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VIA REGULAR & CERTIFIED MAIL, RETURN RECEIPT REQUESTEDARTICLE #7011 3500 0000 7160 2470

February 27, 2013

CVS Pharmacy #4418
8501 Fort Smaliwood Road
Pasadena, Maryland 21122
Attn: Lawrence Kotey, PD.

Re: Permit No. P05464
Notice of Deficiencies, Recommended Civil Monetary Penalty, andOpportunity for Hearing

Dear Mr. Kotey:

On June 13, 2012, an inspection was conducted by the Board of Pharmacy (the“Board”) to determine if CVS Pharmacy #4418 (the “Pharmacy”) was in compliance withfederal and state laws regarding the operation of a pharmacy. The Inspection Reportindicated that the Pharmacy was not in substantial compliance with regulatoryrequirements regarding registration of pharmacy technicians. Specifically, the Pharmacyemployed a pharmacy technician who was not registered with the Board despite havingalready completed a technician training program. The Board’s records indicate that, todate, the pharmacy technician IS still not registered.

I. FINDINGS AND CONCLUSION

The Board adopts the findings of deficiencies as set forth in the Pharmacyinspection Report dated June 13, 2012, and attached as Exhibit A.

Based upon deficiencies cited at your Pharmacy, the Board finds that the Pharmacyis in violation of the Maryland Pharmacy Act and the regulations adopted thereunder.Specifically, the Board finds the Pharmacy in violation of Health Ccc. Art. § 12-403(b)(1)and § 1 2-6B-01.
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II. RECOMMENDED CIVIL MONETARY PENALTY

Under Maryland Health Occupations Article § 12-410 and COMAR 10.34.11, theBoard of Pharmacy has the authority to impose a civil 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 June 13, 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.

Ill. FOLLOW-UP INSPECTION

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. Anyrequest 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,
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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 lnspection Report dated June 13, 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.

Attachment

Sincerely,

cc: CVS, Director of Regulatory Compliance
Linda M. Bethman, Assistant Attorney General, Board Counsel
Vanessa Thomas-Gray, Compliance Investigator
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LaVerne G. Naesea
Executive Director
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Pha urnaty taaiie CVS PHARMACY ii’-4418
Adcress 0501 FORT SMALLW000 RD

Cororate Nr e MARYLAND CVS PHARMACY LLC
City PASADENA State MD Z p 2122

Yelep-ione 4104371149

F 4-104393043

‘ei-m E:p. Date 2013
Arrival time 2:00PM

Del. erture Tini 430PM
GElilER,,L lFORt!LiTl0.Yes The pharmacy hours of operation are prominently displayed t the prescription area is not open the same hours as the establishment

‘iarem’ Hours P11-F 8AM-IOPM Satsrth-i’ 9AM-6PM
Sunday IOAM-6PM

Yes All permits, licenses, and rngistrations are posted conspicuously. HO §12-3 1. 0 §12-408(b) and HO §12-60-08

DOS 2egist’ation / 474813 CDS Eap. Da:e 02/2812013 DE/, l 8R3926358 DEA Exp. Dat 121312013

No The pharmacy perform sterile compounding. (If yes, complete Sterile compounding Inspection Form) COMAR 10.34 19

o The pharmacy provides services to Long Term Care facilities or assisted livng facilities. (If yes, complete Long Term Care Inspec on Form)

COMAR 10.34.23
‘o The pharmacy fills original prescription rece.ved v a the internet

Yes The pharmacy tills original prescripi one via e-prescribing.?Jo The pharmacist fills mail order prescriptions.If yes to any of the above, how do pharmacsts verify that a rela onship e ste between the palien and the prescriber 9G §2-220, CO. tAR .0 19 03 02

CHECK PATIENT PROFILES, CALi AND VERIFY IF NEEDEDi -er,Ls FORMER EMPLOYEE’S ICENSES AND REGISTRAT ONS ARE STILL POSTED
EPSON: (CO A

- 0.3 .03.0 )Name of Pharmac st/i11anae who s c -arged will ensur ng complance wit all applica le laws LAUIIRE’ SE KOT _Y

Pharmac.s: Employees

1’ 29
SAS RY JONt”ALAGA 06/2013

A‘6918
KOT Y LAWRENCE 09/2012

A
•

.‘

,
. I

i07892 DITTMAR
L SA

L 9/30/2013
T33790 WITHROW

ANNA
12/31/2012

T074-8
MCVEY

GINA
2/28/2014

T0039 Nye
I(im

0 11/30/2013
T08793 SOWARDS

GLO’lA
.1 1)31/2013

T0896’, CARVEY
JULlAl’A R 8/31/2012
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Per..oii c’:: CHARLES CARNES
fRIANING TECH

FILLS, ENTER RX

HEATHER SPENCER
TRAINING TECH

ACCEPT RX FROM { 11k1LV i/L’ ,

Comiitu [s BRITTNEY WILLIAMS - CASHIER. BOTH TRAINING TECHNICIANS ARE ON DUTY DURING INSPECTION AND WERE

IN PERFORMING DUTIES LISTED ABOVE
3. ?ERSG;.lE. TRAININGYes There are policies and procedures to specify duties that may be performed by unlicensed personnel under the supervsion of a licensed

pharmacist COMAR 1034 21 .03A and and 10.34.21.05
Yes All Unlicensed peisonnel who perform tasks in the pharmacy receive documenlecl training for the tasks Ihey pelorm COMAR 1034 21 03B(1)

All parsonnel have received training in (check all that apply):10.34 21.038 (3)-(4)
Yes Maintaining records Yes Patient confidentiality

Yes Sanilation,hygiene, nieclion Control

Yes Biohazard precaulious Yes Patient satety and medication errors COMAR 10.34.26.03

Comments SEE TRAINING TECHNIC1AIiJ DOCUMENTS ATtACHED4.. SECURITY CORtAR cO.34.05The pharmacy is designed to prevent unauthorized entry when the prescription area is closed during any per od that he rest o the

establ shment is open II yes, briefly describe how access is restricted COMAR 10.34.05 02A(5)

METAL GATES AND LOCKED DOORYes The pharmacy and/or pharmacy department has a security system COMAR 10.34.05 02A(2)

Yes The permit holder shall prevent an individual from being in (lie prescription area unless a pharmacist is immediately cv iIa e or’ he piern.ses to

provide pharmacy services COMAR 10.34 05 02A (3)Corrirnente OK

XYSICAL REc UlREM.PTS AND EQUIPMENTYes 2harmricy area is clean, neat, and organized HO §1 2-403(b)(1 1 )(ii)2
Yes The pharmacy provides a compounding service (non-sterile procedures)

If yes, the pharmacy maintains equipment that enables iI to prepare and dspense prescripiions properl) Wi h n a scpe of l)ract.ce

COMAR 10.34.07.02Y’s The pharmacy has a Class A prescription balance and weights, or a prescription balance wilh equrvalen or superior sensitivity COMAF? 1034 07 0 IA

Yes T:ie pharmacy has hot and cold running water.Yes The medication refrigerator(s) contain only prescription and OTC items COR AR 10.34.07 018

“o The medIcation refrigerator(s) have a thermometer and the current temperature is between (36-46 F) USP COMAR 103407 016 Tem,e-atjre:

‘es The current temperature of the pharmacy department is between 59 to 86 F. COMAR 10.34 05 02A( I )(a Temperature: 32F, 0F, 40F, i8

?/A If the pharmacy stocks medications requiring freezing, the freezer is Temperature: 70F

maintained at temperatures required by the medications stored within it N/A

Yes The pharmacy maintains at all times a current reference library lha is appropriate to meet the needs of the practice specalty CI that 2tlarrnacy

and the consumers the pharmacy serves HO § 12-403(b)(10)
Yes The pharmacy has online resources. HO §12-403(b)(15)

Corrimentw: TWO OF THE FOUR MEDICATION REFRIGERATORS WERE BELOW THE REQUIRED RANGE NO MEDICATION ARE S’ORE

IN FREEZER COMPARTMENT
PRESCRIPTION LABELING FIBS Al 0 STORAGE‘es Prescription files breach prescripton prepared or dispensed are mace and Irepi on file for at least 5 years. HO § 12-403(b)(13)(i) HO §12-

403(b)(13) The following label requirements are met if a drug is dispensed pursuant to a prescription. HO §12-505

Yes The name arid address of the pharmacy; HG §21-221(a) (1) Yes The serial number of the prescription, HG §21-221(a) (2)

Yes The date the prescription was fl:led; HO §12-505(b) (1) and HG §21-221(a)(3) Yes The name of the prescriber; HG §21-221(a) (4)

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

‘.s The directions for use, HO12-505(b)(21(ii) and HG21-221(a)(5Wii) Yes The required cautionary statements or auxiliary labels;HG21-221(a)(5)(.i)

Yes The name of genenc manufacturer; and HO §12-504(d) (2) and §12-505(c) (2) Yes The eapiration date is indice ed. HO 2-503(b) 2)

Yes The pharmacis and data entry technician initials are on presur ons COMAR 0 3408 01

s Original prescriptions are dispensed within 120 days after the ssue dele HO j ;2-50

Commerts: OK

QUAL.i” ASSURANCE - PI,TIENT SAFET’i’I. EDICJ,LO



Ii i: an’ written policies that inform patients of the procedures to follow when reporting a suspected medication error to the permit heftier,

jrh,ii,nacst, health care facility or other health care provider. COMAR 10 34.26 02
Yc; the pharmacy maintains a minimum of 2 continuous years ci records clearly demonstrating the content of annual educatonal filming provided tn

member othe pharmacy staff involved in the medic lion delivery system regarding the rote and respons.bitmly of pharmacy s aft in prevenmmnfc

nidmcation rrors COMAR 10.34 26038V 1 here is an ongoing qual.ly assurance program that documents the competi ecy and accuracy of all assigned t sks COMAR 10 34 2 I 03E

C ciii Ot: CANT LOCATE AOOVE POLICtES
COt’ FhTh. NTmAc.TY

“ s Confidentiality is mamn’ained n the creation. storage, access disposal arid disclosure of patient records. HO 12-403(b)(13),COMAP 10 34 I 0 03A ii;

i-IIPAA RegulationsVs Any identifiable inormation contained in a pahient’s record is not disclosed unless authorized by the patient, or an order of the court or as authorized

pursuant to HG $4-301 through 4-307 COMAR 10.34.10.038Common 01K

9. ft VEl’ TORY CONTROL PROCEDURESYes The pharmacy maintains invoices as required by law for accurate control and accountab lity of all pharmaceuticals COMAR1O 31 2 03

“es The pharmacy has a procedure in place for removal of all expired drugs (both prescription and OTC) COMAR 10 34.1101

Corrents: 01K

0. COl’i :OLLEI3 SUZSTAtKCES
Powerof Attorney 16918 A KOTEY I.AWRENCEYes The pharmacy has a record ci the most recent required olennial inventory of Schedule Il-V controlled substances CO. AR 10 1903 0513

Inventory dale. 04/30/2011
einie Inventory completed at CloseYcs The inventories and records of Schedule It-V drugs arc maintained and readily available. COMAR 10 19 03.05 and 21 CFR 130’ 03

Yes Records are kept of all receipts of controlled substances entered into the pharmacy inventory (includ ng IDEA Form 222 or CSOS

Orders). COMAR 10.19.03.05Yes There are written policies and records for return of CII, ClIl-V.
Y’s -tarc copy or electronic prescr,ption files are maintains clmronoiogcally for 5 years (CDS-Fed Law)
“is Schedule 1 controlled substances are dispersed throughout time stock o non-controlled substances or storen n such a mnnor as o obs ruct

theft or diversion. COMAR 1019.03.128(2)Yes All control.ed substances prescriptions bear the name and address of the prescriber and patient COMAR 10. 903070 (1)

The perm holder or oharmacist designee(s) has wr:teri policies and procedures for investiga ng d.screpenc as and reporting o lie or toss

COMAR 10 19.03 1213 (4)
Comrni.s: OK

‘‘l. i.D. I TIE) iE.0lC.TtO svsi:s (If No, go to,’ 2)tco The facility uses any automated device(s) as delimed .n COlt/tAR 10.34.28 02
?olicies and procedures ex st for (check alt that aoply) COtJ7AR ‘0 34.28.05There are documented contngency plans for continuing opera.ons in an emergency and for disaster recovery of required records

A ç,N%JIA Operaton o he syslem N/A Train,ng o’ personnel using the system N/A Operations rninng sys m down me

ç’1liA Control of access to the cevice N/A Accounting or medcation added and removed from the system

t”IA Sun dent safeguards are in place to ensure accurae replenishment of the automated medication system

If yes. clescr be safe guards. COAR 10.34.28.06 N/AAdequate records are ma ntaned for at least two years address:ng the following (check all that apply) COMAR 10.34.28.11

N/A Maintenance records N/A System failure reports.
N/A Accuracy audits.

f’JIA Quality Assurance Reports. N/A Reports on system access and changes in access N/A Training records

Devices installed after Sept. 1, 2003 operate in a manner to limit simultaneous access to multiple strength, forms and drug entities and minimize the

poterit.aI or misiden,i,ica, on o medications, dosages and dosage forms accessed from the aulomatect medication system. COMAR 10.34.28.04

The pharmacy has records documents or other evidence of a quality assurance program regarding the automated medicatioi sys m in

accordance w.h he requiremeris of COMMAR 10.34 28



Can ri-i r. nb: N/A

‘2. OiJTSOUFtGIWG (if No, go to 13)1’ o The facility oulsources the prepaialion of mrclicalion or performs outsourcing functions [or othei pharmacies COMAR 0340- 0

N/A The facifly sonic . as a primary pharmacy outsourcer to other pharmacies COMAR 10 34 04 02
ihe facility serves is a secondary pharmacy. COMAR 10.34 04 021 Ihe permit holder employs an outside agencylbusiness entily for tire precision of any Pharmacy services, inclusive of stalling rernole order etitr”

ind niariagerni ni II yes, COlt/tAR 10 34.04 .06E
Name of Agency

SaIe of Incorpor lion N/A
Service contracled N/AMD License# N/A

Co - ierits: N/A

WA The permit holder has written policies and procedures to specify the dut:es thai may be peilormed by outside personnel. COMAR 10 34 21 03B (3)

If the pharmacy outsources a prescription order./A Ti-ic original prescription order is filed as a prescription order at the primary pharmacy COMAR 10 34.0 060
\ IA Written policies exist for maintenance of documentation regarding Iransier of prescription records COMAR 1034 04 06

JA Documentation is maintained, including the mines and locations of the pharmacies, names of phamacisls and a record of the prepare. ons

made COMAR 1034.04.03 and .05
The ‘harrnaclst from the primary pharmacy documents the following in a readily retrievable and idenli1 ble nranner(Checlc all iha apply) COMAR 10.34 0406

/fA The l)rescrrplion order was prepared by a secondary pharmacy4/A The name of second pharmacy
IA Tie name of the pharmacist who transmitted the prescription order .o tIre secondry pharmacy

N/P The name of the pharmacist a the secondary pharmacy to whom the prescription order was transm.lted it the transmir;sion occured in an oral rr’innni

IA The date on which the prescription order was transmitted to te secondary pharmacy
NIpS The date on which the preparation was sent to the primary pharmacy“IA Tie primary and secondary pharmacies are both licensed in the Ste e Oi Wraryiaid or operated by the federal government COMA 10 34 04 06

IA The primary pharmacy maintains, in a readily retrievable and denti able manner, a record oi’ prepara ens received from secondary

pharmacy.COMAR 10.34.04.06G
lie permit holder at ‘he secondary pharmacy maintains documentation in a readiy re ieveble and iden fable - nnei vi ci ni-tides (clieclc all

ia apply) C0. AR 10 34 04.07
Thai the prescnption order was transmitted from another l)harrnacy./A The n rue and information identifying the specilic location of the pr.maiy pharmacy

“IA The name of pharmacist who transmitted the prescript on .o the secondary p iermecy if the transmission oc.currerl iii an oral manner

IA The name o. the pharmacist at the secondary pharmacy who accepted the ransmtted prescription order
lA The name o’ the pharmacist at the secondary pharmacy w io prepared the presccption order

A The date an which the prescription order was received a. he secondary pharmacy/A The date on which the prepwed product was sent to the pr.mary pharmacy i i was sent back to the primary pharmacy
. Recoiiai’rended eel P’ac.ices:

‘ec A perpetual inventory s maintained for Schedule II conroled subs,ances. (Recommended)
cc There are documented con ingency plans (or continuing opera .ons n an emergency ,- d for disaster recovery of required recorcls

The pharmacy has written policies and procedures for the safe handling of drug recalls. See www.recalls gay
s The pharmacy mama ns records of al recalls. See www.recalls.govs actor R3VIEWED ENTIRE INSEPCTION REPORT WITH LAWRENSE KOTEY, RPH AND ANNA WITHROW, CPHT. CON9CUTED CII AUDIT,

mnien ONE MINOR DIFFERENCE FOUND, ADDERALLXR 20MG (319/318), +1 EXCESS. SPOT CHECKED ME0ICATdN SHELVES, NO

OUTOATES FOUND. TRAINING TECHNIC1AN CHARLES CARNES (FULL TIME) AND HEATHER SPENCER (PART TIME) WERE BOTH

OI3SERVED IN PERFORMING TECHNICIAN DUTIES DURING INSPECTION CHARLES CARNES STARTED HIS TRAINING IN THE

PHARMACY ON 08/2412011 AND HEATHER SPENCER STARTED HER TRAINING ON 06/04/2012. SEE AflACHED. VIEWED AND

RINITED POLICIES AND PROCEDURES IN PHARMACY RETURN BINDER AND FROM PHARMACY INTRANET, SUGGESTED TO RP -I

O KEEP THESE DOCUMENTS WITH THIS INSPECTION REPORT FOR FUTURE INSPECTION. PER TH1S INSPECITON 1) MAKE

SURE ALL FOR VER EMPLOYEE’S LICENSES AND REGISTRATIONS ARE REMOVED. 2) MAI<E SURE ALL MEDICATION

REFRIGERATORS ARE WITHIN THE REQUIRED RANGE OF 36F-.46F 3) SIGN AND DATE ALL CIIl-V INVOICES ON T’-IE DAY OF

RECEIVING 4) ADJUST ThE PERPETUAL INVENTORY OF ADERALL XR 20MG TO REFLECT THE CURRENT COUNT 4) FORWARD

TI-4 Mlecii,ir ar-il rrn na *7 Tfl ierr anerri nc oworjuir’v ttTrrisrnnsl ‘enra rn-iia nv ncu-jn’,rr-l-,
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ANt) RI(i[SURAilON ARE R[MOVED. 2) MAKF, SURE ALL J\4EIN(ALON
RlFRIUFRATORS ARE WITHIN THE REQUIRED RANG ‘OF 36F.46F 3) SGN
ANI) I)ATE ALL CI1I-V INVOICFS ON TilE DAY OF RE(1EIVING 4) ADR J$T TI’E
PERPETUAL INVENTORY OF ADERALL XR 20MG TO REFLEC”J Ft I (1 )RR N’.’
COUNT 4) FORWARD 11111 MISSING POJJ(’IES IN 117 TO MI) BOAD 0.’
P[JARMAC’Y ATFJINTJ( N YIN (‘hAN i-Y 06/20/2012.
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IIPTI JiiiI A 5aIiy kili fiWliOU)OhlI3F2OlI
Date filled: 06/13/2012Diccai-d After: oc.ii 31’’jIslwtikTl,I1ro-,J. -TAIILET mpwiled with M. I

•i I

OXVCODONE HCL 5 MGTABLET
Common IliommlK) OzylS. 4omcolomw. Ilo,arolonmTAKE 1 TO2TABLETSBYW’)UTH EVERY4HOURS

Di’ .00 RJ ii’qui ii iti1borit,mIjmmi
5?’re Phone: (410)437-7149
R:#N913348

‘mA Vt-IN 10111)

TAIlING MOOr THAN RECOMMENDED MAYCAUSE IIIIIATHING P110111-EMS.

DO NOT DRINK ALCOHOI.IC hIVE RAGESWH’mN TAKING THIS MtDICATON.
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