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COMMONWEALTH OF MASSACHUSETTS

SUFFOLK COUNTY . “BOARD OF REGISTRATION

IN PHARMACY
Inthe Matter of ) S |
Conley’s Drug Store ) PHA-2016-0188 '

DS2654 o )

FINAL DECISION AND ORDER

Final D'ecision

~ On April 30, 2018, the Board of Registration in Pharmacy (“Board”) issued to

| Conley’s Drug Store (“Respondent”), DS2654, an Order to Show Cause why it should
not take disciplinary action against ifs pharmacy license. The Order to Show Cause’

alleged inspectional deficiencies and violations observed durmg an October 17 2016
1nspect10n

On or about January 24, 2019, Respondent and Prosecuting Counsel filed an
Agreement of the Parties Relative to Request for Sanction Hearing (“Sanction
Hearing Document”) containing stipulations of fact and law along with a request for
a sanction hearing before the Board. The Board reviewed the Sanction Hearing
Document on or about May 2, 2018 and determined the stipulations in the Sanction

Hearing Document were sufficient to stand in place of findings from a hearing. The ‘

Board voted to adopt the stipulations and to proceed as the parties requested with a

Sanction Hearing before the Board. The Sanction Hearing Document is attached

hereto and mcorporated by reference into the Final Decision.

The Board held a Sanctlon Hearing on September 5, 2019, durmg which
Prosecuting Counsel and Respondent addressed the Board.

‘ | During the Hearing, Prosecutmg Counsel deferred to the egreed up0n facts
and vmlatmns stated in the Sanction Hearing Document.

During the Hearing, Richard Doyle the owner and Manager of Record of
Conley’s Drug Store, testified on behalf of the Respondent Mr. Doyle s testimony
may be summarlzed as follows: ‘

Mzx. Doyle and Conley’s Drug Store have been selling compounds containing
over the counter medications without a prescription for many years without
incident. Mr. Doyle did not know or understand that prescriptions are
required for compounds containing over the counfer medications. Once Mr.
Conley’s Dxug Store ' '
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Doyle was ‘advrised that his compounding practice violated the law, Mr. Doyle
immediately made changes and brought his practice into compliance.

" Mr. Doyle noted that inspectors did not cite any deficiency related to

. compounds containing over the counter medications requiring a prescription

" during approximately three inspections between 2013 and the October 2016
inspection. He thinks the October 2016 inspection was unnecessarily
detailed and critical. :

Mr. Doyle testified that he compounded products in order to help patients.
He did not intentionally violate any law or regulation. He never hid anything
from the Board and was always doing his best. Mr. Doyle stated that he
attended compounding ~education courses and was never advised that
compounds containing over the counter medications required a prescription.
Additionally, Mr. Doyle had been relying on his son for  compounding
compliance; he notes that his son also attended compounding education
courses. '

Mr. Doyle noted that Conléy’s Drug Store has been in full compliance at each
inspection subsequent to the October 2016 inspection.

Mr. Doyle requested the Board take non-disciplinary action rather than
impose formation discipline on his license or the license of Conley’s Drug
- Store. o '

The Board carefully considered Mr. Doyle’s testimony. The Board notes that -
ignorance of the law is not an excuse for a violation and that by 2016, Mr. Doyle and
Conley's Drug Store should have known that compounds containing over the
counter medications required a prescription. The Board reasons the 2012 sterile -
compounding crisis and specific focus on patient specific preseriptions should have
alerted Conley's Drug Store to evaluate its compliance with compounding laws,
regulations, and practice standards. Itis imperative for Mr. Doyle, even though he
is at the end of his career, to be knowledgeable about UPS 795 compliance, as well
4s laws and regulations surrounding compounding. . '

The Board carefully considered the following mitigating circumstances:
There was a great deal of confusion surrounding compounding requirements in
9013. There is no evidence that Mr. Doyle or Conley’s Drug Store intended to
circumvent the law. Mr. Doyle and Conley’s Drug Store had been selling
compounds containing over the counter medications without a prescription’ for
decades. Importantly, Conley’s Drug Store underwent approximately three
inspections after 2013 and before the October 2016 inspection in which Board

Conley’s Drug Store
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investigators did not cite any deficiency related to prescriptions for compounded
medications. o : :

Last, the Board notes that at all ‘relevant times Mr. Doyle served as the
manager of record of Conley's Drug Store. As described in 247 CMR 6.07, Mr.
Doyle, as manager of record, was responsible for the operation of the Conley’s Drug
Store and compliance with 247 CMR 2.00 et seq. and applicable state'and federal
laws and regulations. : -

- The Board voted to adopt the within Final Decision at its meeting on October
3, 2019, by the following vote: - ' ‘

" In favor: Susan Cornacchio; Timothy Fensky; Patrick Gannon; Michael
Godek; Sebastian Hamilton; Stephanie Hernandez; Julie Lanza;
Richard Lopez; Andrew Stein; Kim Tanzer '
Opposed:  None : '
Abstained: None
Recused:  None _ . :
Absent:  Leah Giambarresi; Carly J ean-Francois; Dawn Perry

Order

On October 3, 2019, in accordance with the Board’s authority and statutory
mandate, the Board voted to issue this Final Decision and Order and place
Respondent’s pharmacy license, . DS2654, on PROBATION for two years
(“Probationary Period”). Further, within six months of the Effective Date,
Reéspondent shall submit a report from a third party consultant evaluating its
‘compliance with the revised chapter of USP 795 and USP 800.

In favor: Susan Cornacchio; Timothy Fensky; Patrick Gannon; Michael
' Godek; Sebastian Hamilton; Stephanie Hernandez; J ulie Lanza;
: Richard Lopez; Andrew Stein; Kim Tanzer - - :
Opposed:  None '
Abstained: None
. Recused: None . _ _
Absent: Leah Giambarresi; Carly J ean-'Francois; Dawn Perry

Effective Date of Order
The Final Decision and Order by Default shall be effective 10 days from the
Date ISSue&. |

Conley's Drug Store
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Right to Appeal

: ‘Respondent is hereby notified of the right to appeal this Final Decision and
Order to a Superior Court with jurisdiction pursuant to M.G.L. c. 30A, § 14

Respondent must file its appeal within thirty (30) days -of receipt of this Final

Decision and Order. : : : - .

Board of Registration in Pharmécy,
David A. Sencaaugh, R.Ph.

Executive Director

Daté Issﬁed: . \ b\\ (B k\q

Conley’s Drug Store
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Notified: |

VIA FIRST CLASS & CERITIFIED MAIL NO 7019 0700 0000 1846 4726,
RETURN RECEIPT. REQUESTED.

- Paul M. Garbarini, PC :

Attorney at Law

PO Box 15561

Northampton, MA 01061

BY HAND DEL_IVERY '

Richard Banks, Esq.
Department of Public Health
Office of General Counsel

250 Washington Street, 7th Floor
Boston, MA 02108

Jason Barshak, Esq.
Chief Administrative Magistrate
Department of Public Health

. Office of the General Counsel
950 Washington Street, 22¢ Floor
Boston, MA 02108

Conley’s Drug Store
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: AGREEMENT OF THE PARTIES
RELATIVE TO RE OIFEST FOR SANC T1ON HEAiHNG

T

. Now comes Coﬂéy’s Drug.Swre-Iocateci in Ipswich, Massachusetffs (“Respondent”) and
Counsel for the Respondent and Proséouﬁng Couhéel and joinﬂy file the folfow’ing in
| 'response io tha Order After January 15, 701 L4 felephone Conference: - a ‘ gt
1) The Resp oudent (aﬁer coirferring wﬂh its counscl) hcreby ofﬁclally declares that
it waives its right fo a full adj udlca’tory hearmg and rquests a Sanction Hearing

on all violations bcmg pursued by the Prosecutmn

L

‘lhc Respondent (after conferring thh its counsel) and the Proseoutor apree that the -
followmg fa,cts (herealter iha “dgreed Fi acfs”) are true and may be rehcd upon for
purposes of conducting the Sanoction 1Iaarmg

a At all times relevant to the allegauons in ihxs Order to Show Cause
Conley’s Drug Store (Conley’s Tpswich) was located at 146 ngh Straat

I pswzch Massachusetts. .

b, A non-sterile wmpoundmg (USP 795/1SP-6209) mbpectlon was
conducted at-Conley’s Ipswmh on October 17, 201 6
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During the October 17, 2016 inspection, records exis"l;ed which éstablished .

that Conley’s Ipswich sold compounded non-sterile preparations without

patient specific p:espripﬁons; _
During the October 17, 2016 inspection, fecords existed which established

‘that Conley’s Ipswich lacked reforences or studies for compounded non-

sterile preparations;

" Dusing-the October 17, 2016 inspection, records existéd which established

that Conley's Ipswich extended “beyond wse dates” without substantial
svidence or validation for extending those dates; '

During ﬁle Octaberr 17,2016 inspection, it was determined that Conley’s '
Ypswich failed to store compounded non-sterile preparations In accordance
with the instructions on the labels; :

" During the October 17, 2016 tnspection, it was determined that Conley’s

Tpswich did not maintain quality assurance records relating to .

. compounded products;

Duting the October 17,2016 inspectioﬁ, it was determined that Couley’s
Ipswich failed to ensure that compounded non-sterile products were
properly labeled in accordance with USP 793; :

During the October 17, 2016 inspection, it was determined that Conley’s
Ipswich maintained incomplete or inaccurate compounding logs;

During the October 17,2016 inspécﬁori, it wé;sl determined that Conley’s

+ Ipswich failed to maintain formulation records addressing instructions for

the Resppnc‘ieﬁt (after éonferring with its counsel) and the Prossoutor agree that the

IuNd

Agreed Facts constitute bases for a finding that cach of the regulations clted in the

Ordgar to Show Cause was violated. Moro speéiﬁcally, the Reépandent and the

- Prosecutor apgreé that the Respoi}dent’s acts and/or omissions violated:

a. M.G.L. ¢112, §42A for violating rules of the prof'assimi;

b, M.G.L. c112, §61 for violating regulations of the Board governing the
- . practice of'tha profession; S _

c. Regulation 247 CMR 10.03(1)(a) for violating aﬁy ofthe duties and.
‘ standards set out in Board Regulations (247 CMR. 2.00: Definitions) or
any role or _?fritten policy adopted by the Board; C

d. Regulation 247 CMR 10.03(1)(b) by violating one or more provisions of
M.G.L. ¢.112, §24 through 42A or any provision of state or foderal
. gtatutes or rules or regulations promulgated therennder related to the
practice of the profession ' ' :

[
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Regukmon 247 CMR 10 D31 by compitting one or more acts that v1olate
- recognized standards of pharmacy practice; and

L Regulation 247 CMR 10.03(1)(x) by vio aﬁng M.GL, ¢ 94C or ardeor

regulation promulgawd therounder;

'2) ' _ The ResPondent d.cknowledges thac fts Ixcense to pracuoa us & Phdrmacy is E‘l!bjb‘c'l.

to the jurisdiction of the Board and that the Boarcl has the right and authority to dxsclplme

its hcense in i1ght of the acknowledged vmlations

T3 Ths Respondent acknuwiedgcs and agrues that the purpose of the Sanction:

Heanng is detennine what, if any, discipline is appropriate In light of the violations, not

whether the Board Iww ¢ basis or the right to discipline the Respondent.

. Respectfully submitted,

Fm the Prosecution

Z/ % 7/ W

RicHard L. Banks, %, dato ~

wes. Department of Pubiw Healih
Garbarini

Office of the General Counsel

239.Caugeway Street

Boston, MA 021 14
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Respectfully sﬁbm’ittéd,: '
For the Respondent,
By his attomey,

//Z; I /A s

Paul Garbarini, Esq. ,
Offices of Attorney Paul

P.O. Box 1551
Northamypton, MA 01061
BRO #561400

'Reapéctﬁllly submitted,

- By Owner/Authorized ngner for

Respondent,

oo Tnl %1 ISR

Richard Doyle, Rph. - - date

(Authorized Siguer for Pharmasy) -
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