represented by counsel, to subpoena witnesses, to call witnesses on your own behalf, to
present evidence, to cross-examine witnesses, to testify, and to present summation and
argument. Should the Board find the Pharmacy guilty of the violations cited in the Reports,
the Board may suspend or revoke the pharmacy permit, or impose civil penalties, or both.
If you request a hearing but fail to appear, the Board may nevertheless hear and determine
the matter in your absence.

V. OPTION TO PAY RECOMMENDED CIVIL MONETARY PENALTY

Alternatively, the Pharmacy may pay the recommended civil monetary penalty
within thirty (30) days of the date of this Notice, in the form of a certified check or money
order made payable to the Maryland Board of Pharmacy. Upon the Pharmacy’s payment
of the civil monetary penalty, this Notice will constitute the Board’s final action with respect
to the Inspection Report dated April 19, 2012, and shall be a public document in
accordance with the Maryland Public Information Act.

If you have any questions concerning the instructions contained in this letter, please
contact Vanessa Thomas Gray, Investigator, at 410-764-2493.

Sincerely,
o /]
) £ /) '
R

LaVerne G. Naesea
Executive Director

Attachment

cc:  Linda Bethman, Board Counsel
Vanessa Thomas-Gray, Compliance Investigator
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COMMUNITY PHARIACY INSPECTION REPORT

Perneit: PONso7

nspection Result 19221 MONTCOMLAY ViLLAGT nv
—MOMIGOMELY VILLAGE, WD man,

Type of Inspection Annugzl

Phamvmacy Mame VILLAGE PHARMACISTS INC

Corporate Name
Teleptione 301 948-8545
Permit Exp. Dage 2013

Arrival time 101 5AM

1. GEINERAL INFORMATION

d\/fﬂ@ag@(Phwmm/.t‘iofm (301} 57d-a545
301} 94085

419/2012

Inspection Date

Pravious Insp. Dale: 10/29/2010

Cax (301) 948-4109

Inspector NancyR
Address 19271 MONTGOMERY vii. AV
City MONTGOMERY State mMD Zip 20886
Fax 301 848-419g

Beparlure Time 3:30PM

The pharmac: hours of operation are prominently dicplayed i the prescriplion cres is not open (he same hours as 'he @ ifablishmen!
p Y X Yy dicplay

&8s
\'\j(l;h; raracy Hours M-F 9AM - 6P Saturday  9AM - 1PN Sunday CLOSED
)rN0_7 All permits, licenses, and regisirations are posted conspicuously. HO §12-311, HO §12-408(b) and HO §12-68-08
CDS Reaglstration # 409761 €08 Exp. Date 01/31/2013 DEA#  AVBB27098 DEA Exp. Dat 05/31/2015
Mo The pharmacy perform sterile compounding. (If yes, complete Sterile Compounding Inspection Form) COMAR 10.34.19
Yes' The pharmacy provides services to Long Term Care facilities or assisted living facilifies, (I yes, complete Long Temn Care Inspection Form)
COMAR 10.34.23
No ' The pharmacy fills original prescriplion feceived via the iniernet,
Yes The pharmacy fills original prescriptions via e-prescribing.
No The pharmacist fills mail order prescriptions.
Ifyes to any of the above, how do pharmagists verify that a relationship exists between the patient and the prescriber. HG §21-220; COMAR 10.19.03.02

SECURE SITE/ PATIENT PROFILE & HISTORY/ICONTACT PHYSICIAN IF QUESTIONABLE

OKAY
L FIERSONNEL (COriAR 10.34.03.06}

Corments

Name of Pharmacist/Manager who is charged with ensuring compliance with zif applicable laws

Pharmacist Employees

License i oy Les: vaiize  Fjpgy N
06868 MATHENY LINDA
06869 MATHENY 1t RICHARD L.
09325 BOROWSIK) GENE N
10134 ALLISON JUDITH 1

Regisinciion 4

T31360

T05572

Last Ney, o
GWIRA

LACAYO

First Negwre

KEMNETH

DANELIA

GENE BOROWSKI

Expivaion Sty
09/2012 A
07/20(3 A
06/203 A
11/2012 A

M7 Lxp. Date

K 113112014

L 6/30/12012



Unlicenyog Narne Fitfe

Durtiog
Parsonng: FREIDA BRIDGES TECHNICIAN TECHNICIAN
N/A N/A N/A
Commenis "UMESDE i HCaTe FOR o el LR A Ta] PROCPAN nns iy TRAINH\!G PROGP AN Blit:yy
ASINGPEC 110N 10/28/201¢
3. PERSOMNEL TRAINING
Yes | There are Policies ang Procedures (o specify dutieg that may he Performeqg by unlicenseq Personnel under ihe Supervision of 3 licensed
) Pharmagist. COMAR 1 0.34,21.03A and anc 10.34.21 05
Yes All Unlicenseq personne| who berform tasks jp the phamiacy recejve documenteq Irzining for ihe tasks they perform. COmMAR 10.34.21 -038(1)
All personng| have racejye lraining in (check ol tha( :-:ppiy):10.34.21‘038 (3)-(4)
5’};,;‘ ; Maintaining records Yes Patient conﬁdeniiality Yes Sanitah’on,hygiene. infection Control
'),’evs_ N Biohazarg Precautioys Yes Patient safety and Medication eirors COMAR 10.34.26.03
Comnemengs ""“"“"‘""'TECHI\'ICIAN LICENSE'S ARE NOT POSTEQ’}{":L':}’“'
4. SECURITY copup 10.34.06 v/
'N/A‘ . The pharmacy Is designeq to prevent Unauthorizag entry when jhe brescription ares is closed during ANy period that the rest of the
. establishment jg open. If yes, briefly describe how aceess jg festricteq, COMAR 1 0.34.05.02A(5)

HAS THE SAME HOURS

Yes = 7 he pharmacy and/orpharmacy depariment has a Securily sysien, COMAR 19, 34.05.02A(2)
The permit holder shal; prevent an Individyal from being in the prescription areg unless g Pharmagist ig MmMmediaiely available on
provide pharmacy Selvices, COwAR 10.34.05.024 (3)

Cammants OKAY

the prentses to

‘_?e; Phcrmacy area is clean, neat, ang Organized. Ho §12~403(b)( 1)z
Yes The pharmecy Provides g Compounding semvice (non-sterile procedures).
Ye i Ifyes, the Pharmagy maintzing €quidmen,
Yes

t that enableg itto Prepare znd <pense prescriptions Properly within jig Scope of practice.
COMAR 10.34.07.02

fi;gs_ . The pharmacy has g Class A presciiption balzince and weights, or o PTESTIIption bata;

f{s:_ The pharmacy has hat ang cold funning water,

No_ h__, The Medication refngerator(s) contain only pye.
Es: The Medication remgerator(s) have 3 the

i ween (36 - 45 ) Uisp COMAR 1§ 0.34.07.57 5 Ter'npemi.uré:
Yas vhe current temperature of the pharmacy department js between 59 to 86 F, COMAR 2
I

S with equivalent or Superinr sensitivity. COlap 10.34.07 014

m
ped
[#3

R 10.34.05.02A(1)(a) 'i'e.:‘.pera?ure:
Ye fthe Pharmacy stocks Medications Tequiring freezing, the freezer ig Tempers ture: 72
Maintained a¢ temperatyres Tequired by th

Medications storeq within j, NEEDS
’Yés The phannacy Maintaing at 4y times a Current reference library thag i appropriate to Meet the needs of the practica Specialty of that pharmacy
- and lhe consumers the pharmacy serves, O § 12-403(p)

REEZER HAD 24 VIALS OF ZOSTIVAY AND 1o THERMOMETEI’%
6. PRESCRIPT!ON LABEL g FU.ES AND STOREG:
S. .. ‘ Pnescn'ption files for each preseription Prepared or dispensed are mace ang kept on file for at leasgt 5
403(b)y( 13) The foiiowing label fequirements are met if a drug js dispensed Pursuant tp 5 Prescription. Ho §12-505
_YES N The name and address of the pharmacy; HG §2'i~221(a) (1) Yes The serig number of the Prescription: HG §21 ~-221(a) (2)
Yes | The date the preseription yyas filled; 1O §12-505(b) (1) ang pg §21-221(a)(3)  veq The name of the Prescriber; HG §21-221( (4)

Yes | The name of the patlent: HG §21 -221(a) (5) (i) Yes The name and strength of the drug or devices- HO §12—505(c)

85— . The directions for yse. HOS12-505(b)2)(iiy ang HO821-221(aM5)i) Yes The requirey cautionary statements or auxiliary labels;HGg21-22 1a)e)i)
Yes he name of generic Manufacturer; ang HO §12-504(d) (2) and §12-505(c) (2)

= Yes The expiration date js indicated: 140 §12-505(p) {2)
Yes | The Pharmacist and data entry techniciap initials are op Prescriptions. COMAR 70, 31.08.01

‘as _ Original Prescriptions 2re dispenseq within 12¢ days after the. issue date, HO §12.503
Comments; PHARVACIST IMITIALS aRe ON THE LABEL okay

- OUALITY ASSURANCE .

years. HO § 12—403([))(13)(0 HO §12.

PATIENT SAFETV/fC.'E:'E‘IICATlDN ERRORg



Yeg There are writlen Policias thast inform Palients of lhe Procedures (o follow when "eporting & Suspecteq Medication error [o the pPermit holder,
pharmacist, heaith care fac;iily or other heaith care provider. COMAR lO.34.26.02
Yes Tha pharmacy M3intains 3 minimum of 2 continuoysg Years o

cach mompey of lhe pharmacy slaff involyeq in the Medicat
Medication errors. CoOMAR 10.34.26 o33

Yeg ¢ There i an 0ngoing quality 4sSWrance Program (hg documenys the com
Comments: TRAINING 1S bong THROUGH PHARNC

8. CONEIBEN TIALTY

f records clearly cimnonsiraiing the

content of amual educationg|
0N delivery system regarding the rol

training Provideo 1o
e and responsibility of pharmg

Cy slaff in prevcnim(,

Pelency ang accuracy of aff assigned task

s. COMAR 10.34.21. 03
AP/ REPORTING MED -RROR SIGW IS PO

STED AT REGISTER AREA OKAY

Yes | Conﬁdeniiaiiiy is Mainained i thes Cieation, slorage, access dispagz and disclosyre of palient records, HO§12-403(b)(13) ComMAR 10.34. 10 034 &
P, Regulziions
Yes Any identifiapla infomiauon Contained ji, 5 patient's fecord is noy discloceg Unless autharized by the batient, or zn order of the court or a5 authorizeqg
Pursuant tg 4G $4-301 throug #-307. COMAR 19 34.10.038
Commengg: HiPpp TRASH Ig PLACED i1y EMPTY

CARDBOARD BOXEs/ WHEN FACILITY HAS A Lot IT1S THEN TAKEN TO A FaciLiry
Fo, 'ION Ap THE PHARNMACY RECIEVEY A CERTIFICA KAY
9. INVEI\‘TORY COoNTROYL F’R’OCEDUI-‘(E:‘S

\TE OF DISTRUCTION/ (0]
Yes :'j‘he pharmacy Maintaing invoices g5 Tequired by
RIA

. I and accountabiiiiy of all pharmaceuticals. COMAR10.34.24.03
: _r\io_{ﬁ!\ The pharmacy has 3 Procedure ip Place for "emoval of i exXpired drugs;

3, (both Prescription ang oTC) Comar 16.34.12 1
Contonengs; "*NEEDS PROCEDURE FOR REMOwvAL OF EXPIRED DRUGS < saes a0

10. COMTR‘OLLED SUBSTANCES

Power of Altomey 09325 A BOROWSKI GENE v
\'}e-s: i The pharmacy has a record of |he most reg
! Nventory date: 05/30/201¢
Bienpia) kventory Compicteq ~¢ Close
){es—;__,’ The inventorieg and records of Schedule -y drugs are Maintained ang readily available, CowvARr 10.19.03.05 and 21 CrR 1 304.03
Yés :_; &j?,ords are kept of all receipts of controile
-19.03.05

ent requireg bienniay invenio:y of Scheduyle li-v controlled Substances. COmAR 10, 19.03.053

d substances entered into the pharmacy inveniory (inciuding DEA Form 222 or CS08
- g N OHers). COliar 10.19.03.0
No___ (’§ There are written Policies angy fecords for return of Ch, cii-v

Yes Hard copy or electronic Preseription files are Maintaing chronologicaliy for 5 yearg (CDS-Feg | aw)

Yes Schedule 1y controlleq Substances gre dispersag throughout the stock of Non-controfleq Substances or stored in sy 5 Manner as 1o obstruct

o it or diversiop MAR 10,19 3.128 (2)

Yes All controlleq Substanceg Prescriptions bear the Name ang aqq,
Yeg

Commengs. “NEEDS POLICY FOR RETURNS OF CONT'ROLS**.‘E)\““"/““"

1./ UTQilTATED IJIEDICATION SYSsriEng (If Wo, gotaiifs
Ng

X The facility uses any automateq device(s) as defined i ConARr 10.34.28 gp

/i! Policies and procedyreg exist for (checlc ay that aply): Comar 10.34.25 05
YesT

There are documenteq contingency Plans for gop

tinuing Operations in zp BMercency ang for disaster recovery of Tequired recorgg
N/A Operation of the system N/A Tralnmg of personney using the syste;y NIA Operationsg during system down lime
}S[/}\ - Control pf access (o ffje devigg, NIA Accouniing for Medication added ang femoved from the system.
i:\'/A_ Sufficient safeguards are i place o ensyra dcCCurate repiemshment of the autometeq Medication System.
If yes, describe safe guards. COMAR 1 0.34.28.05 N/A

Adequate fecords are Maintaineg for at least o Vears addressmg the foliowing (checis z)y that apply). Copmagr 10.34.28 11 |
N/A Maintenance records. N/A SyStem fajlyre reporis. N/A Accuracy audits, ,
Ei[Z\_ Quality Assurance Reports. /A Reports g System zccess and Changes in &Ccess Na Training recorls,

Deviceg installeq after Sept. 1, 2005 i .I

03 operate I & manper tg limit simuiiarxeous acceess fp Mulliple strength, forms ang crug enti
o Potential for misidenriﬁcation of medicat , g aceessed from the attomateq Mmedication

g ity a5SUrace program fegarding the automate 4
fequiremenis ¢ COMIvAR 10.34.23

ties ang Itiiimize the
system, ComAar 10.34.23 04

medication System in

T —————

—



| .
|

|
|
I

|
|
|

Conunonts.: NO AUTOMAT 10N SYSTE MS/ OKAy

72,01 ITSOURSING {If No, go io #13)

.No The facih'ty outsourceg the Preparation of Medication of herforms oulsourcing functions for olher phurmar:ies. Comar 10.34.04.02
l'NlA " Ihe facility Seives ag 3 brimary pharmacy oulsourcer tq olher Pharmacies, Comar 10.34.04.02
N/A The facility serves as 3 Secondary pharmacy. COMAR 10 34.04 02
'I\I_/A ' The pemjt holder employs ap Ottside agency/businesg cnlity for the Provision of any Pharmacy Services, inclusive of Slaffing femote orgey entiy
and Management. Myes, COMAR 1 0.34.04.0GE
Name of Agency: N/A
Stute of Incorpomlion: N/A
Service contracley: N/A
MD Licensey N/A
Conenreng.
NiA The Permit holder has writian policies ang Proceduyres 1o specify the duties that may he performed by outsige Personney COMAR 19 34.21 pa3g (3)
Ifthe phamracy outsources 4 Prescription order.
.A’IA- i The origina} Prescriplion order is filag asa Prescription order at the primary pharmacy COMAR 1 0.34.04 06D
NA_ | Written Policies exjsy for Maintenance of documentatron regarding transfer of Prescription fecords COmAR 10.34.04 06
Ty?A_ Documentah’on s mamlained, mcludmg the names ang locations of the: pharmacres nNames of pharmaCIsts and a recorg of the Preparations
Made. COma
The Pharmacigg from the primary pharmacy documents the following ina readily retrievanje and identifiable manner (Check ay that anply) COMAR 10.34.04.0¢
N_/A; H The Prescription order was Prepareq by s secondary pharmacy
f\7/A '. _1' The name of secong pharmacy

NIA. -+ The name ofthe phammaci

Nia ! rhe Name of the Pharmacist at the Secondary phannacy to whom the Prescription order wag transmiliag if the transmrssian occured in ap Oral manngy
4 fescription orger was transmiiag fo the Secondary pharmacy.
reparation was sent to the primary pharmacy.
N/A " The Primary ang Secondary Pharmagies are both licensed i lhe State
NA The primary pharmacy Maintaing, |y, a readily fetrievable and identji
pharmacy.COMAR 10.34 04.06G

ral government. COlar 10.34.04.06F
received from, Secondary

tion of the primary pharmacy
L~ The name of Pharmagist who transmigteg the Prescriptian g the secondary pharmacy ifthe transmissign occurred in ap oral manner.
N/A The name of the pharmacigt at the Secondary pharmacy whp accepted the transmitteg Prescription order,
Sf[A he name of the pharmaclst att

Yoo
n‘ ] L
idector REVIE WED ENTIRE INSPECTION REPQ

7/
THALLSON, Y) e TECHNICIANS Licgs ARE
mmets:  NOT POSTED, py e LICENSE PERS oMy POSTED. (0N 1072612915 PRaRECTION IT WA o o) TO POST
TECHNICAIN'S |G SE)I%) THERE I3 oo, IN THE MEDICATION, REFRIGERATOR (Foop SHOULD NOT gz 1y 14p
AEDICATION REFRIGERA WITH WEDICATIONS) \iy’ fiag o VIALS OF ZOSTiyax 1y 2 EEZER WiTH no THERIOWET,
NEEDS TO HAvE 5 THERIMOMETER gy FREEZER) A EasE VA THERMOMETE EZER AND SEND 4 copy OF
THE RECIEPT 10 yaney SICHARD @410 356. g5 ) BY 4/27/201 EDS A PROCE
UGS NsiplEEDg OCEDUR

. 4. AP DURE FoR REMOVAL of EXPIRED
\E A PR EFORRET, RNS oF CONTROL. MED CATIONS FOUND #4 GLUCERNA EXPIRED 12/412011 1y
THE OTC AREA, NO OTHER OUTDATES INTHAT AREA, FOUND 8 OUTDATES IN s FHARIMACY AREA. nO DISCREPA(\’CIES
FOung DURING THE NARCOTIC AUDIT.
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_— VELTH L Py s e
Pharmacist Signature; ﬁ) [Z / (- ( "/ Pharmacist printeq Name  gupiTH ALLISO
tnspector Signatiye: / T%/ \ /lM

Date: 04/19/2012



S 2

Date of Inspection: _04/19/201>

Pharmacy; _VILLAGE: PHARM/\CISTS MONTGOME'IRY VILLAGE

Permig 41 -.P00807_

Rx#_1009507
DRUGS T

‘(EZYCODONE I5MG TAR T

ON HAND

PERPETUAL
TNVFNTO*( y

N err\rrom

%OT

av4 T -~y .
OXYCONTIN B80MG /5 >
ADDERALL XR 20MG CaAp T 7%
CONCERTA 27MiG :

COMMENTS.

j g RPh ga
E FIV ( 5) TABLETS BY
MouUTH DAIL

N/
150 ENDOCETP 10/325MG TaR J foss

Aw5417084 qu ENDO LARS 60951 0712 70 /A e ":

DR. ¢. wincypr,s 19241 monT. VILL.A —L i —_ - yryyAs
(E-F) o " =

ﬂ%
Cir
. ALL INVOICES ARE SIGNE 3 K

FORM 7 ATTACHED M\.Mwnm...\\m“.«-._
Cli -cy

. ALl INVOICES ARE SIGNED AND DATED

PRESCRH’TI‘DN REVIEW
TN REVIEW

Cii #
1008500 - 1008999 DATE: 04/10/2012 - 0471312012
COMMENTS: EVERYTFHNG OKAY
Clll-¢cv

1009300—1009399 DATE 047172012 . 04/18/2¢12

COMMENTS. BVERYTHING OKAY



