MARYLAND BOARD OF PHARMACY

4201 Patterson Avenue® Baltimore, Maryland 21215-2299
Mitra Gavgani, Board President — Deena Speights-Napata, Executive Director

& % Department of Health and Mental Hygiene
| = Larry J. Hogan, Jr. Governor — Boyd K. Rutherford, Lt. Governor — Van T. Mitchell, Secretary
S/

VIA REGULAR & CERTIFIED MAIL, RETURN RECEIPT REQUESTED
ARTICLE #7013 1090 0000 3937 6957

July 1, 2016

CVS Pharmacy # 1514

3611 Bladensburg Road
Colmar Manor, MD 20722
Attn: Elizabeth Hayden, R.Ph.

Re: Permit No. P05234, Case #PI-16-190
Notice of Deficiencies, Recommended Civil Monetary Penalty, and
Opportunity for Hearing

Dear Ms. Hayden:

On April 5, 2016, an annual inspection was conducted by the Board of Pharmacy
(the “Board”) to determine if CVS Pharmacy #1514 (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 compliance with regulatory requirements pharmacy
technician registration. Specifically, the Pharmacy had a pharmacy technician performing
delegated pharmacy acts without a Board registration. The Board’s records indicate that
the technician is still not registered to date.

I. FINDINGS AND CONCLUSION

The Board adopts the findings of deficiencies as set forth in the Pharmacy
Inspection Report dated April-5, 2016, and attached as Exhibit A.
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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(c)(1)
and § 12-6B-01.

1l. 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
civil monetary penalty is based are enclosed with this letter on Pharmacy Inspection Report
dated April 5, 2016.

In determining the recommended civil monetary penalty, the Board took into
consideration the aggregating and mitigating factors outlined in COMAR 10.34.11.08.

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 the follow-up inspection indicate that the Pharmacy has further
deficiencies, 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 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, Compliance Specialist, Maryland Board of
Pharmacy, 4201 Patterson Ave., 1%t 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 be
represented by counsel, to subpoena witnesses, to call witnesses on your own behalf, to
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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.

Please mail the check or money order to:

Maryland Board of Pharmacy
P.O. Box 2051
Baltimore, MD 21203-2051

NOTE: Please include the case number, PI-16-190, on your check or money order to
insure proper assignment to your case.

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, April 5, 2016, 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, Compliance Investigator, at 410-764-2493.

Sincerely,

/Qfﬁmu
Deena Speights-Napata
Executive Director

cc: Linda Bethman, AAG, Board Counsel
Bill Irvin, R.Ph.
Director, Regulatory Affairs
CVS Corporation
13 Commerce Avenue
Londonderry, NH 03053

Attachment
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MARYLAND BOARD OF PHARMACY
4201 Patterson Avenue o Baltimore, Maryland 21215-2209 iy / ? ) > ( ,é
Mitra Gavgani, Board President — Deena Speights-Napata, Executive Directorf
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COMMUNITY PHARMACY INSPECTION FORM

Corporate Pharmacy Name
Pharmacy Name-Doing Business as (d/b/a) or Trade Name VS PHARMAGY 1514
Street Address 3611 BLADENSBURG RD, COLMAR MANOR, MD 20722
Business Telephone Number 301-277-8667 Business Fax Number 301-277-1897
Inspection Date: 4/5/2018 Arrival Time:9:45AM Departure Time: 12:15PM
Type of Inspection: (3) Annual O Follow-up Previous Date: 6/16/2015

Name of Inspector: CHERYL JOHNSON

1. GENERAL INFORMATION

Yﬂ NDD The pharmacy hours of operation are prominently displayed if the prescription area is not
open the same hours as the establishment,
Pharmacy Hours M-F: o9 Sat: o8 Sun:_10e

Yea NoD All permits, licenses, and registrations are posted conspicuously. HO § 12-31 I, HO § 12-
408(b) and HO § 12-6B-08

Maryland Pharmacy Permit Number pg5234 Expiration Date: 5/31/2018
CDS Registration Number 470292 Expiration Date: 1/31/2019
DEA Registration Number BPQB90821 Expiration Date: 12/3/12016

YE"D No The pharmacy performs sterile compounding. (If yes, complete Sterile Compounding
Inspection Form) COMAR 10.34.19

YesD No The pharmacy provides services to Comprehensive Care facilities or assisted living

facilities. (If yes, complete Comprehensive Inspection Form) COMAR 10.34.23
YesD No The pharmacy fills original prescriptions received via the internet.
Yes NoD The pharmacy fills original prescriptions via e-prescribing,
YesD No The pharmacist fills mail order prescriptions,

If yes to any of the above, how does the pharmacist verify that a relationship exists between the patient
and the prescriber? 21 C.F.R, § 1306.04, HG § 21-220; COMAR 10. 19.03.02 and .07

Comments:

LONTACTS THE PRESCRIBER TQ VERIEY.
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2. PERSONNEL

Name of Phannécismanager who is charged with ensuring compliance with all applicable laws
ELIZABETH HAYDEN —_—
Pharmacist Employees License # Exp Date

A

LYANNA ALESHA BROWN 23666 8/31/2017
ELIZABETH HAYDEN 23619 1/31/2017

Registered Technicians Registration # Exp Date
CRISTINA CAMACHO T13884 6/30/2017

EKENE OKEKE T14758 9/30/2017

MISHIA SKEETE T12347 2/28/2017

MINYANA ROBINSON T15803 12/31/2016
\ —==Uelie

Unlicensed Personnel (non~mgistered) Duties

Title
THERESA PARRISH ( on duty) TECHNICIAN ASSISTS RPH
\ g S
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3. PERSONNEL'TRANNG

N/A There are written policies and procedures to specify duties that may be performed by
Yes n NOD D unlicensed personnel under the supervision of a licensed pharmacist,
COMAR 10.34.21.03 and 10.34.21.05

Yes{7|No D N/A D Maintaining records
Yes[/]no H N/A B Patient confidentiality
Sanitation, hygiene, infection control
Yesl/INo [T NALT  Biohagarg Precautions
Yes No D N/A D Patient safety and medication errors COMAR 10.34.26.03

Comments:
CVS LEARNET (COMPANY INTRANET) IS THE SOURCE OF MOST TRAINING

(COMAR 10.34.37)

Comments:

H Y DOE T LESALE DISTRIBUTE PER THE PHARMACIST ALYANNA
BROWN,

4. SECURITY COMAR 10.34.05

chNoD The pharmacy and/or pharmacy department has 5 security system. COMAR
10.34.05.02A (2)
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pharmacist is immediately available on the premises to provide pharmacy services,
COMAR 10.34.05,024 3)

Comments;
-EHARMACISTS HAVE ACCESS TO THE KEYS

5. PHYSICAL REQUIREMENTS AND EQUIPMENT

YuNoD Pharmacy area is clean ang orderly. HO § 12-403(v) (1 ) (ii)2.
Yes o The pharmacy provides 4 compounding service (non-sterile procedures),
Yes(/ NoD If yes, the pharmacy maintains equipment that enables it to prepare and dispense
prescriptions Properly within its Scope of practice, COMAR 10.34.07.02

YuNoD The pharmacy hag a Class A prescription balance and weights, or a Prescription balance
with equivalent or superior sensitivity. COMAR 10.34.07.01A

Yes NoD The current temperature of the Pharmacy department g between 59 1o g¢ degrees F.
COMAR 10.34.05.02A (1)(a)

Temperature_"f

Yes NODN/ AD If Ehe pharmacy stocks medications requiring freezing, the I?'egze'r is

Temperature o =

Yes oD The pharmacy maintains at all times a current reference library that js appropriate to meet
. the needs of the practice specialty of that pharmacy and the consumers the
pharmacy serves, HO § 12-403(13)(10)

Yes ENOD The pharmacy has online resources, Ho § 12-403(b)(15)

Comments:
ZOSTAVAX IN THE MED FREEZER, HOT WATER NOT COMING OUT OF THE FAUCET,
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6. PRESCRIPTION LABELING,

YeE NGD Prescription files for eac

for at least 5 Years,

The fol lowing labe] requirements are met

YHNOD

h prescri

The name and address ¢

FILES, AND STORAGE

Ption prepared
2-403(b)(13)(i)

ifadrug is dispensed Pursuant to g Prescription: HO §12

or dispensed are made and kept on file
HO§ |

-505

Yes NoD The serial number of the prescription; HG § 21-221(a)(2)

Yes m H The date the prescription was filled; HO § 12-505b)(1) and Hg §21-221(a)(3)
Yes| v |No The name of the prescriber; HG § 21-221 (a)(@)

Ya[/No[]  The name of the patient; HG § 21-221(a)(5)(3)

Yes[/INo The name and strength of the drug or devices; HO § 12-505(c)

Yes E NDB The directions for use; HO § 12-505(b)(2)(ii) and HG §21.22 1(a)(5)(ii)

Yes|y/ INo The required cautionary statements or auxiliary labels; HG § 21-22] (a)(5)(iii)

Yes ﬂ Noﬁ The name of generic manufacturer; and HQ §8 12-504(d)(2) and 12-505(c)(2)

Yes| /INo The expiration date is indicated; HO § 12-505(b)(2)

Comments:

NONE

7. QUALITY ASSURANCE - PATIENT s

Ym NOD There are written po

or other heajth care

Yes NoD There

accuracy of al] gggj

Comments;

licies that inform patients of the
a suspected medjcati

gn

AFETY / MEDICATION ERRORS

dure to follow when reporting

on error to the acist, health care facility,

4.26.03B
is an ongoing qualj

ty assurance Program that documents the Campetency and
ed tasks. COMAR 10.34.21.03E

NONE
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Y“E NoD N/AD The pharmacy Mmaintaing invoices

48 required by law for accurate contro)
and Accountability of 4y Pharmaceuticalg. COMARIO.34.24.03
Yes EN"D NIAD The Pharmacy pgg a pr i

ce for remoya) of all expired drugs (both
Prescription and OTC). COMAR 10,34, 12.01

Yes D Na D N/A E The Pharmacy maintains recordg of wholesale distribution 1o other phammacies
Separately from jts other records, COMAR 10.34.37,03

The Pharmacy maintains recordg of wholesale distribution to wholesale distributors
N
e D OD A E Separately from jts records of wholesaje distribut.

ion to other Pharmacies, COMAR
10.34.37.03

ﬁmm.m 

10. CONTROLLED SUBSTANCES

Power of Attorney euzagery HAYDEN

Yesm NoD The Pharmacy hag o reco
V controlled Substan

Inventory date. 41302015
Biennja| Inventory completed at o Openjng or

Substances. op stored in

T as to obstryct theft or diversion, COMAR
10.19.03.12B (2)
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YesNDD All controlled substances prescriptions bear the hame and address of the prescriber and
patient. COMAR 10, 9.03.07D (1) '

11, AUTOMATED

MEDICATION SYSTEMS Yes| |No (if No, go to #12

Yes DNOD N/A The facility uses an automateq device(s) as defined in COMAR 10.34.28.02.
Policies and Procedures exist for (check all that apply): COMAR 10.34.28.04A

Yes No
Yes No
Yes D No D
Yes No
Yes No

N/A Operation of the system

NA [v] Training of personne] using the system

NA Operations during system downtime

NA [/] Control of access to the device

NA [ /] Accounting for medication added and removed from the system,

Yes DNo N/A Sufficient safeguards arg i Place to ensure accurate replenishment of the automated

Adequate records are
COMAR 10.34.

medication system, If yes, describe safe guards. COMAR 10.34.28.06

maintained for at |east two years addressing the following (check aj that apply),
28.11

e[ ] vo[7] vaf7] Maintenance records,
mDmD NA[7] System failure reports,
ve[ ] Nof ] NA[Y] Accuracy audits,

mD NoD NA[7] Quality Assurance Reports,
Y Nof | niafy Reports on System access and changes in access,
Yo INo[ | Na (7 Training records,

Yes DNOD N/A Devices installed after September 1,2003 Operate in a manner (g limit

simultaneous access to muitiple strengths, dosage forms, or drug entities, and
minimize the potential for misidentification of medications, dosages, and dosage
forms accessed from the automated medication system, COMAR 10.34,28.048

Yes DN° D N/A The pharmacy has records, documents, or other evidence ofa quality assurance

Comments:

Program regarding the automated medication System in accordance with the
28

N/A
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12. OUTSOURCING Ve[ INof7] e, g0 to #13)

\’esD NoD N/A The facility outsources the Preparation of medication or performs outsourcing funetiong
for other Pharmacies, COMAR 10.34.04.02

Yes DNO D N/A The . acility serves as 5 Primary Pharmacy outsourcer to other phamacies, COMAR

Yes[ o[ ] NVAIY]  The ity serves ag g secondary pharmacy, COMAR 10,34,04,0
Y“D No D N/A The permit holder employs an outside agency/business entity for the Provision of any

If yes: Name of agency, state of incorpomtion, service contracted, and State of Maryland
icense/Permit Number: Co 10.3

The original Prescription order js filed as a Prescription order at the primary pharmacy,
Yes[ o [ Al/] COMAR 10.34.04.06p

Yes DN" D N/A Written policies exist for maintenance of documentation regarding transfer of
Prescription records, COMAR 10.34.04.06

The pharmacist from the primary pharmacy documents the following in 5 readily retrievable and
identifiable manner; SMAR 10.34.04.06 (Check all that apply)

Yes| [No N/A That the prescription order was prepared by a Secondary pharmacy,
Yes| [No N/A|v| The name of the secondary pharmacy,
Yes[ [No[™ | n/a '

Yes DWD NME The primary Pharmacy maintains, in a readily retrievable ang identifiable manner, 5
record of preparationg received from he second harmacy, COMAR
A ary p Y

8 410-764-4755 + Fax 4103844137, Toll Free 8005424954
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The permit holder at the

n pharmacy maintains documentation in 5 readily retrievable and

identifiable manner, which includes: COMAR 10.34.04.07 (Check all that apply)

Yes| INof | n/a
Yes| INo|[ [n/a

YesDNoD N/AE
YesDNoD N/A
Yes[_JNo[ ] nia

Yes| [No|[ [N/a
Yes| [Nof |n/a

That the prescription order was transmitted from another pharmacy.

The name and information identifying the specific location of the primary pharmacy,

The name of the pharmacist whe transmitted the prescription td the secondary pharmacy
if the transmission occurred in an org) manner,

The name of the pharmacist at the secondary pharmacy who accepted the transmitted
prescription order,

13. Re ommended Best Practices

EGiipanae = SO
Inspector Signature Cﬁ%{ 9;5 ‘C:

[ 4= o
Pharmacist Name (Print): ALYAN _ Date; 45r2018
Signature; d%
A '

Received a copy of this

FINAL 09/02/2014

Spection report:
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CONTROLLED DANGEROUS SUBSTANCES
WORKSHEET

P}mmacy: CVS PHARMACY 1514

Permit: posazs

Date: werz018 ég! 7 =
Pharmacist Signature: e

Ruxifs N1122862
Date Filled: v&zo1s

Emm NDC Number ON HAND [ PERPETUAL
INVENTORY | INVENTORY

AMPHETAMINE ER 25MG CAP 00228-3064-11 ,

FENTANYL 25 MCG/HR 80505-7008-02 <) D

NUCYNTA somG 50458-0820-04 &) <

VYVANSE 30MG 59417-0103-1g {

COMMENTS:

\

SCH EDULE 11 AUDIT

Drug Na
Date of last Inspection/Biennial NA
—_—
Amount at Jast inspectionfbienniai (A)
Purchased since inspection/biennial h__“"“"“(a)
Total inventory ° ©O=A+B
Quantity dispensed L (D)
Expected inventory - 9 (E)=C-p
Quantity on Hand F)
Discrepancy (G)=(F-E) or (E-F)
_—

Excess Shortage

INVOICE REVIEW

CII;
DOCUMENTATION IS COMPLETE
o

ClI-Cyv;
Q_O_CUMENT‘ ATION S COMPLET] E

= — =
P — e




PRESCRIPTION REVIEW

CI1 # N1110028 - 0951

DATE 1727118
COMMENTS:
NONE
ClIl - cy # 1117000—999
DATE
COMMENTS:; S
NONE_

IF PREGNANT OR aF -— @A@/PMM‘HW'

CHILDBEARING AGE, D1scyss IMIRASC S D Akt iwegy up joryy M 1514

RISKS/BENEFITS WITH MD ORRPH —_ ’ —
MAY CAUSE DROWSINESS Use =
CARE WHEN OPERATING A =,
VEMICLE, 'JHSH.C”IHACMN! E OXYCODONE" MENDED MAY
TAXING MORE ACETAMINGPHEN = |NG MORE THAN ne%ﬂﬂm
{HAN RECOMMENDED CAN CALsE = ACETAMINOPHEN 5-325 T S REATHING PRO
SERIOUS LIVER PROBLEMS == Comman Brandiy Percaced lylgn cau -
A NI
Orig:04/04/2014 = TAKING T
Date filled: 04/05/2015 == WHEN
Discard After: 04/05 01 1
TABLET Imprinted with quf Von % Qy:30 Refills require authorization
= Store Phone: (301) 277-6667
=
oy —— Rx # N1122862
b AT 7o g S O T 14 Preseriber OPHNELL A! FRep CUMBERBATCH

2



