COMMONWEALTH OF MASSACHUSETTS U Pla Rl
SUFFOLK COUNTY BOARD OF REGISTRATION ACy
. IN PHARMACY ] :
In the Matter of ) = '
Amherst Pharmacy, LLC ' Docket Nos, PHA-2016-0091
License No, D388775 - ) ' PHA.2017-0184
" Expires December 81, 2017 ) -
‘ )

. CONSENT AGREEMENT FOR PROBATION

The Massachusetts Board of Registration in Pharmacy (“Board”) and
Amberst Pharmacy, LLC ("Pharmacy™), a pharmacy registered by the Board,

" DSRYTTH (‘Registration”), do heveby stipulate and agree that the following
information shall be entered ints and becoma a permanent part of the
Pharmacy’s record maintained by the Board:

1. - The Pharmacy acknowledges that two complaints have been opened by
the Board against its Registration? related to the sonduct set forth in
Paragraph 2, identified as docket numbers PHA-2016-0091 and PHA:
2017-0164 (the “Complaints”).

‘2, The Board and the Pharmacy acknmlwlec'ige and agree to the following
: facts: oo ' g

: Inreg'a'rds to PHA-2016-0091: " ._ ‘ o , | o

a On August 21, 2015, ‘Office of Public Protection (‘OPP")
investigators conducted an USP <786> compliance insgpection of
the Pharmacy and observed the following defictencies;

'{, Pharmacy fatled to follow the Master Formulation Record
for compounding hydrocodone 20 mg capsules ns
published by Medisca®, specifically by using different
ingredients and amounts and using different preparatory

' instructions. as vecorded in. the compounding records in-
violation of USP <795> and 247 CMR 9.01(3);

' The term “registration” or “licensa” applies to both a'current registration and the right to
renew an expired registration, oo
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i,

v,

Pharmacy's internal valtdity in compounding hydrocodone
20 mg.was inconsistent, e.g., ‘amount of lactose used to -
prepare the . same number of capsules differed in
compounding records in violation of USP<795> and 247 -
CMR 9.01(3) ' . S .

Pharmacy failed to record inatructions and docurnentation

of quality control measures ini violation of USP<796> and"
247 CM_B, §,01(8) T

Pharmacy failed to accurately record in perpetual
inventory the amount of hydrocodone powder used in
compounding; hydrocodone powder  in compounding |
records’ was inconsistent with that recorded in the
perpetual inventory log.

Pharmacy cém;poqnded' hydrocedone 20 mg capéules for.
Patient A that is essentially a copy of a commercially -
available drug, L.e., Hysingla® ER, in violation of section

503A of the federal Food, Drug and Cosmetic Act,

T regards to PHA-2017-0164:

b, On Augu_st 3, 2016, OPP invesiigators conducted a retaii..

v

compliance ingpection of the “Pharmacy and reviewéd the '

perpetual inventory for eight Schedule I controled substances
{“controlled substances”) and observed the following deficiencies!

i

i,

Pﬁarmacy'failéd to reconcile s perpetual invente:lry,at
least once every ten days for five of the eight eonfcrelled‘ﬂ

" substances reviewed in violation of 247 CMR 8.01(14),

Unresolved discrepancies of the balance on hind (BOH) . -

 for five of the eight controlled substances in eleven entries

i,

v,

* Amberst Pharmeey
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in violation of 247 CMR 6.07(1)(%).

Perpetual'.entries not logged in ch_rbnologica.l ofder in
violation o_f 247 CMR-8.0T(L)(0)

Controlled substance return for Adderall XR lﬂmg'

- documented as & quantity of 31 on the DEA 222 Form
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with the perpettllal ‘i{)g‘ having a quantity of 28 as the
BOH. . : : :

o, On March 90, %017, OPP investigators conducted a retail
compliance inspection and the following deficiencies were
observed:

i, The Pharmacy failed to reconcile s perpetual inventoxry
at least once every ten days in violation of 247 CMR
9.01(14). S

ii. Transcription ér;‘oré for four controlled substances were
observed in violation of 247 CMR 8.07{1)(),

1

- The Pharmacy éckﬁowledges that the foregoing facts warvant

disciplinary action by the Board under M,G.L. ¢, 112, §§ 42A & 61 and
247 CME. 10.08(D(&), {d) and (). - . '

. The Phaimacy -agrees that its Registration shall be placed on

PROBATION for one (1) year (“Probationary Period”), commencing
Wwith the date on which the Board signs thig Agreement (‘Bffective
Date™. ' -

During the Prabétioﬁéu'y Period, the. Licensee further agrées that it
ghall comply with all the following requirements to the Board's
satisfaction: '

a, ‘Gomply in sll meaterial respects with all Jaws and regﬁlat_iopg :
governing the’ practice of phavmacy and the "United States
Pharmacopeis; ' . '

b. Submit compounding list in spreadsheet, form monthly for first
three (3) months after Bffective Date and quarterly thereafter;

¢, Discoptinue compounding products similar to commercially
available products; and

d. "Refer prescribers to their fespective Boards of Registration.
The Roard agrees thet in return for the Pharmacy's execution and

suceessful compliance with the requiremeénts of this Agreement it will
not prosecute the Complaints. '

Arerst ]"hannacy
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" “If the Pharmacy has complied to the Board's satisfaction with all the
requirements contained in this Agveement, the Probationayy Period
will terminate one (1} year. after the Dffective Date upon written
notice to the Pharmacy from the Board?, - - o

Tf.the Pharmacy does not materially comply with each i‘equiremenf of
_this Agreement, or if ﬁ;e Board opens a Subsequent, Complaint® during
" the Probationary Period, the Pharmacy agrees te the following:

a. The Board may upon written notice to the Phamiacy,_a
warranted to protect the public health, safety; or welfare: :

i EXTEND the Probationary Pexiod; and/or
i,  MODIFY the Probat{on Agréement requﬁeménta; andfor
.. i IMMEDIATELY SUSPEND the Pharmacy’s Registration,

b.  If the Board suspends the Pharmacy’s Registration purguant to
Paragraph 7(2){ii), the sugpension shall remain in effect until

4 the Board provides the Pharmacy written notice that the
: Probationary Period is to he resumed and under what.
terps; or - ’ -

i, .-the' ‘Board and the P_hai*macy sigh' a subsequent
.- agreement; or . T

i, the Board issuee a wiitten final decision and order
following  adjudication of the allegations (1) of
noricompliance with this Agresment, and/ or (2) contained
in the Subsequent Cornplaint, -

The Pharmacy agrees that if the Board suspends its Registration in
accordance with Pavapraph -7, it will immediately return its
Regigtration o the Board, by hand -or certified mail. The Pharmacy
further agrees that upon said guspension, they will no longer be

2 In all instances where this Agreement specifies written notics to the Pharmdcy from the -
Board, such notice shall be sent to the Pharmacy's address of recoxd, ’

$ o term “Subsequent Complaint” mpplies to a complaint opsned alter tha Effective Date
_concerning acts, omissiins, or events peenrring after the Effective Date, which {1} alleges that
. the Pharmacy engaged in conduet that viclates Board statutes or regnlafions, and {2) is
substantiated by evidence, as determined following the complaint investigation during which
the Pharmacy shall have an opporturity to respond. : : .
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10,

1.

ig. -

13, -
- ynderstends and agrees that entering into this Agre¢ment 18 a.

authorized to operate as a pharmnacy in the Commonwealth of
Massachusetts and shall not in any way represent. itselfas a pharmacy .
until such time a8’ the Board reinstates its Registration or right fo
renew such Registration, ' o

The Pharmacy understands that it has a right to formal adjudicatery '
hearing concerning the Complaints and that during gaid'adjudicatian.
it would possess the right to confront and eross-examine witnesses, io

. call witnesses, to prosent evidence, to testify on its own behalf, to

contest the allegations, to present.oral argument, to appeal o the
courts, and all ‘other rights as set forth in the Massachusetts
Administrative Procedures Act, M.G.L. ¢ 80A, and the Standard

-Adjudicatory Rules of Practice ar;d'P.foeedure, 801 CMR 1.01 et seq.
The Pharmacy further understands that by axecuting this Agreement

it's ~ knowingly and voluntarily waiving its xight to 2 -formal

. adjudication of the Complaints,’

_The Pharmacy acknowledges that il has sought and used leéal counsel
in connection with the Complaints and this Agreement. -

The Phaymacy acknowledges that after the REffective Date, the .

Agreement constitutes a public record of disciplinary action by the

"Roard. The Board may forward a copy of this Agreement to other

licensing boards, law enforcement entities, and other individuals or

- entities &s required or permitted by law.

The Pharm.acy certifies that it has read this Agréement, The Pharmacy

voluntary and final act and not subject to recehs_iderat_ion, appeal or

judicial review. :

* - ¥
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Sy B)afis
%Mv’?’mz MW? /23/ R W 23/
Witness (sign and date} ' " - Amherst Pharmacy, LLC :

: (Signature and Date) . .

,ﬁ'd;&fw: /I/kf'”‘i’f y?—:g//?

Print Name .

Davi Sencabaugh \R. Ph. v
-Executive Director :
Board of Registration in Pharmacy

?/3/ 2019

. Bffective Date of Probation Agreement

. Fully Signed Agreement Sent to Registrant on 5/ 4 JA 7 by

Cextified Mail No. Ter7 145 eo02 3¢ $733
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