STATE OF MARYLAND

Department of Health and Mental Hygiene
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MARYLAND BOARD OF PHARMACY
4201 Patterson Avenues Baltimore, Maryland 21215-2299

Michael N. Souranis, Board President - Le Verne G. Nacsee, Execntive Dircctor

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

February 27, 2013

CVS Pharmacy #4418

8501 Fort Smallwood Road
Pasadena, Maryland 21122
Attn: Lawrence Kotey, P.D.

Re:  Permit No. P05464
Notice of Deficiencies, Recommended Civil Monetary Penalty, and

Opportunity 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 with
federal and state laws regarding the operation of a pharmacy. The Ingpection 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
already completed a technician training program. The Board’s records indicate that, to
date, the pharmacy technician is still not registered.

I. FINDINGS AND CONCLUSION

The Board adopts the findings of deficiencies as set forth in the Pharmacy
Inspection Report dated June 13, 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 Occ. Art. § 12-403(b)(1)
and § 12-6B-01.
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. 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
civilmonetary penalty is based are enclosed with this letter on Pharmacy Inspection Report
dated June 13, 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.
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lil. 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
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,
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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 Inspection 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 contatned in this letter, please
contact Vanessa Thomas Gray, Investigator, at 410-764-2493.

Sincerely,
4/ AN+ .
/ \/ s A /A
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(] A/ \ARAAT p? b (/A

LaVerne G. Naesea
Executive Director

Attachment

cc:  CVS, Director of Regulatory Compliance
Linda M. Bethman, Assistant Attorney General, Board Counsel
Vanessa Thomas-Gray, Compliance Investigator
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e i P05464 Inspect on paga 6/13/2012
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Aitival time 2:00PM Departure Time 4°30PH

~. CENERLL ‘FORN AT10.¢
Yes The Pharmacy hours of operation are Prominently displayed if the Prescription area js not open the same hoyrs as the eslabhishment

= 1Eramsy loyrs m-F 8AM-10PW Saturdey 9AM-6PN; Sunday 10AM-6P;
Yes All permyts, licenses, apd fegistrations are posted conspicuously. HO §12-3'1, Ho §12—408(b) and HO §12.6B.0g
DS Regist ations 474813 CDS Exp. Date 02/28/2013 DEA # BR3926358 DEA Exp. Dat 12/3- 12013
No The Phamacy perform sterile €ompounding. (if yes, complete Sterije Compoundmg Inspection Form) cComAR 10.34 19
No The Phamacy provides services to Long Term Cgre facilities or assisted hving facilities, (If yes, complate Long Term Care Inspec on Form)
ComARr 10.34.23
Vo The Phermagy filig originaj Prescription rece.ved v:a the intemet
Yes The Phamacy il original prescripiions via e-prescribing
No The Pharmacist fifls mail order Prescriptions

If yes to any of the above, how do pharmacisis verify that a reja: onship ex:sts between the patient and the prescnber 4G §21-220, co, AR 101903 02

lomments FORMER EMPLOYZE'S ICENSES AND REGISTRAT Ons ARE STILL POSTED

A PERSON: EL (Cova 0.34,03.0 )
Name of Pharmac st/Manager who s charged witl: ensyr g compl ance wit g applica e laws LAWRENSE KOoT.y

Pharmacist Employees

T L S TR Y D gy 1

1429 SASTRY JONNALAGA 06/2013 A

“6918 KOTEY LAWRENCE 09/2012 A

SEEIC 0y ] Lt Mergsz s ] e / RS
T07892 DITTMAR Lisa L 9/30/2013
TJ3790 WITHROW ANNA W 12/31/12072
T07448 MCVEY GINA U 212812014
T00439 Nye Kim D 11/30/2013
T08793 SOWARDS GLORIA J 1/31/2013

ToB9G<; CARVEY JULIAYK A R 8/31/2012



Unlicence Nz Tislo Drier
Per_onnel: CHARLES CARNES TRIANING TECH FiLLS, ENTER RX -
HEATHER SPENCER TRAINING TECH ACCEPTRX FROM A, o )

Commec iy, BRITTNEY WILLIAMS - CASHIER. BOTH TRAINING TECHNICIANS ARE ON DUTY DURING INSPECTION AND WERE oBSER- [R)
IN PERFORMING DUTIES LISTED ABOVE
3. PERSOWy ‘EL TRAINING
Yes There are policies and Procedures to Specify duties thal may pe performed by unlicensed persannel under the supery, Ston of a heenseq
pharmagyst COMAR 10.34 21.03A ang and 10.34.21.05
Yes All Unlicenseg petsonnel who perform tasks in the pharmacy recewe documenteq Iraming for the lasks th
All parsonne) have receeqd traming in (checi ajf that apply):10.34 21.038 (3)-(4)

Yes Main(aim’ng records Yes Patient conﬁden(:amy Ves Sani(a(ion,hygnene. nfection Controi
Yes Biohazarg Precautiouys Yes Patient safety and medication errors COVIAR 10, 34.26.03

Comments SEE TRAINING TECHNICIANY DocumENTS ATTACHED

4. SECURITY COmAR 10.34,05
Yes The Pharmacy s designed to prevent unauthorizeg entry when the Prescription areg j5 closed during any per.od that the fesl o the
‘AR 10.34.05 02A(5)

establ shment 5 open If yes, briefly describe how access jg restncled Cop
METAL GATES AND LOCKED DOOR
Yes The bhamacy and/or pharmacy depanment has a security system COMAR 10.34.05 02A(2)
Yes The permit holder shajf prevent an individual from being s ipti
A (3)

Commenzs OK

8. FYsiIcAL F:EQUIREMENTS ARD EQuUIPMENT
Yes Pharmacy area is clean, neal, and organized HO §12-403(b}(1 1)(un)2
Yes The pharmacy Provides g compounding Service (non-sterje Pracedures)
Ifyes, the pharmacy Maintains €quipment that enables it (o prepare and dispense Prescriptions propenly v hn g Stope of pract.ca
.02

Yes  COMAR 10.34.07
Prescription bajance and weights, or 5 brescrption palanee with equivalen; or superior sensilivity COMAR 10 < 0701A

Yes The Medication refrigeraror(s) contain only Prescription ang OTC items COA AR 10.34.07 018

The medication rein‘geralor(s) have a thermometer and the current temperature g between (36 . 46 F) usp COMAR 10 3¢ 07 018 Temperature:

Ng
Ves The current temperature of the phammacy department s between 59 ¢ 86 F. COMAR 10.34 05 024 Xa) Tempersiyre. 32F, 40F, 40F , 18F
NIA If the Phamacy stocks Medications requiring freezing, the freezer js Temperature: 70F
Maintained at temperatures fequired by the Medications storeg within it NA
Yos The pharmmacy maintams af gy times a cument reference library that s appropriate {0 meet the needs of te praclice Sdecialty of that phamaacy
and the consumers the pharmacy Serves HO § 12—403(b)( 10)

Yes The pharmacy has online fesources. HO §12~403(b)(15)
Comivients: TWO OF THE FOUR MEDICATION REFRIGERATORS WERE BELOw THE REQUIRED RANGE NO MEDICATION ARE STORE
T

‘es Prescription files for each Prescnpt'on prepared ordispensed are Madie and kept op file for at least 5 years, HO § 12-403(b)( 13)() HO §12.
403(b)(13) The foliowing label requirements are met if a drug is dispensed Pursuant to Prescription. HO §12-505

Yes The name and address of the Pharmacy; Hg §21~221(a) (1) Yes The seriaf number of the Prescription, HG §21-221(a) (2)
1-221(3)(3) Yes  The name of the Prescriber; HG §21-221(a) (4)
Yes The name and Strength of the drug or devices; HO §12-505(c)

‘s Thedirections for yse, HO&812-505b)2)(i) ang HE821-2216a15)) Yes The requingy cautionary statements or auxiliary labels;HG§21-2211a)(5). )
Yes  The hame of genenc Manufacturer: ang HO §1 2-504(d) (2) and §12-505(c) (2) Yes The expiration date is indica ed. HO « 2-505(0) | 2)
Yes The Pharmacisi ang data entry technician initiats are op Prescriplions COMAR 10 34 0801

5 Originaj prescriptions are dispensed within 120 days after the issue gate HO §12.503

Comments: OK

QUL iy ASSURANCE . PLTIENT SAFETYY, "EDICATIC ERRORS



e are witien palicies that inform paiienjs of the procedures |o folioyw when feporiing a suspected Medication error to the permit holder,
.26 02

Yo The pharmacy Maintains a minimym of 2 continuous years of records clearly demonslraling the content of annual educationg| Irining provided to
Leth member of the Phamacy staff involved in the maedic. tion delivery system fegarding the role ang fespons.bilily of Phammacy s aff in Prevemumng
mudication crrorg COMAR 10.34 26.038

Y s There 1s an ongoing qual.ty assurance program {hat documenis the competc ney and accuracy of ajy assigned t isks COMAR 10 34 2 (1]

Comniat;: CAN'T LOGATE ABOVE POLICIES

7. CONFIENT:S TY
Mg Confldenualny is man'ained the creation, storage, access disposal and disclosure of patient records. HO§12-403(b)(13),COMAP 1034 10 03A . nc
HiPAA Regulalions
Ves Any dentifiable intormation contained in 3 patient's record | not disclosed unless authorized by the patient, or an order of the court oras authorizecg
Pursuant to HG $4-301 through $4-307 COMAR 10.34, 10.038
K

Coimmen,s: Ol

8. INVEL TORY CORTROL PROCEDURES
Yes The Pharmacy maintains invoices as required by faw for accurale conlrol ang accountab ity of aif phamaceuticals COMAR10 3¢ 2¢ 03
Yes The Pharmacy has = procedure in place for femoval of ail expired drugs (both prescription and OTC) comaR 19 34.12.01

Co-ments: oK

0. CONTT0LLED SUBSTAKCES
Power of Attorney 16918 A KOTEY LAWRENCE
Yes The phammacy has a fecord of the most fecenl required biepnja) Inventory of Schedule 11V controlied substances CQ/ AR 10 19 03 058
Inventory daje, 04/30/2011

? ennig Inventory completeq o Close
Yes The inventones and records of Schedule II-y drugs are maintained and readily avaslable. COIAR 10 19 03.05and 21 CFR 130 03

Yes Records are kept of all receipls of conlrolled Substances entered into the phamacy inventory (includ ng DEA Fom 222 or CSos
orders). COMAR 10.19.03.05

Yes There are writien policies and records tor return of CIi, Cli1.yv

Yo Hare Copy or electronic prescr.ption files are Maintains chronolog.’ca"y far 5 years (CDS-Fed Law)

Ves Schedule i controlled substances are disperseqd throughout the stock o7 non-controlled subsiances or storea n such 3 Manner 25 0 obs ryct

Yes All controled substances ptescnptioﬁs besr the name ang address of the prescriber and patien; COMAR 10./9 03 07D (1)

Yas "he perm hoider or Sharmacst designee(s) has wriiten policies and Procedures for invastiga ng discrepanc es and reporting o t1e or loss
CONMAR 10 19.03 128 (4)

Comnmanig; OK

AT FTED MEDICATION SYSTEMS (IF Mo, goto; - 2)
No The facility uses any avtomated device(s) as defired .n COIAR 10, 34.28 02
Policies and procedures exist for (check ali that anply) COMAR +g 34.28.05
Yog— There are documented contingency plans for continumg Operations in an emergency and for disaster fecovery of required records

/{ {/,\'WA Operation of ihe syslem NIA Train.ng o* personnel using the system  NA Opeiations dunng sys >m down e
(,/?\IIA Conltrol of access to the cevice N/A Accaunting or medication addeq and removed from the sysiem
N/A Sufficient saleguards are jp place to ensure accurae replenishment of the automated Medication system

Adequate recorgs are maintained for at least two years addressing the following (check all that apply) COMAR 10, 34.28.11

NIA Maintenance recorgs /A System failure reports, NIA Accuracy auds.

N/A Quaiity Assurance Reports. N/A Reports on system access ang changes in accgss N/A Traning records
Devices installed after Sept. 1, 2003 operate in a manner to limit simultaneoys access to multiple strength, forms ang drug entities ang Minimize 1he
potental ror Misiden.sica, on o7 medications, dosages and dosage forms accessed from the aulomatec! Mmedication system, COMAR 10.34.28.04

\ The Pharmacy has fecards documents of other evidence of quality assurapce program fegarding the automateq medicatio sys em 1
accordznce w;h the feguiremen,s of CONMMAR 10.3¢ 28



Con micnls:  NA

“2. OUTSOURGING {(FNo, go io, 1 3)
Preparahion of medication or performs outsourcing funclions for other pharmacies COMAR 034 0 02

No he lacility oulsources the
N/A The facility seve ; ay a primaty pharmacy oulsourcer lo ofher pharmacies COMAR 10 3404 02
A The facility serves as a secondary pharmacy. COMAR 10, 34 0402
/ The permit holder employs an outside agency/business enlity for the prowision of any Pharmacy senvices, inciusive of staffing remole order entrv
2nd manageme nt I yes, COMAR 10 34.04.06€
MName of Agency: NA
Siale of Incompor. tron ~ /a
Sevvice contracled N/A
MD Licenseft N/A

Co “wents: NA

N/A The permit holde; has witlen policies and procedures fo specily the duties that may be performed by outside personnel. COMAR 10 34 21 038 (3)

If the Phamacy outsources a prescription order.

WA ‘The original prescription order is filed as a prescription order at the primary pharmacy COMAR 10 34.0: 06D
AY/2Y Written policies exist for mamtenance of documentation fegarding transier of Prescription records COMAR 10 34 04 06
/A Documentation 15 mamtained, including the names and locations of the phamacies. names of phammacisis and a record of the preparz. ons
made COMAR 10 34.04.03 and .05
The nharmacis; from the primary pharmacy documents the following i a readily retrievable and idenif : ble manner (Check all iha: apply) COMAR 10, 34 04 .06
NIA ihe prescriplion order was Prepared by a seconcary pharmacy
/A The name of second pharmacy
A The name of the pharmacist who transmitled the Prescription order (o the secondary pharmacy
N/A “he name of the pharmacist a' the secondary Pharmacy to whom the prescnplion order was transmutted if the transmission occureq ih an oral rianne
A The dale opn which the prescription order wag transmitted to the secondary pharmacy
N/A The date on which the preparation was sent to the Primary pharmacy
A The primary and secondary pharmacies are both licensed in the Sta'e o1 Maryland of operaled by the federa| goveiniment COMA > 10 34 04 06F
/A The primary pharmacy maintamns, in a readily retrievable and denii iable Manner, a record of preparaions receved from secondary
pharmacy. COMAR 10.34.04.06G

he permit holder at the secondary pharmacy maintaing documentation 1 a readily re. 1levable ang iden fable n.nner v YC1 nc'udes (checl al

12" apply) COVAR 10 34 04.07

1A Thai the prescnption order wag transmitted from anoiher pharmacy,

A “he name and information identifying the spectfic location of the primary pharmacy

A ~“he name of phamacist who lransmitted the prescripton .o the secondary p rmacy if the transrission occuried in an oral manner
A The name o the pharmacist at the secondary phamacy who accepted the ‘ransmitted Prescription order

A The name of the pharmacist at the secondary pharmmacy wio prepared the prescription order
VA The dzte on which the prescription order was received a. ‘he secondary pharmacy
VIA The date on which the prepared product was sent to the pr.mary phamacy 1 i was sent back o the primary pharmacy

v Recommended 3est Praciices:

‘ps A perpetual mventory is maintained for Schedule If con'roleq subs.ances, (Recommended)

‘es There are documented con'ingency plans for continuing opera'.ons in an emergency «rd for disaster fecovery of required recorcls

e.
38 The pharmacy maintains fecords of all recalls, See Www.recalls.gov

stector REVIEWED “NTIRE INSEPCTION REPORT WITH LAWRENSE KOTEY, RPH AND ANNA WITHROWY, CPHT. ig:gDCUT ED Cll AUDIT,
mmen s: ONE MINOR DIFFERENCE FOUND, ADDERALL xR 20MG (319/318), +1 EXCESS. spoT CHECKED MEDICATL



PER IS INSPECTTON 1) MAKE SHRE AL FORMER EMPLOYEL'S LICENST'S
AND REGISTRATTIONS ARL REMOVED., 2) MAKI SURE ALL MEDICATION
RITRIGERATORS ARE WITHIN THE REQUIRED RANG OF 36F-46F 3) SIGN,
AND DATE ALL CIII-V INVOICES ON THE DAY OF RECEIVING &) ADJUST ThI:
PERPETUAL INVENTORY OF A ERALL XR 20MG TO REFLECT 1112 CURREN
COUNT 4) TORWARD THIE MISSING POLICIES IN #7 TO MD BOARD i
PHARMACY, ATTENTION YIN CHAN BY 06/20/2012,



CONTROLLED DANGERQT S SUSCTANCES WORKS-RE3T
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Phaim. oist Signature -’LU Pharmacist Printed hame LAWRENSF KOTEY
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