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VIA REGULAR & CERTIFIED MAIL, RETURN RECEIPT REQUESTED
ARTICLE #7011 3500 0000 7160 2319

February 19, 2013

CVS Pharmacy #1444

7300 Washington Baltimore Boulevard
College Park, Maryland 20740

Attn: Angela Odunlami, P.D.

Re:  Permit No. P05177
Notice of Deficiencies, Recommended Civil Monetary Penalty, and

Opportunity for Hearing

Dear Ms. Odunlami:

On May 23, 2012, an inspection was conducted by the Board of Pharmacy (the
“Board”) to determine if CVS Pharmacy #1444 (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

I. FINDINGS AND CONCLUSION

The Board adopts the findings of deficiencies as set forth in the Pharmacy
Inspection Report dated May 23, 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

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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ill. FOLLOW-upP INSPECTION

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
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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
Présent 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

of the civil monetary penalty, this Notice will constitute the Board’s fina| action with respect
to the Inspection Report dated May 23, 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 41 0-764-2493.

Sincerely,
.// ! .fJ f P

(’( . A i
r

LaVerne G. Naesea
Executive Director

Attachment

cc:  Susan DelMonico, CVS Corporate
Linda M. Bethman, Assistant Attorney General, Board Counsel
Vanessa Thomas-Gray, Compliance Investigator
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COMRMUNITY PHARBMACY IMSPECTION REFORT
Permit; P05177 nspection Date 512312012
Inopection Resal: Previous Insp. Date: 51412011
Ti’})(: of m!‘;pecﬁom Annuzl :;:':; TIAVIASIGNGTON EALTINONL BOULLYARy fuutclrﬂlmlﬂ&n fnnpector JeannellM
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Artivel firne 12pm Departure Time : A,
1. GENERAL ENFORMIATION
Yes

The pharmacy hours of operation are prominent
Ph.:«"amcy Heurs pf.¢ Sam-9pm

Yes All permits, licenses, and tegistrations are post

COS Regisiration i 470118 CDS Bxp. Date 12/31/2013 DEAS AP2321038 DEA B, Daz 1213112013
Vo The pharmacy perform sterile compounding. (If yes, complete Steyile Compounding Inspection Form) COMAR 1 0.34.19
o The pharmacy provides services to Long Term Care facilities or assisteqd living facilities. (It yes, complete Long Term Care Inspection Form)
COMAR 10.34.23
lo The pharmacy filis original prescription raceived via the internet,
'es The pharmacy fills original prescriptions vig e-prescribing.
'o The pharmagist fills mail order prescriptions,

IFves to any of the above, how d
phamazey verifiss
Linmients

0 pharmacists verify that a relationship exists between the patient and the Rrescriber. HG §21-220; cosr 10.19.03.02

PERSONNEL (COMAR 10.34.02.05)

Nzame of Pharmacisthanager who is charged with ensuiing compliance

it all applicable laws
Pharmacist Employees
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Yes There are policies ang Proceduresg to Specify duties that may pg Performeqd by unlhcenseq Personne| under the Supervision oia licenseq
Phamacisy. COMAR 4 0.34.21 -03A ang and 1 0.34.21.05
Ye: All Unhcensed Personne| who perform tasys in the pharmacy receivg documente training for the tasks they perform Comar 10.34,21 03B(1)
Alf personnel have received training i (check gy that apply):10.34.21 -03B (3) (4)
Ves Malntaining fecords Yes Patient Confidentia)jty Yes Saniraticn,hygrene, infection Controj
WA Biohazarg Brecautioyg Yes Patient safety ang Medication €rrors COpMAR 10.3¢4 26.03
Comments

< SECURITY CoOmAR 10.34.05

Yes The pharmacy is designed to prevent Unauthorizag ent|
o establishmeny is open. Ifyes, briefly de

Gates; Cameras; Alarm System

Yes The pharmacy and/or pharrnacy Separtment has 2 Security System. COMAR 10.34.05.02A(2)
Yes The Pemit holde, shall Prevent an individya) from being j

Cing in the Prescription 8rea unless g Phamyacisg is rmmediately availap,
Provide pharmacy Services, COMAR 10. 34.05.024 (3)
Comments

Y when the Prescription area js closed during any periog that the rest of the
Scribe how access jg restricteq, COMAR 10.34.05, 02A(5)

yes, the pharmacy Maintainsg equipment that enzbles jt to Prepare ang dispense Prescriptiong Properly within !is scope of Prectice.
Yes OMAR 10.34.07 ¢,
Ves he pham‘racy has a Class A Prescription balance and weights, or 5 Prescription balance with €quivalent of Superior Sensitivity COMAR 10 34.07.014
Yes The pharmacy has hot ang cold running water
Yas The Medication refnoerator(s) contain only Prescription and OT¢ items, COMAR 1¢ 34.07.018
Yes The Medication refri

rrent temperature is between (36 - 45 F)usp COMAR 10.34.07.018 'f'empera[‘uc'e.'

een 59 t0 g6 ConaRr 10.34.05 02A(1 M) T CMparatupg,; 36F: 38F; 421
VIA If the pharmacy stocks Medications rg Uiring freezing, the freezer is Temperature: 69F
Meintaineg at temperatures fequired by the Medicationg stored within j¢.
‘es The phannacy Maintaing a¢ all times 4 Current reference library that is aPpropriate ¢o Meet the neegs of the Practice Specially of that phannacy
and the Consumers the phamracy Serves. HO § 12-403(b)(10)
€s The pharmacy has online fesaurces, Ho §12-403(b)( 15)
Co.’nments:

P .’-?ESCRIPTION LABE NG FILES AND STORAGE

'S Prescription files for each Prescription Prepared or g; ept on file for atleast 5 years. HO § 12-403(b)(13)(i) HO §12-
403(b)(1 3) The following labe| lequirementg are met jf g drug is dispenseg Pursuant tg 5 Prescription, HO §12.505
Yes The name and addresg of the pharmacy; HG §21-221(a) (1 Yes The serig; Number of the prescriptr’on; HG §21-221(a) 2
Yes  The date the Prescription wag filled; HO 12-505(b) (1) and Hg §21-22 a)y3) Yes The Name of the Prescriber; bG §21-221(a) 4)
T H Yes The name ang Strength of the drug or de_v_ices,' HO §12~505(c) B

S The directions for use; HO§1 2_505(,,)(2)(,-;) and HG§21-224 (ax5)(ii) Yes The required Cautionary Statements o auxiliary Iabels;HG§21-221(a)(5)(m‘)
‘es  The Name of generic manufacturer. and HO §12-504(d) (2) and §12-505(c) (2) Yes The eXpiration date js indicateg: HO §1 2-505(p) (2)

‘s The Pharmacist and data entry technician initials are on Prescriptions, COMAR 10.34.08.01

Originaj Prescriptiong are dispenseq within 120 days after the issye date, HO §12-503
Omments:

Cationg| fraining Provided to
i i dication delj stem fegarding the role ang responsibitity of pharmacy staff in Preveniing,
Medication errors. COMAR 10. 34.26.038



v,

25 There is gp ongoing quality assurence Program that documenis the Competency apg accuracy of z)f assigned tasks, CQ 4AR 10.34.21 03E
Commcmts:

8. CONFIDENWALTY
Yes Conﬁdentiality is maintained ip the Creation, Storage, access dispoga) and disclosure of patien records, HO§12—403(b)( 13),coninm 10.34.70.03, il
ions

Yes Any identifiable information Contained in 2 Patient's record is nog disclosed unless authorizeq by the patient, or gn order of the court or ag auvthorixcc
Pursuant to Hg $4-301 through $4-307. COMAR 1 0.34.10.03p

Comments:

2. '\JVE!\?TGR\" CONTROL PROCEDURES
Yes The pharmacy Maintging invoices ag Tequired by Jay for accurate control ang accountability of all z:iharmaceuticais. CGMAR10.34.24. 03
Yes The pharmacy has a Proceduyre in Place for removel of gy expired drugs; (hoth Prescription zng oT1c) COmMAR 10.34.12,04

%, CONTROLLED SUBSTANCES

Power of Attorney 16502 A ODUNLAWY ANGELA,
Yes The phannacy has a recorg of the most recent requireq biennia) inventory of Schedule -y controlled Substances, COMAR 1 0.19.03.055
Inventory date: 04/30/2011
Biennig inventory, sompleted 5 Close
Yes The inventorieg and records of Schedyle v drugs are Maintained ang readily availapye, COMAR 10, 19.03.05 and 27 CFR 1 304.03
Yes Records are kept of a1 receipts of controlleg Substances entered info the Pharmacy inventory (including DEA Form 222 of CSos
R 10.19.03.05

Yes There are written poficies and records for return of cj, Ciir-y.
Yes Hard copy or electronic Prescription fijeg are maintaing chronoiogicaiiy for 5 years (CDS-Fed Law)

Schedule ] confrolled Substanceg are disperseq tnroughout the stock of non-controlleg Substanceg or stored in such 2 manner as i obsiruct
theft or diversion, ComaRr 10.19.03.128 2

l'n{;
fes All controlled substances Prescriptions bear the Name ang address of the pPrescriber ang Patient. Cownar 10.19.03.07p (1)
‘es

The PEIMIE holder or pharmacist designee(s) has written policies ang Procedures for inves('igating discrepancies and feporting of theit or loss.
OMAR 10.19.03.128 (4)

E.‘cemments:

Jo The facility uses any automateq device(s) as defineq in COMAR 10.34.28.02

Policies ang Procedures exjgt for (check gy that apply): COMAR 10.34.28 05

‘es There gre documenteq contingency plans for continuing Operations in ap 8mergency ang for disaster fecovery of requireg records,
N/2 Operation of the system NIA Training of Personneg| using the system A Operations during sysiem doentime
N/a Control of access to the device, N/A Accounting for Mmedication added ang removed from the system
Nea Sufficient safeguards are in place to ensure accurate replenishment of the automated Medication System,
fyes, describe safe guargs, ComAR 10.34.28.05
Adequate records are Maintained for at least twop Years addtessing the foiiowing (check al that apply). COMAR 10.34.28.11
N/A Maintenance recorgs, NiA System failure reporgs, NA — Accuracy audits.
N/A Quality Assurance Reports, NIA Reporis on System accesg and changes i access NIA Training fecords,

Devices installed after Sept, 1, 2003 Operate in g manner to limi¢ simultaneoyg access to Mmultiple strength, forms ang drug entitieg and minimjze the
Potentiaf for misidentiﬁcation of medications, dosages and dosage forms accessed from the automated medication System. COMAR 1 0.34.26.045

The pharmacy has records, documents or other evidence of 5 quality assurance program egarding the automated Medication system in
accordance witp the requirements of COMIMAR 10.34.28



Comimes

2, OUTSOURS G (if No, go oy
Vo The Tacility oy sources the Prepzrztion of Medication gr Performs oufsourcing unctions for olher phemmacies, COvAR 10.34 04 02
N/A, The facility serves as a primary Pharmacy outsourcer tp other pharm: cies. COMuR 10.34.04.02
NA The Tacility serves asa seconcary pharmacy. COMAR 10.34.04.02

/2 The permit holder employs an oulside agency/ousiness entity for the Jrovision of any Pher.'nacy se
and Mmanagement, 5 yes, COMAR 10.34.04,05E

Name of Agency:
State of Incorporetion:
Service Contracted:
License#

ivicss, inclusive Of siafiing remole order entry

Comments:

NA The permit holder has written palicies ang Procedures to Specify the dyticg that ma ! i

NiA The origina| Prescription orger Is filed ag g Prescription order at the Primeary pharmacy. COMAR 10.34.04.06p
N/A Written Policies exist for Mmaintenance of documentation fegarding transfer of pre:
Nia Documentation IS maintziney ;

04.03 2nd .05

The Pharmagist from the Primery pharmacy dacuments the following in e rez ily retricvable gng identi
N/A The Prescription order was prepared by a Secondary oharmacy
N The name of second pharmacy

N/A The name of the Pharmacist who transmitteg the Prescription orger to the ) a

NA  The hame of the Pharmacist at the secondary Pharmacy o whom the Prescription orger Wes transmilteq ifthe transmission occurec’ in an ora| Mmanner
NA The date on which the Prescription order Was transmitieg to the secongs

/A The date on which the Preparation yyag sent to the Primary Pharmacy.

NIA The primary ang secondary Pharmaciag are hoth licenseq in the State of Meryland or Operaied by the federa] government, Comar 10.34.04.05
NIA The brimary pharmacy Maintaing, in g readily retrievaple and identifizbja Manner, a recorg of Preparationg feceived from Secondary
pharmacy.COMAR 10.34.04.05¢
The pemit holder s¢ the Secondary phannacy Mmeintajns documentation ng readily Iefrisvabls ang identifiable manner, which includes (check ay
that apply): COMAR 1 0.34.04.07

JA That the Prescription orgar was transmitteq from another pharmacy.
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ector Removeg: Temazepam 7.5mg exp 4-12; Solodyn 135mg exp 3-12; Ropinirole 0.5mg ¥p 3-12; Rynatan oxp 4-12 (2 bottles); Nortriptyline
ments: 75mg oxp 4-12 (2bottles). Be sure that all Prescriptions haye the Prescribing doctor that signed the Prescription on labels. Al full time
phamagist and technicjang must post thejr signed original Iicenselregistration in the pharmacy. Al part time pharmacist and technicians can

f C : : Cy does not haveaphannacy Manager. No discrepancieg with Cll aygit, Reviewed
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WORKSHERT

Date of Inspectiop.: =231
Pharmacy. ( yga¢ J4f

Permit #1: 905 P05 ?7*

Rxit 532148,
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S
SCHEDULE I AUDIT
== L AUDIT
Drug
Date of [ast lnspectzon/B:enmaI
—_—
Amount at Jagt ; mspect:on/b:enmal (A)
Purchased since © Inspeclion/bienniy) (B
Tota] j Inventory C)=A+B
Quﬂ:n.u._y dlspur‘sed (D)
=
Sxpected nventory g (B)=c_p
Quantity on Hand (F)
—_—
D:screpancy G)= (F-E) or (E-F)
Excess Shortage

INVOICE REVIEW
L KL VIEW

PRE?CRIPTION REVIEW
T RO REVIEW
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ist Printe 2la Odunlami
Pharmacist Signature: Pharmacist Printed Name Angela

. - e
Inspector Signature: /M(/ﬂ/z’l@%— WC%@» { L’i Date: 5-23-12

MAY IMPAIR ABILITY fouste
MACHINES 1)SE CARL UNTIL
FAMILIAR WITH EFFECTS

MAY CLUSE DIZ /INE 55 = o -
DO NOI CHLW OR ¢ RUSH REFORE E METADATE CD 30 MG

¢ 5| f—
SWALLOWING == CAPSULEF
RPH. Angela Oduntami E TAKE ONE CAPSULE BY
Orig: 04/09/2012 ==
Dovefilled: 052312012 = MOUTH EVERY MORNING
Discard After: 05/23/2013 =
this is SWHITL g H BRSWH, ) — X L
3?;2:?;.'.‘:;‘: ﬂ-\:.f#l\f. :z;g'u\ér;::;‘l:i = Oty30 l Refiil: require authorization
other, —=—'

== Store Phone: (30 1)277-6114

s Illnl‘lM'lM'\ Rx # NSZ " 442
CAUNON Fifof hat mwrnamnunm TANSFIN
SR A RO TR Taiasgiing Prescriber: MECOLE F WASHI s 106
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