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February 19, 2013

Village Pharmacists
19271 Montgomery VWage AvenueMontgomery Village, Maryland 20886Attn: Gene Borowski, RD.

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

Dear Mr. Borowski:

On April 19, 2012, an inspection was conducted by the Board of Pharmacy (the
“Board”) to determine if Village Pharmacists (the “Pharmacy”) was in compliance with
federal and state laws regarding the operation of a pharmacy. The Inspection Report
indicated that the Pharmacy was not in substantial compliance with regulatory
requirements regarding registration of pharmacy technicians. Specifically, the Pharmacy
employed a pharmacy technician who was not registered with the Board despite having
completed a technician training program in October 2010. The Board’s records indicate
that the pharmacy technician subsequently submitted an application on May 16, 2012, and
is now duly registered.

I. FINDINGS AND CONCLUSION

The Board adopts the findings of deficiencies as set forth in the Pharmacy
Inspection Report dated April 19, 2012, and attached as Exhibit A.

Based upon deficiencies cited at your Pharmacy, the Board finds that the Pharmacy
is in violation of the Maryland Pharmacy Act and the regulations adopted thereunder.
Specifically, the Board finds the Pharmacy in violation of Health 0cc. Art. § 1 2-403(b)(1)
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and § 12-6B-O1.

Il. RECOMMENDED CIVIL MONETARY PENALTY

Under Maryland Health Occupations Artice § 12-410 and COMAR 10.34.11, theBoard of Pharmacy has the author[ty to impose a civl monetary penalty based uponviolations of the Maryland Pharmacy Act.

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

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

1. History of previous violations;
2. Whether the violation was self-reported;
3. Admission of misconduct and cooperation during Board inspection:
4. Remedial measures implemented;
5. Timely good faith effort to rectify consequences of misconduct:
6. Potential harm to the public or adverse impact;
7. Whether incident was isolated and unlikely to recur;
8. Whether misconduct was motivated by financial gain.

Vi, FOLLOWUP NSPECTON

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

IV. OPPORTUNITY FOR HEARING

If the Pharmacy disputes the findings, conclusions or the recommended civilmonetary penalty, the Pharmacy may request an evidentiary hearing on the Board’sdecision in this matter. In the event that the Pharmacy requests an evidentiary hearing, theBoard shall initiate formal proceedings which will include the opportunity for a fullevidentiary hearing. The hearing will be held in accordance with the AdministrativeProcedure 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., 1st 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 berepresented by counsel, to subpoena witnesses, to call witnesses on your own behalf, topresent evidence, to cross-examine witnesses, to testify, and to present summation andargument. 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 determinethe matter in your absence.

V. OPTION TO PAY RECOMMENDED CIVIL MONETARY PENALTY

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

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

Sincerely,

LaVerne G. Naesea
Executive Director

Attachment

cc: Linda Bethman, Board Counsel
Vanessa Thomas-Gray, Compliance lnvestigator
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.\ ff3 - ijia;ntcnance recorcts, ‘i/A System taiture repro e.

7 Quality Assurance Rc-iortt-. N/A Reports on system accia,; nd cnan’ec in ‘cc as ‘f/f ‘7c3r ng reco’fc.

evces instated afterSept. 3, 2(03 aaerate a a iaar;rcr to tm arms si-co s access to mu.tp.c; cengta, forms react c3u entt[ies CCIt. era. se lie

- potenta. for nas.denti2csboa of-’aC:cm,ons, cosaes rae dsaqe 1mm;; cccacsed f’orn the c’s -a, ted .naeccat on 535’Cn. COI’AR ft3’ .23 6’B

The p”aa’zcet’ cas records, ctoct,’a,r. a or other e;’,c:cccc a’ a aual;t;’ 5,-oat c:; progra-e m ‘rI ‘m tee a utomstsa ace cn0:on systan a

accord,ace w,Lh tile recuireriel’.s of 001//AR 0.t34.20



iv .: t’!C) AU lC)it4A lfl’J SYfTi. 1015/ (3k/tY1 ( 1i5(rII2SIWI (h kh’i. gil to f/I 3)No the facilfy autsorircee the prepaiation of medication or perlorms; ouisourcng functions for other phurmait es. COhtAR 10.3’ .04.02

0/A 1 he acil;ty 500/OS /15 /1 pomary pliSiriflac outsourcer to other pharmacies. COMAF? 1 02i.Oa.02

0/A TIe ir citty serves as a secondary pharmacy. COleAR 10.3,1,04 02

‘N/A The permit holder emlJloys an outside agency/business ntiiy for the provision of ny Phairnecv ;orvices, inclusive of stalling remote order cull v

trod mnanarremrvil. Ii ycs, COMAR if) ti4.0.t.06EWarn& of Agency:
SIr to of locorpoisiroir’
Sm vice contracted:Ml) Licensee

C arerse rita:

N/A
N/A

This permit holder has written policics end procedures to specify the duties that may he performed by outside Personnel. COMAR 10.34.21 0311 (3)

If the pharmacy outsources a prescription order:
The originat prescription order is filed an a prescription order at the primary iharmacy. COMAR 10.34.04.050

Written policies exist for maintenance of documentation regarding transfer of prescription records. COMAR 10.34.04.06

Documentation is maintained, including the names and locations 0/the pharmaces names of pharmacists and a record of Ihr: prepara:ions

made, COMAR 10.34.04.03 and .05The pharmacist from the primary pharmacy documents the following in a readily retnevabte and ideniif,able mariner (Checis all that uppty) COYAR O.TS.Ot3CC

10/?’ Tho prescription order was prepared by a secondary pharmacy
-

The name of second pharmacy\‘IA.: The name of the phormacira v/ho tranr;mlied the prescription order to the secondary pharmacy.

The name of the pharmacist atthc secondary phannacy to whom the prescripbon order was tranemitted if he transmission occuied in er, oral mrnnor.

0/A

‘//
-

Ill’

The date on which the prescription order vt.s transmitted to the secondary pharmacy.

The date on vhih the oreparation wan ECiS to the primary phnrmscv.

The primary and secondary pharmacies are both licensed .n the State of Maryland or operated by the had:i i’d government, COIttAR 1034.0i.06F

The primary aharrnacy maintains, In a rcaciiy retrievabte nrt identifiable mariner, a record of preparations received from secondary

pharmacv.COl’rIiAR 10.34.04.060The permit holder at the secondary pharmacy maintans documentation in a macdill rtasievable and ider:tftabie manner, which ncludes (check all

that apply): COMAR 10.34.04.07
That the prescription order was transmitted from another pharmacy.

The name and information identifying tile specific location of the primary pharmacy.

The name of pharmacist who transmitted the prescription to the secondary pharmacy if Sw transmias.on occurred in an oral manner.

rhe name of the pharmacist at the secondary pharmacy who accepted the transrndled arescription order.

the name of the tharmacmst at the secondary pharmacy who prepared the prescip ion order.

The date on chich the prescription order was received at ‘die secondary phamiacy

The date on i .‘hich the prepa red product was sent io the primary pharmacy if Ii was sent heel: to the prirn:;rv oharmacy

3. .‘oscca’i’irnendei Best Prac:Uces:as A perpetual inventory s maintained for Schedule II controted substances, (Recornmcnrted)

s There are documented contingency pans for continuing Operai;onn in an emergiricy and for disaster savory of ragutroc records.

s The pharmacy ties written policies and procedures for the sate handing of dreg reca:te. See www.rec 15

The phamaacy rnaintc.rss records cf all recalls. See waw.recails.gov

,,

‘:lGcior REVIEWED ENTIRE INSPECTION REPORT WITH P1-IARMAC1ST ON DUTY JUDIT:-i ALLISON. 1) Ti-:E ECt-.lC[A1cS LiCENSE i’o:

t’- NOT OSTLD “ICED TO H/ ‘/ ALL LICEtSE ‘JP’ ONNEL P05 i) /010 0r2920 t On -‘5L 0, Ii W/’S OT t) TO DOS

TECI N Cis OS I CLNSE)/’0 I T[. CRE IS FOOD I \‘ rI IC t1EDiK’iON ?IGERATOR ‘FOOD S OULD NO C 0 T

MEDICATION REFRIGSR1iTOR V/lTd MEOICAT1ONS) HAS ?‘4 VIALS OF ZOSIt VAX IN FREEZER WITH NO THERIJOIctETER

(NEEDS TC HAVE A THERMOMETER 1N FREEZER) :LEASE OI3TAI’! / THERMOMETER FOR THE FREEZER /,ND SEND A CO°f

THE RECIF.7TTO NANCY RIC1-i/tFtD t410 356-id3 2 13’? 4/27/2C2 4.) NEEDS A PROCEDURE FOR REMOVAL OF EXPIRED

DRUCS CTDS A ROCEDUP5 OR RE’UNS OF C0N201 aDtCA IONS routeD 4 GLUCEOAA ) PVCD 1/i/21

Th5 0 Ct Or i tO OTHER r1 JTD—JLS IN
‘ :at CiU\D g 0 ifS T:s 1k AtO ‘ 4/ C 1 E/ 0 DlSC.E / (‘iFS

::ou;ot Diii fl\C T-iE NARCOTIC AUDIT.
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