STATE OF RHODE ISLAND
AND PROVIDENCE PLANTATIONS -

DEPARTMENT OF HEALTH
HEALTH SERVICES REGULATION
BOARD OF PHARMACY

vs. - Case No, C15-113
RHODE ISLAND VILLAGE PHARMACY | L - S

Livense No. PHAGO328/CPHAOG328
PHAGGS519/CPHAGQS1Y

CONSENT ORDER
Pursuant to Rhode Island ;Ge'néral Laws {1959 Reézi&éaﬁeﬁt] é.ecifibn$ 5-18,1-
8, and 5-12.1-% and the Rules and Régﬁlatis_ns promulgéiéd ’t:her:eﬁ:ndexf, j:he: ' | | | i
Department of Health, Board of ?hzirma_e}; {he-r’aina;fter ".‘Dé}.ﬁr‘cm'eni’f} has
" Investigated a complaint charging Rhode I_éiggé Viiiagg Ph:anﬁaéy _ﬁﬁeréiziéféer' B
“Respondent”} with a violation of Chapter 5-19.1 of the Rales and Regulations.
After-consideration by the De}?arimxent;'t_i“zéfg}i:}cﬁs?izig' -cgizéﬁﬁ%ﬁ%eé ihe _
Findings of Fact withrespect to ﬁ;&z @ﬁessipngl péz?férr_ﬁaﬁce of %hériaiaiép;m@eﬁt: . ' i

1. Respondentis alicensed retall pharmacy In the State of Rh'ocie'ls'lﬂan.t{ and holds
license nurmbers and Rhode {sland controlled substance reg;stramzzs z;,umbeers
?1%00328/’(21?’11:%09328 and PHAOOS 19/(’1?%{&08519

2. FRespondenthasa: regmtered locatlon caf 1 Camm&; ce Street me:oin RL
3. Respondenthas aperated a retaA pharmacy durmg ali r&ievant umes out}med,

4, Re;pandenﬁ hoids twcs rmaﬁ pharmacy lwanses wr%th ’i,he Staie of Rhﬁde Istand
admmxstratwely resp ansibie for aﬁy and, aii Gpemueﬁs and actwmes for each
license. Respondent pharmacy license #PHA00328/CPHAQ0328 designated a
Pharmacistin Charge on or about 8/14/2002 and maintained the same - =
pharmacst-in-Charge at el times prior toand’ during the tHme of inspection. 4 -
pharmacistat Respondent pharmacy informad Board invest \gators that the -
Pharmacist-In-Charge license #PHAO0328 /CPHAQG328 died on orabout

farary 18, 20132, Respondent pharmacy fafled to inform the Board: r}f ?ha?macy
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of this event and failed to deStgtxaEe 2 new Pharmacist- Iﬂ-C‘hd: 28, Respoﬁdez&t

pharmacy continued to dispense pharmaceuticals and engage in the practiceasa

retail pharmacv during this perma of rio Pharmacist-In- {Iharge C

5, Re‘;pcnd@nt pharmacy routinely accepted compoup: ded sterile drugs fmm _
Village Fertility Pharmacy located at 335 Bear Hill Road, Waltham, MA a4 facility
which does nothold a license as a non-resident retail pharmacy, Bonresident
drug manufacturer, or non resident drug wholesaler with the State of Rhode
island. Respondent pharmacy affixed Rhode Island Villags Pharmacy labels to
these compounded medications and further dispensed these compounded
medications to patients in Rhode [stand in violation of RiGi Sec‘ac:m 21- 31 -3

&. Respomiem pharmacy engaged in low risk sterile campouzlémg man
Environment which failed to meet the standards set forth in the R?wcfe Islmzd
Rules and Regulations Pertuining to Pharmacists, Pharmaclesand
Manufacturers and Distributors. Respondent pharmacy engaged in low rmk
sterile compounding without use of 2 laminar airflow workbench or barrier
‘fsolatar system in vmiamn of R5-19.1-PHAR-19.21.-

7. ixespondent pharmacy faﬂed e} wnduct environmental surface and air -
Monitoring for viable microorganisms on a monthly basis as reqmred f{;r low -
risk sterile compounding mvaiumﬁ of RS 3:9 1 PHAR 1% 28

& Rﬁspﬂnd&ﬁt pharmacy foiled to passe% written quahty assurance pﬂizcy and
Procedures fur low risk sterile compoundmg i wslatwn of RS 18.1
PHAR-19. 11(d} &RE-19.1-PHAR-19.12.

9. Respondent pharmacy dlsmbutad ]egend prefcz lptzon dmgs and controﬁer:i

Substances to various practitioner offices in MA, CT,:GA, FL, 1L, IN, OH, PA WY, N}‘,f |

VT, NH, ME, V4, NC, SC, FL TY without possessing a drug wholesaler licenss,

obtaining a preseription from the practitioner or labeimg the pmduct witha

prescription label in Violation of RIGL 5-15-18,
RIGL S 19.1-1-18 & RIGL Zi 28~ 3 18{};)

16. Resp{mdmt pharznaf:y fatled to maintain a bxenmal mventary ét Lhe pharmacy '
in weia’tmn of RIGL-21-28-3; 16

11 Qaspand ent pharm'lcy fmled. to have video survezﬁame camerab f:cxvemng drucr S

Stockin viclation of R5- 19 1- PHAR-&B 2.3,

12 Respendant sharmacy failed to past names Of the ?harmams&im@ha*ge n
leatlon of RE-15.1- PHAR~24 7
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The partles agrae as follows:

L

Z.
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Resp@ﬁdeﬁt isa Pbarmac*y hﬁensed in the Staie Gf Rhode Esland

Respondem admits to the jur 1sdtctmn of the ﬁepal trment aizé hereby agreas o

taremain ander the umsdzctian Gf fha Depariment

Respondent has read this Consent Order and Lmders;mnﬁs ’:hat it i isa

Respondent until final ag:xpmva} by the Departmeﬁt
Respandent hereby acknowiedges and walves

a) 3?he right to dpp&al’ persumﬂy or by {:{mnsel or both bef{:re the -

ﬁeyartment

By The mght to pmduce witnesses and p‘re‘;em evxéer;a:e in EtS behzﬁf ata’

I

.c} c The mg}n:‘m cms'% examine Wxtness&s. R
d} - The nght to have suhpaems iesueé bv the Departmcnt

ey The r;gh’;c to furtizer procedural st eps e}s:cept f{}ri,hose 5pecm{:aﬂy

) cmntau“ied heram

i : Any ami ai mgh*:s r::f appﬁai of thxs Cans{em: Qrder

g Any cbgecmcn o tha faut t‘imt L‘ms Consent i)r(:'%er will be pmsented e i

i} .Anv Ob] e{:‘zmn to the fract that 1th§1 be necs:sseuy fﬁl‘ the Depﬁrtmem
.tc} beoame acqaaxmed mth aﬁ evsdence pel zammg ’m this matter in

Gl‘del‘ o adequﬁteiy review t}us Consent- Order



i} Any ohiection to Lhe fact that potential b;as agamst Respondant m;y
oceur as & result af ti'ze pms&nm’tmn of th;s {Zonsen’t Gr‘der ’m the
Depa_mmm:

. This Consent Order shall become part of the pubii%_re#&r& of this proceeding '

once it is accepted by ail parties, |

. The Respﬁndent and the Board desa‘e t:s *zetﬂe and zesolve thzs mamr wmhaut

admng‘{rat;ﬁ_fe ac_t‘gqr_z. A&:_ep_t’gm_:e_ by the Respende_n_t f_?tl’idﬁ 3.132}1‘9%1 by the Boar d Lo

of this Cansmt Order does m}t ccrfastitute an admissia‘n of f:}m facts contatned. T

herein ora vmiaﬁorx of apphcable law &xceptas, prc;v;cieci beiaw R b

. The Summaryﬂuspensmn h.eretufara 1_ssued ag"amst Responﬂent wi_ﬂlbe vééa*;éd o

When the following .a:nim.di’sier.x%.aré'nmt
A Wmtten ?ohmes and Prmsedures ‘falatxng to the Gperaaen of the
| Respomient 5 pha: macy gcnerally i:ave been s&bmztt&d toand approveé
: ‘oy the Department o .
b, ‘A new Pharmaas’i in C}zaz gﬁ: has beeg_}c}&;ﬁafze{i o the Bepartmant e
. _Raspandent shail vniuntanly surrender its }?E%A E’EiAS{}SZS / CPHA@[%SZB h{:ense
.zmc% LXEC&‘E& %.he Voluntary S%.irrender attacheé here‘ca 4] gxb,@;g

. Réspendent s-haH be on ;:ts‘obatio“m f-‘aer a period of ane year‘ .fmm ’t%ze daf'e'of -fé«

OpEning. As spemal conditions of the pz obanon, Respondent agrees fhdi it shail

statutes. ar;d reguiatxons._ o



- ;z:y 53 : ' - Chairperson . S i
2‘5 ﬁgﬂi of Pharmacy (,7</ - : .

(e o

Ratified as an Order Bf ihe Board of P}"armzic:y on this / &7 day i}f i, 2{)13 o

on this 2.3 dav of Aprdl, 2013, ?im

Fher e’by ceriify ﬂmt?{?uthm ﬁfmsrsnt Order was maﬂed by cemﬁﬁd maﬁ to 3¥ L\A ‘“‘“{f p if &E
_ S BRI Cohpes i
S &X ’? S s (12.“4 ()gif“‘imz?

14433432



. EXHIBITA




EXHIBITA

STATE OF RHODE ISLAND
AND PROVIDENCE PLANTAT sz

DEPARTMENT OF H}& %Tii
HEALTH SERVICES REGULAT 10N
BOARD OF PHARMACY

INTHE MATTER OF: . T e
RECGDE xsusx}} VILLAGE ?EARMAC {L¥CFNSE #Pmmzs C?BA%SE&}

V(}Lml ARY SURR}ENBER

Pﬁsmt 1o Bhode Isfand (ranzzral Laws Section 5- 29 E-ZI and fha Rﬂlﬂs and RLQDE&BODS
;ammuiff&ted therennder, the Dapaﬁmemt aof Esalth Boa:rd of Pi‘;md,pv {_bmcmaftm

' “Dapax'tmamt”) hag mvc:stwat&é 8 wm;)iam‘c chargma Rhscie Tsland Villags Phanmc:§, .
{(hereinafter © I{espandem ’) with \rm}mons of RIGL § 5-19, }~2i and Sachon 27 of the deas and f
Regulations Pertuining to Pharmacists, Pkarmacze and Mmfamwem H%ofasafers‘ zm&

f}mrzfmmm f&:ﬁ@r ocms;,dm atz@;z by the I}eparim&nt. the foﬁemg constifites thz: E‘mdmgs Qf

1. _ Rﬁsponﬁem is licensed as reieul phma,cy aud holcis §;wnse numi:}saf ?IEAD{}SZS
_ ami RI Cammimd Substame:s Regzsmatmn nnmber CPH&OQEZ@

200 _Respondent has arems@:@rad }ccanm of 1 L{xmmmco Sf;ree’é me@in. RI

3. : Respondent's heeme a’q i rataxl phaxmacv was aummamlv sus;umde& E:W th
. :I}@pamnﬁﬁmnMarch} 2613, 31: R

4, | Rﬁspamdant Wishﬁs fo &menﬁcr ﬁ.s hcense and cormspomimg cantmlled

j -subs’can ces e gmtz atmn

'Ihﬁzﬁamﬁsaglaeasfeﬂaws CEe - Er . o
1. R&spondmt is a rotail ph&rmacv amrff is abl*:: '{’o carxdmt btmnasa nﬂdar zmd by '
virtue Qf the. an cf thea State of Rh{}ﬁu Island '
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TERTRAE 4

oo

' -Respondent adm;ts o ﬂw _;unscimhan of the Departmenﬁ and hefe:by agrcf.:s 10
- remain under the ;umdmﬁon of the Dapaﬁment :

Respondent hemby a&knewle,dga,s and waives: j: SR
2} The ﬂght 0 appear psrmnally of by ccmnsel or boﬂﬁ %ﬂf{}fc ﬂza
) Depaﬂm@ﬂt ' Lo [

5}  The ﬁght o pmdu(:f: mmuases and evxdeme m itg b&ha;f ata hew ing;
¢)  Therightto cmss«examme Wzme‘;%i ' ‘ '
& The right o h;;wc subpoenas issued by the Deparimem, o
e The ught t{) furﬂzer p*‘ocer}mal '%iajs}é 'fs'}:{cépt for thr;ge sps:mﬁc&‘%iy

- contained hexem L :-

H Anyand all rights of appeal caf ihzfs V@Iuntary Surmndar Order

g} - Any obj ac:tl on o tﬁe fact ﬂléﬂ: thig V. oluntaxy Sﬁzreméer Order wﬂi be '

. prusezm:d to the Depmimeﬁ\t fﬁr censx&amu{}n and Teview;.

by Any objection to the fact that it will ’be nsc:esgary for *Cne Dﬁpamn&m to

g 'becom& acquamtead wlth aﬁ ew«:ienc& parmmmg to this. mafzer 1*1 {)rder te

ﬁ Sumnder C}xdcr may be me same asthe hamng cammxttee ;rs:s;ﬁmg 0%1; S

this mt‘tf:z shouid it later be b;ro aght to an aénmsilamfc hﬁ{ﬁ}_nﬁ‘

R Ay objection 10 the fact that pofenﬁal bias dvmnst the Respﬁmiﬁm may

‘ocour ag a result of the presaﬁwuam {}f this Vclunt&sy Sumender Ordex im -

':_fbaDapqs-tm@m ' : S

B promedmg ance z“t is accepted i:xy gl p&rhes amd acaep‘aad by the Depan ment.,
Acceptamf, by “ithe - Respondetit and appmml by the Eiep&mmmt of this Vol mtai 'y .
Surrender Order does not canstma‘ie an admmsmn of the facts. mmamed h%zem
Efféctive pon the date af r&hﬁcaimn of thls Oréea: bv me; Dtxpazmmm the

: Summary Suspension issued against Respomien‘s on Mamlz 1, 2013 shall be

~ vacated, c&ndmczzed further upon Respamcient surrendmng its Iicanse and -

commlled sab%mceg rcwsimtmzx m the Sme 0;%‘ th:)de Islané



7. szspondent hcrcbjy Vi Qluntarziv suxrcnécrs 1ts r&imi pharmacy I;mnse zmd
cen%miled subwtaﬁc&s reg;qtlanon in the_ State of Rh{}ﬁfi Istand:
a Re‘;pondefnt shaii mm in its wall cartiﬁoats 10, thc Departmem upon
ratificatiori of ﬂus Q;ﬁde:z by the De:partmem e
Tﬁ Re:spondem shail be mﬁponsﬂ::ie for ap@mpnately Hansfmqg ot
destroying its .p_hgr_mgqem_mgl s‘:zoc_:i\T in acccrdgmg:e with the Rules and.
Regulations Pértaining io Pharmacists, Pharmacies and Mamfacturers,
Wholesalers and Distribuiors and shail Z\m,p é{uwmemztmn of said - |
‘IC"[)Vit}f"ff_::f" B |
8. 'R&apﬁndem shali m ﬁditing mqu est mmsiatament Gf zts Eztonse asa }emxi
R phmmy in 3.116 8vent fhat R&spoﬁdeni dﬁm;res te resume pra sﬁce in the Stale ui‘
” _ Rh@de miané Once Re:»pcmdem § raquest is appmvad b}f ﬂ:ze Dapartmenf
B _ R&spendﬁm sha,ﬂ subﬁnt a new apphcamm o fhf: E?epmmem cmé ﬁﬁﬁﬁ any and
- all requivements mld fees of the agaplma{mn S S _
5. Inthe event that Rmpoﬁden’t app}ms ar ru—apphes o the De;aarimem for hccnsure
- as aretail pharmacy in this S’caie, RaSpandent un&erstan&s that it may be bgect
' : toa chscipimarv action which oy arise Whm the. ﬁfwis cauimned herain are
; :presented to the Boarsi or ddcgawd heam; 2 efﬁcer zzpau subn:usswn m
. Rasponéent‘s apphcauoa S

<

: Rho&\;}siami Vﬂiage th&m L
License PH?&@E}T?H & C?EL&UG'%ZB

Jomathan M. Mundy,

/Chf..n‘pemcm

Rh{}du I%Imd Board Gf thaaﬁy

&M
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