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Based upon deficiencies cited at your Pharmacy, the Board finds that the Pharmacy

was 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)

and § 1 2-6B-01.

H. 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, and the subsequent mitigating

factor presented by the Pharmacy, the Board hereby imposes a civil monetary penalty of

Si ,000.00. The deficiencies upon which the civil monetary penalty is based are enclosed

with this letter on Pharmacy Inspection Report dated April 5. 2012.In determining whether to impose a civil monetary penalty, the Board took into

consideration the following factors:
1. The extent to which the permit holder derived any financiai benefit from the

unprofessional or improper conduct;2. The willfulness of the unprofessional or improper conduct;
3. The extent of actual or potential public harm caused by the unprofessional or

improper conduct;4. The permit holder’s history or previous violations;
5. The existence of mitigating factors.

The civil monetary penalty is due within thirty (30) days of the date of this letter, in

the form of a check made payable to the Maryland Board of Pharmacy.
Ill. FOLLOW-UP INSPECTION

Please be advised that the Board, or its agents, may perform a follow-up inspection

of the Pharmacy to insure that it continues to comply with Maryland laws and regulations.

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.

Upon the Pharmacys payment of the civil monetary penalty, this Finding will

constitute the Board’s final action with respect to the Inspection Report dated April 5, 2012,

and shall be a public document in accordance with the Maryland Public Information Act.

4iO-7644755 ‘ lax 410-358-9512 • ToH Free 800-5424964
DH\I1-! 1-877-463-3464 ‘ Maryland Relay Service 1-800-735-2258

Web Site: dh(\ / ).:1a



If you have any questions concerning the instructions contained in this letter, please

contact Vanessa Thomas-Gray, Compliance Investigator, at 410-764-2493.

Sincerely,

) \

V

LaVerne G. Naesea
Executive Director

Attachment

cc: Linda Bethman, Assistant Attorney GeneralBoard Counsel
Vanessa Thomas-Gray, Compliance Investigator

410-764-4755 e Fax 410-358-95)2 • Toll Free 800-542-4964
DHMR l-S77-463-3464 . Maryland Relay SCrVJcC 1-800-735-2258A4’b S’l:\. ‘. rJ..
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Drtiev

mimi: Yin i J:rofl

Tecl1iscNn
F:!iflc Prcr;ptone,

Rt:e M, rhnez
Clerk

Cn,iiissee Ilirunricist Ntis nctce f iJtieilan Ii3l 14 Ni 9—I?P3 5311/EL itt: tIdING
There are policies ann procedures to soncify duties [N it may be peric:mrct by unticencd 3ernonnsit nder the cupen’ieion of a ticenrmcl

;:‘hirninci.i. NOMAR 10.3121 .03A tmcl and 10.34.21.05Alt Unliceneer ps r;onnrI who perform testis in the pharmacy receive docuinened training for the tasks they perform. COMAR 10.3’.2t 03fl(t)

All piisonnel heve eceived training in (check nil that apply):10.34.21 .038 (3)—(4)
No Msin siring ecores No

- Peiteni confidiinbalitv
No_ Snniwonhegieni. infection Control

N/A Bsohaznrcl piecautiouc No
- Patient safety end medicttion errors COMAR 10.34.26.03

Comment a Fraud, Wiiste, Abner’ Training was available for review.S3ECUI?tiY GCI3AE NJ.34.05The pharmacy is designed to roveni unauthorLed entry when tile p:escrpiion area is closed dam ng any perod the: the rest of the

establishment

is open. If yes, befly doscrNn sow access is restricted COMAR 10.34.0.5.02A(5)

Alarm

System
inc phsmniacV and/or pharmacy department has a security system. COMAR i0.34.05.02A2)

Th permit holder shall prevent an ndividual from being n the preacr.gson arsa unless a phrsrmacst .s mmeiie1 ly sticitsate on tee ,aicmNes to

- prowide pharmacy servcen. COMAR 10.34.05.02/ (3)Co mnscn Pharmacy tad front ssnd saws sarns hours of ogcration.7KYiCt;L REQJlREfthiETS AltO EQUiPkEHT‘ee’: Pharmacy wee is clean neat, md organized. i-tO §12-103(b)(1i)Oi)2.
The ph. :rmacy provides a compounding servic.t (non-storle procedures).If yes, the pharmacy maintains equipment that enables it to prepare and dispense prescriptions propslv wihin its scope o arecticci.

CODLAR 10.34.07.Oh.Ys:.._ The pharmacy has a Class A prescription balanca and weights, or a prescription balance ij.lth equivalent or superior senNtivity.COMJt? O.34.07.01A

The pharmacy has hot and cold running water.Ysec The medication refrigerator(s) contain only prescription and OTC items. COllAR 10.34.07.018

Yes. Tile medication refrigerator(s) have a thermometer end the current temnersture is between (36-46 F) USP C0i/AR 1034.01.018 Thniercwrn:

.Y..er...... The current temperature of the pharmacy department is between 591086 F. COIsAR 10.3d.05.02A(1)(a) iempet-z:ure: 40F; .:6F

N/A If the pharmacy stocks medications requiring treezng, the freezer is Temperature: 68F

maintained it temperatures required by the meolcadons stored within
.Y::e. The pharmacy maintains at all times a current reference library 13sf is approariate to meet the needs of the practice specialty of that phamiac

and the consumers the pharmacy serves. HO § 12-403(b)(10)
.)jes........ Tile phaisnacy hes online resources. HO §12e03(ij)(t5)

3.S.3CFCPTtOii Li.EELEIG FILES f.ttD STORiGEPi-escro on SIns for each prescrip on prepared or dsnenssu are s-side sect 1]i on Ce for at east 5 years. 3.0 § 2- 03(b)(13)() /0 §12-

403(b)(i 3) The fo3ovdna tabel reau;remenzs are met hi drug S d spensed pursuant to a pescdntion .HO §1 2-5it5

‘hss. The name and address o’ths pharmacy; HG §2i-22Sa)()
The sensi number of the prescrip.0n; i-tO §21-221(a) (2)

Ysss. The date the prescription was (Pied; HO §12-505(b) (1) and HG §2271 (a)(3) .i The name of the prescriber; HG §21 -221 (a) (4)

Ye The name of the patient; HG §21-221(a) (5) ()
Yas_ The name and strength of the drug ordev.ces; HO §I:?-505(c)

_The cape ens for use HOgI2 SOjh)(2Hii; ard HGC21 21(s)t5)( 1Th equ red cu onary staterni-n so u I my abe HG32I 221 ‘351

Yes_ The name or generic menufic urer end HO § 12 50’Q) 12) and § 2 505(c) 2)
Tht eqra* on JaNi ndcated HO n12 505(b) (3)

The pharmac:st and data entry technician initials ate on prescriptions. C0Pl/AR 10.34.03.01

s.s_. Oi-.g:nat prescriptions are dispensed within 120 dam shsrttie issue date. -to §12-503

Commertea: Pharmacist initials are on prescr:ptioeis.QUALTY 3EUE!i\’Ct - P/TEll ,tFtEThS..:EDIC;:fIQtd EtIEtOPE



-

1 hero am vntten policies that inform patents of the procedures to follow when reporting a suspected medicahon error to the perrnf holder,

phamiacl 1, health care lacility or other health care provider. COMAS I O.3’1 .2602
1 he pharmacy maintains a mnimum of 2 continuous i/ears of recoros clearly demonstrating the content of annual educational lrrnniriq provide

ach member of the pharmacy siefi involved in he medication delivers system regarding the role arid responsibility ofpharrnscy staff in prey

medication errors. COMAR i0.34.26.03B
Theris n ongoing quality assurance proqr sm thai document; Ihe conipelr nciy and accuracy of all assigned tasks. COlAR 1034.21.035

Comments: Need clocimsnled training in poraventinrl na dicalion errors.8. CONFIDENTIALTY
INo.. Confidentiality is manianed in the creatoo, ;torerl; accees disposal and disclosure of patient records. HOi2.403(b)(l 3)COYAR 1034.10.03.

HIPAA Regulations
Any idrnlili;ble inlorrn:lon contained in a patien:s record is not disclosec unless authorized sy the patient, or an order of the court or as authori,

pursuant to HG 54-301 ihrough 24-397. COM\R 10.34.10.03B
Comments: Patient labels sriould not be places in with reqular trash.9. INVIENTOPY CONTROL PROCEDUIOESThe pharmacy maintains invoices 5; required by law for accurate control and .iccountaoilili of all pliarmacoutical’.. CO7AR1034.2 .

The pharmacy has a procedure in place for rarnovit o. all expired drugs; (both prescription and CTC) COMAR i0.tai.12.0i30. CONTROLLED SUBS T$04C123
7ower of /\ttornrv

The p2iirm;;cy has a recoil ci tb r.1.i recant rer ci. annual racntorv of Sohe:se It-V ccin;ro:ed suostancea. OQo.AR 13.1 2.33.013

Inventory date: 03/03)2012
Close

3iennisl lr’ientory cofrtpleted at
The inventorns and record; ot Schedule Il-V drugs are maintaned and read;iy avatabie. COt/AR 10.19.03.05 arc 21 CR 13C1r.t3

.ca_. R;’cords are kept of all receipt;; of controlled substances entered into the pharmacy ;nveniary (.ici;iLng SEA Form 222 or C.S03

order;). COMAR 10.19.03.05Ye.s.._. There are written poiicier; ned irt;ords for neurn of Cli, 011kV
ys_ Hard copy or electronic prescriphon files are maintains chror;ologicaliy br 5 years (CBS-Fed Law)
Yes

Yes

Schedule It controlled substnnces are dispersed ruig lout the stock of non-controlled substances or stored in such a manner as to obstruct

theft or diversion. COMAR 10.19.03.120 (2)All controlled substances preacnpt;ons bear the name and address of the prescriber and patient. COI’IIAR 10.19.02.07D (1)

The permit holder or pharmacist designee(s) has s:utten policies and p,ocedures for investigating dscrepancies and :‘eporJng of diet oilcan.

COfv)AR 10.19.03.12t3 (4)Cornrsents: POA: l’lirender S. Ohafas #13114 asp 0-12
1. AU101s1/2330 .‘i.DJC,cTlDnl EVSTEI;3 (5 tio 0 10The fec;liiy uses any automated device(s) as defccd n COIsAR 10.2.1.2202

Policies and procedures mist for (ctiecc all hat appiy): COAR 10.34.2805
Y_sar_ There are cocumnnted continqency plans or crninuing operaton:; n an emerceecy and far drrs;e recovoy of rso’a.red recorci;.

Nil’ On a on of;;u ye is A Tr-iininq ofp aol Lirg is SVs ml e/A Oc oi’ durn si -r GIWfl flO

Control of access to the device. ‘4 Accounting for medication added and removed from tt;e system.

Sufitcient safeguard:; are in pace to onsure a;ccrate realen;shment of the aulomash ired:cation sysam.

If yes. ds;critis sale guords. COMAR 10.3/.23.06Adursume records are maini;ned for at east t’s’o tears addressing the fofovng (chec1 al tha; apply). COiA 10.24.23.1 1

Ms r nance resord NA S;’s m fa lure r so
NM i cuurac suci

NfA Quality Assurance Rnl.iorA. iftL Rcpo1c; on system access and changes in access Training records.

Devices instated alter Scot. 1 21)03 operate n a manmr to limit simullansous access to inuttiple strength, forms and dw entlics sad minriizs th a

poteni;al for misden;iicaton ot rm;dicatons co’r;qea. and dosage forms accessed from the aulomated medicaton s’stem. COfitAR i0.31.28.Crf3

— — The pl:rrrnis:v has recerrla, dinuinisnis orotsr avida-ici; of a aialdj assurance program rena,crg the auomi.ad mddSation : ale as

accorcianc’r; w:th the rquramer,’- cfCOfil.IAP. 10.5;.22



(omme ota:

‘1 2. OUTSOURSII’IG (Ii [do, go to #13)
I’lo The ficility oulanurces the p spriration of medication or ‘erforms outsourcing functions for other phirniacien COMAR 10.24.04.02

The factity s’viis as a pemary pharmacy outsourcer to o:hnr pharmacies. COMAR 10.340402

- The facitty serves as a secondaiyphirmacy. OMAR 10.34.04.02

The permk holler employs an out:.ide agency/business entity for the provinon of any Pharmacy serv ens, ncluaie of clotting remote order

and management. If yes, COMAR l0,.H.Oe.06EName of Agency:
Slate of Incorporation:Service contmcled:MD Licernm2

The permit holder has wniten policirer and procedurea to specify the duhes that may be performed by outicte personnel COMAR 10.3 .21.030

If the pharmacy outsources a proscription order:
The original prrrsci iplion oiler is filed as a prescripton order at the primary pharmacy. COMAR 0.34.04 06D

Written potci east for maintenance of documentatcan regarding transfer ot prescration recorda. COIr4AR 10.34.04,06

Documentation is maintained, including tie names and localons of the pharmacies, names of pharmacists and a racord of he preaaraL’ons

made, COMAR 10.34.04.03 and .02Tis2h,nmnlacst from he primary phan’nacy documents the folow:nj n a reac.21y rtrttv bin rrr.d clenctiribte nir-oner (Check. cii h-c .rrpIy): COhA5 ‘2.3.1.0

N\ The prracrip: on order was preparil by a scondary ptiomiacv

k/_,.j TIm nanie of second ptieniiacv
,IJ\. The name of Ii’s ptiarniacst who trarsmkted the preserplion order to the secondary pharmacj.

The nanie of the pharmacist at the re ondary pharmacy to whom the preserplion order vms trancmailci t die trarsms.;iOn occurrat n in oraI mrinnr

The date on whch the preseripton order was transmitted to the secondary tharmacy.

_j The date on whicri t5n preparatibn vise sent to the prniary pharmacy.

The primary and r;ecor:dary pharmricms are both licensed in the State of Maryland or operated by the tederal government. COMAR 10.34.04 aSP

‘4Lj The primary pharmacy maintaIns, in ii readily retrievable and dentiflable mnner, a record of preparations received from secondary

pharmacy.COl\rtAR I 0.34.04.060The permit holder at the secondary pharmacy maintains documentation ri a readily retrievable and itsnt,f:able manner whoh includes (check ait

that apply): COIRAR 10.34.0407That the prcscrption order war transmitted from another pharmacy.

The name and information identifying the specfic location of the primary pt’. imacy.

The name of pharmac:st who transmitted the prescription to the secondary pharmacy if ih trrsnsrncsioi occurred in ar arri manner.

Thu namer- of the pllarnlr3cist at the secondary pharmacy who accepted tne transmitted prescdpton order.

The name of the pharmacist cit the escondary phamnacy who prepared the ora;cription order.

The date on match the prescription order was recelind at’ the secondary pharmacy.

The date on r’hcti the prepamad p’nduct was sent to the primary pharmacy if it was sent beck to the pfimanj pharmacy

‘.3 . 2 comriiencted ReaL Pi’ricticas:ai_,,.,. A perpetual swentary is maintained for i3cbedule Ii controUed substances. (Recommended)

‘er There are docurnc-nhid connuqency plans for continuing operations in an emergency and for disaster recovery of requi’nd records.

The phrnmnscy ta-s written policies and procedures for lbs sate handling of drag recalls. See vJrw.recells.gov

_
, The pharmacy maintains records of all ecalls. See eww.rucats.qov

;sactcr Additional Staff: Kathleen Milier- Training; Cesar Sandovat- Driver; Johnny Zuniga- Clerk/Driver; Erila Adaza- Nurse (vacines). Pharmacy

emrrnfrr: provider: service to Carrot l-lo:ipice. tie sure the all Cit—V invoices err signed and dated. Os sure to attach CSOS or DEA 222 form to ci 02

invoices. Poet current DEA Pesistration in pharmacy immediately and fax a copy to my office by 4/l2112. 3.Training that was avaitable for

review w ro Fraud, Warte Abuse. 7. Each staff member needs to have annual ongoing documented training in preventing medicaiion errors.

Fax tr:inng documentation tom preventing medication errors to my otfice by 4/12/12. Plersa fax all requested documents by 4/12112 IrOn:

Jcssnnnlls Mclrnioht CPhY 410-350-21512 (faa). ii. Patient labels should nut he in regular trash bins. They should he placed in bins that are

only HlPiAA messed documents. Sea attached 1st of expired omugs (4 pages). Computer would not accept information for pharmao:st

Narender S. Dhetian #13114 e: p 0-12. Revieered inspechon report with pharmacist on duty Ovid Healy i066’7.
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TAKE ONE TAt3LET TWICE DAILY ASNEEDED FOR PAIN
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