
NEVADA STATE BOARD OF PHARMACY
431 W Plumb Lane - Reno, NV 89509 - (775) 850-1440

APPLICATION FOR OUT.OF-STATE OUTSOURCING FACILITY LICENSE

$500.00 Fee made payable to: Nevada State Board of Pharmacy

(non-refundable and not transferable money order or cashier's check only)

Application must be printed legibly or typed

Any misrepresentation in the answer to any question on this application is grounds for refusal or
denial of the application or subsequent revocation of the license issued and is a violation of the
laws of the State of Nevada.

E New Outsourcing Facility
tlOwnership Change (Provide current license number if making changes:) OUT.

tr 503a OR tr 503b Apply as retail pharmacy only.

Check box below for type of ownership and complete all required forms for type of ownership that
you have selected. lf LLC use Non Publicly Corporation or Partnership
I Publicly Traded Corporation - Pages 1-3 & 4 E Partnership - Pages 1-3&6

1-3 &7tr Non Traded Corporation - Pages 1-3 & 5 tr Sole Owner - Pagqg

GENERAL INFORMATION to be completed bv all tvpes of ownership

Facility Narne: Penfu,c Hec.Ntl .,-iii c.

PlrysicalAddress: 1 CozY hrL",o-\

City: &'othwyn State: PA Zip Code: tqo6 {

Telephone: N-h-q€/.'4311o Fax Aqq - bl lo - Oot1.+

Toll Free Number: 1:bO qSu- 4\1ta (Required per NAC 639.708)

Website: www. 
f''p, 

*echecl{h .Corn

Supervislng Pharmacist: ,-lrzun B trfe-l Nevada License *: tQr foH y'

trnQ

I ODg lo

Yes/No

tr E Parenteral

E tr Sterile Compounding

tr 6 Non Sterile Compounding

tr tr Mail Service Sterile Compounding

tr p Other Services:

All boxes must be checked for the application to be complete

An appearance will be required at a board meeting be[qe !!e license will be issued.

Board Use Only Date Processed: Amount: ;6 5oo ,w



APPLICATION FOR OUT.OF STATE OUTSOURCING FACILITY

FEI Number (From FDA application): 3OtZf'l6t.t o

Page 2

Please provide the name of the facility as registered with the FDA and the registration number:
Do,+rpz F\oa-t+hl. 9ll t?P-r n{r( -r-rn

Please provide a list of all DBA's used by outsourcing facility. A separate sheet is acceptable.

Please provide the name and Nevada license
Name: Jeqn hickEl

number of the supervising pharmacist:

Nevada License Number: tqlbY

A Nevada business license is not required, however if the Outsourcing Facility has a Nevada
business license please provide the number:

This paqe must be submitted for all tvpes of ownership.

Within the last five (5) years:

1) Has the corporation, any owner(s), sharehorder(s) or partner(s) with
any interest, ever been charged, or convicted of a felony or gross
misdemeanor (including by way of a guilty plea or no contest plea)?

2) Has the corporation, any owner(s), sharehorde(s) or partner(s) with
any interest, ever been denied a license, permit or certificate of
registration?

3) Has the corporation, any owner(s), sharehorder(s) or partner(s) with any
interest, ever been the subject of an administrative action, board citation,
cite fine or proceeding relating to the pharmaceutical industry?

4) Has the corporation, any owner(s), sharehorde(s) or partner(s) with any
interest, ever been found guilty, pled guirty or entered a plea of nolo
contendere to any offense federal or state, related to controlled
substances?

5) Has the corporation, any owner(s), sharehorder(s) or partner(s) with any
interest, ever surrendered a license, permit or certificate of registration
voluntarily or othenruise (other than upon voluntary close of a flcility)?

YestrNoM

YesnNoF

YesENotr

Yes n No .Et

YestrNoE
lf the answer to question 1 through 5 is "yes", a signed statement of explanation must be attached.
Copies of any documents that ide,ntifylhe^circumstance or contain an order, agreement, or other
disposition may be required. (cttucr.4";

o



APPLICATION FOR OUT-OF STATE OUTSOURCING FACILITY - Page 3

I hereby certify that the answers given in this application and attached documentation are true and

correct. I understand that any infraction of the laws of the State of Nevada regulating the

operation of an authorized Outsourcing Facility may be grounds for the revocation of this permit.

I have read all questions, answers and statements and know the contents thereof. I hereby certify,

under penalty oi perjury, that the information furnished on this application are true, accurate and

"orreci. 
I heieby authorize the Nevada State Board of Pharmacy, its agents, servants and

employees, to conduct any investigation(s) of the business, professional, social and moral

backgiound, qualification and reputation, as it may deem necessary, proper or desirable.

The ficility must be registered with the FDA as an outsourcing facility (5038) to obtain an

outsourcing facility from the Board of Pharmacy.

Federal and State law require a licensed pharmacist to supervise the compounding taking place in

a registered outsourcing facility. This supervising pharmacist must be licensed by the Nevada

Board of Pharmacy.

Does your outsourcing facility wholesale compounded medication for resale? Yes n No n

The Law prohibits the resale of compounded medication. By signing this application you are

attesting that yo ications will be labeled with the statement "Not for Resale" and that the

outsou products will not be resold

Person Authorized to Submit Application, no copies or stamps

eatd Ao ! e' o4lail"o*
Date I I

Print Eme of Authorized Person



APPLICATION FOR OUT.OF-STATE OUTSOURCING FACILITY Page 5

State of lncorporation:

Parent Company if any:

PP*rrl,,n,.,i^

Pe",lz*, Hd,dlTsr fi.
Address:

City: \Illt,rnin$pq, State: E5 Zip: I { B06
Telephone: BoO-gZt-9fu t

Contact Person:

Fax: :i<rr - Glt" - ggs Y

For any corporation non

1) List top 4 persons

publicly traded, disclose the following:

to whom the shares were issued by the corporation?

b)
Name Address

c)
Name Address

d)
Name Address

2)

3)

4)

5)

Provide the number of shares issued by the corporation. rb-l

,/

What was the price paid per share? _ bqA fXn

what date did the corporation actually receive the cash assets? U[albooU
Provide a copy of the corporation's stock register evidencing the aboffir#*ffid")

lnclude with the application for a non publiclv traded corporation

QertifDate of Corporate Status (also referred to as Certificate of Good Standing). The
Certificate is obtained from the Secretary of State's office in the State where incorporated. The
certificate of corporate status must be dated within the last 6 months.

List of officers and directors



Nevada application for Outsourcins Facilitv Permit

Question 3:

"Has the corporation, any owner(s), shareholder(s), or partner(s) with any interest, ever been the
subject of an administrative action, board citation, cite fine or proceeding relating to the

pharmaceutical industry?"

We are answering yes to this question, but also including explanation to avoid confusion. We
think that the answer should be no, but because the question is so broad, we are including this
information to avoid issues.

Pentec Health, as the applicant, was fined on their Colorado pharmacy license (OSP5533) 55500

in 2010 for failure to report to the PDMP of Colorado for a short period of time. This was

rectified immediately, and Pentec Health has been 100% compliant with PDMP reporting in all
states since then.

The above was for Pentec Health's pharmacy located at 4 Creek Parkway, NOT
Pentec Health's outsourcing facility located at 9 Creek Parkwalz.

This attached application is for Pentec Health's new outsourcing facility at9 Creek Parkway, and

is completely unrelated to the pharmacy facility at 4 Creek Parkway.

The 9 Creek Parkway outsourcing facility is just starting up and has no sanctions or disciplinary
actions on any licenses.

bb\"^, ?,hx=l-



National Practilioner Data Bank
Healthcare lntegrity and Protection
Data Bank
P.O. Box 10832
r-^'rntilly, VA 201 53-0832

\ .,://www.npdb-hipdb.hrsa.gov

t] rirre rV (NPDB)

ADVERSE ACTION REPORT
STATE LICENSUHE ACTION

Fleport Number: 550000006561 3630

This report is maintained under the provisions of :

E section 1e21 (NPDB) l-[l Section 1128E (HIPDB)

The information contained in this report is maintained by the Healthcare lntegrily and Protection Data Bank for restricted use under the
provisionsof Sectionll28Eof theSocial SecurityAct,and45CFRPart6l. All informalionisconlidenlial andmaybeusedonlylorthe
purpose for which it was disclosed. Disclosure or use of conlidential inlormation for other purposes is a violation of Federal law. For
additional inlormation or clarilication, contact the reporting entity identified in Section A,

Entity Name: coLoRADo srATE BOARD OE PHARMACY

Address: 1550 BROADWAY, sTE. 1300

City, Stale, Zip; DENVER, co 80202-0546
Country:

Name of Office: CoI,ORADO STATE BOARD OE PHARMACY

Title or Departmenl: DoRA/PRoGRAM ASSTSTANT

Telephone: (303) 894-77s4
Entity lnternal Report Reference:

Type of Report: rNrrrAL

DCN: ssooooo06561363o
Process Date: tL/29 /2oto
Page: t of 2

PENTEC HEALTHI fNC

Federal Employer ldentification Numbers (FEIN):

Social Security Numbers (SSN):

lndividual Taxpayer ldentification Numbers (lTlN):

State License Number, State of Licensure:
ls the Subject a health care entity that provides health care

services and engages in a formal peer review process 1or the
purpose of furthering quality health care?:

Drug Enforcement Administration (DEA) Numbers:
Clinical Laboratory Act (CLIA) NUmbers:

Food and Drug Administration (FDA) Numbers:
Nalional Provider ldenliliers (NPl):

Medicare Provider/Supplier Numbers:
Name(s) of Health Care Entity (Entities) With Which Subject ls
Alfiliated or Associated (lnclusion Does Not lmply Complicity in

the Reported Action.):
Business Address of Alfiliate:

Cily, Stale, ZIP:

Nature of Relalionship(s) :

PENTEC HEALTH, INC

4 CREEK PKWY STE, A

BOOTHWYN, PA 19061
PHARI{ACY ( 345 )

999999999

osP 5533, co

NO

Type of Adverse Action:
Basis for Action:

Name ol Agency or Program
That Took the Adverse Action

Specified in This Report:

STATE LICENSURE
VIOLA'T]ON OE EEDERAL OR STATE STATUTES/ REGULATIONS OR
RULES (A6)

COLORADO STATE BOARD OE PHARMACY

Adverse Action
Classification Code(s): PUBLICLY AVAILABLE EINE,/MoNETARY PENALTY (3233)

CONFIDENTIAL DOCUMENT - FOR AUTHORIZED USE ONLY

Organization Name:

l,.r;:ir, Other Organization Name(s) Used:

;r..,, .] Business Address;

l),:.,,.,, Cityl, State, ZIP:. .-''i,. ':' ' l".: '.' . I Organization TYPe:

Nhme3 ano titles oi Principal Officers and Owners (POO):



National Practitioner Data Bank

Healthcare lntegrity and Prolection
Data Bank
P.O. Box 10832
Chantilly, VA 201 53-0832

\ ://www.nPdb'hiPdb.hrsa,gov

Date Action Was Taken:

Date Action Became Effective:

Total Amounl of MonetarY PenaltY,

Assessment and/or Restitution:

03/24/2010
03/24/20]-0

$ 5,500.00

ls Subiect Automatically Reinstated After

Adierse Action Period ls Completed?: YES

Description of Subject's Act(s) or Omission(s) or,Other

Reasons ioi n.riont.l Taken and Description ofAction(s) Taken
bY HePorling EntitY: STIPULATION AND FI}JAL AGENCY oRDER, EFFECTIVE 03/24/La,

CASE 2010-2886, FOR EAILURE TO COMPLY WITH DATA

SUBMISSION REQUIREMENTS OE COLORADO'S PRESCRIPTION DRUG

MONITORING PROGR}}{. PITARMACY PAID THE FINE' AND THE

ACTION !{AS COMPLETED ON 03/24/IO

[] Subject identilied in Seclion B has appealed the reported adverse action'

DCN: ssoooooo65613630
Process Date: 1l/29 /2010
Page: z o{ 2

PENTEC HEALTH/ INC

D. SU
STATEMENT.

It the subject identified in section B ol this report has submitted a statement, it appears in this section'

Lt129/20L0
L1/29/20L0

END OF REPORT

j f, ,, box is checked, rhis report has been disputed by the subject identitied in Section B'

It box is checked, at ihe
the SecretarY of the U.S

is shown below:

!T-l tiboxischecked,attherequestof thesubjeciidentifiedinSection'B,thisreportisbeingreviewedbytheU #,tiio 
""t",1" 

u t. Department ol Health-ind ir*un Services to determlne its accuracy and/or

whether it compf ies-w[fr l"pltting requirements. No decision has been reached

request of the subject identiliect in Section B, this report was reviewed by

. b:;;#loi Heatth unJ Hrrrn Services' The Secrelarv's decision

Date of Original Submission:

Dale of Most Recetrt Change:

CONFIDENTIAL DOCUMENT FOH AUTHOHIZED USE ONLY

one or more boxes
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,i
BEFORE THE STATE BOARD OF PHARMAGY

STATE OF COLORAOO

Csse llo, 2010{02886

ST,PULAT|ON ANO FIHA! AGEHCY ORpEE.

IN THE MATTER OF THE DISCIPLINARY PNOCEEDIIIG REGARDING THE NON.
RESIDENT PRESCRIPTION DRUG OUILET FEGISTRATION OF PENTEC HEALTH,
INC,, NEGISTMTION NO. OSP 5533.

RESPONDENT PHARMACY.

lT lS HEREBY STIPULATETJ by end betweed the Colorado Staio Eoard of
Pharflracy ('Boald") and Penieq Hdallh, ln6. ('ResporldeDt PhamECy"), lo resolv€ All
matters perlainino 1o Eoard Case Number 2OlG002BBS as rolto\ys:

1. 'fha Eoard his rqrisdlclicn ov€r Respqndent Pharfilacy, lts reglslrEtlon as a non-
reiidEnl prBgEriplion drug ouuol, end tho Eubject matt€r o[ thts SEpulation and Flnnt
Agency Orde, ('Flnal Agency Oder') puEuanl to the pmvlsions q[ title ,2, arild6 22,
C.R.S. (2009). olherwlse kncwn as the Phaimaceutioaie and Phamtaclsts Acl.

2. Respondent Pharmacy hes be€n rEglst4rcd by lhe Board sg a non-resldent
prescriplion dtr,g ouuet ln thc Slale ol Coloredo at all Ume6 E,evant lo lhig
disciplifiary aclion,

3, Rcspondettt PharmBcy's addtess of record wilh tho Bgard and curfent lgcallon ls 4
Cre;k PNv/y. Ste, A, Eooihwyn, PA 10061.

4. Respondenl Pharfiacy does ngt conlest these findingr and hereby tyaives eny
lurther prmf ln lltis proceeding bEfore the Board aeganling thc fo0owing facls-

5, Berpondent (0iled lo 6ubmit,equired da[a lnlo Colorad0'6 presctioilon DfttO
l,looitoring Pfcgram (PDL,lP) ,or th8 January 10, 2010, lhrough January ZO, 2OlO,
rL'porling psricd.

6. OII January 28, 20'10, lhe Board hillaled a rcmplaint against Respondenl Pharmacy
because Restondenl Pharmacy failcd lo comply *ilh lho dala sqbmlsdion
requiremcnts of the PDMP,

7. Respondenl Phamacy doEE not conl€6t lhel the conduct described abovg
conEliiutes B vlolrtion of secllen 12-22-12s(1){cXI), ([) end (liU afi 12-22-708,
C.R.S., anC thal such conducl provldes grouods lor disciplinary Ecllon Egainsl
Fespondenl Pharnecy's non resid€nt proscriplion drug ouliEl teg16lEuon,

hnns://doraimase.state.co.us/LibcrtvlMS::/userYo3DreeoA}0public%3Bpwd%3D%3Bsys.., 12/2012010



Page 1 of 1
)

4<* DOII{ Page Viewer Q'{ormal View) -PageZ

ffi"#p.#"m,
o.,o 

""ouEE
PaBe comdands

lffi
Document comnrand5

Rlght cllckthen
save Targei As to

DsudsadPlsuocd
Clllkbcq to 9o bick

?ageZ ot 4

EBD{I

t ,.,

DlsPoslrl9N

$6,000'00 Fitr6 with surchalOo and Terss
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"I:Ti"iil"tHffglr,3'jL'1,'?fl'hf.1fu illlliLi{lt"3:ffil"iI',1''l;:"i,|l'f.$,;;;;;U;clnowiJse'*'a. puo""ilJiecrion a'i'

'g'r"roe." ;.n.i., C; e *i"rir" 
--pii"oroi ol thi oepartmenl of Reou'alory

. 
Aornc,es shalt tmpo." ,n'- ,o'iii6n! .ui.rrursu df 

. 
r-l% ot frts line'

n,ml,"r:mi';l,i;ili';'.",1x tril'llllLlii$'{1*r*.'! i{i1
i'";i; "oi -cil;;; ;nJ 

"r'ar 
tI-'*itr"i ln one lump sum lq t'€ lncluded vrhen

ffiild*,i ffiilt"ut'iti t;itrgn"a rhal Agencv of der lo the Board'

6comDtleDco.Resp9nd;ntPharmacy6hallatelltimesmrnplywithth6dala- 
ilEfiGsffi*q'rtrernents ott\e PDIdP'

tO.ACYiremqtrta 3nd \talv''.J3' R*soondenl Phat'Iacy ertels lnlo ll'ls Fintrl ngen6'

ordrr fleelv o',1 
'o'un'''"y'.*lli*'tdc"i 

;;;tl i;tp"'id6nt Pharmacv hat consulted

viln ldqal cou.sel n"tp"no"'i ri'it'""y otri'"d''l"fg"' ile unduEtandiig lhat it

hos tir;follolelng ri0ht6:

a. To have a formal no(ice of heeriog-anc cha(ges seNed upon ill

i. To tu.ponu to taid fomsl nolice of cha:gesi . . .

". 
i" nri. a fo,*tr it'iipil""ty heoring p-ursuat to seclion 12'2?'125'

C R'$': and
d. To aPPeal {hlr Bosrd otder'

Resoondent Pharmacy treely $alves these t'gtltE' and acknovilcd0€s that such

i]ii:"7'r. ii.l" riirnifiily ii .-.-ri"rton ro: airro's (imlting ihe aciron Iaksn

,grinstii to lt,* 
"anc(lons 

Imposed hoiein'

l1.Aoknowledf,rllgtsE Tte undur8iaFed ?uthorized agent of RtsEpondcnl Phcrmacy

hrs rogd this Fr4rr n gencl, ti'tiii']"1t 
-"^iti;ry 

anaichnorvhJgcs' whether or nol

Respondenl PhB.ta"y r't" 
"inuurluo 

ua'tt legaimunsel' lnet Respoodenl Ph3tmacy

,ii5"ii"J. tne lsgil ccns-i{u"n* u'li agrees thel nore of lhe lerms or

cc;rdlliqns he eitr are uncon#o'n"or" 
-nLilonjent 

Plra'mac/ is.npl relying on ony

statetcnls, !: om;ses or 
'"'i'"[nl*10"" 

ii*\ lhs Board clhet than as may be

ccnlained ln rh;s FInar lsen;;'6Joi"iit1pona"'r Phsrtracy lurlher ackno$'ledges

ir,iiit'i, ".i ""i",1"g 
into'ilrls Flnal agency order under any duEss'

l2.violatlons. Tlme ls oJ lhe essence to ths Firut Agency.otder' li ts tho

rssoons:blity o, n.rpo"o"ni'"pr,i"'-tty t"iuii otf 
"ppt:lt]11,t-:l:"" 

to complY {ullv

uilh lh s Finnl Aqetrcy O'o"l n"nponi"nt Pharmary ucironiedge! and egrees thal

:"iJ '";"i,i,r;; ;/iil; r;;i idft{ o-'o"i ''f oa' 
'un''tonea 

as provrded unce'

IElu,"r.^"ffil**
Last Modi{ied: November lSth' 2008

-L^!- ^^'.^/r :L^.+-,T\,{c"/oi'IQRE'oh\iRfNIrlRDGSS5/Crnd%3D%24%242"' 
1212012010
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secl,tat 12-2?-126,2(41, C-R.S., Hnd may be sumclenr grounds for addiilona,
disclplirre, inclurling bul nol limiled lo rovccslion ol lts teglskaticn. Ths pendency of
any suspensiotr or disciplinary aclion a(lslflg out of 6n alleg(d vlobtion ot (hls Firal
Age,rG/ Ordei shall nol offecl lhe gbtigation ol Respondenl pha(macy to comply ydth
all lerrns erd cordttions ot thls Final A0ercy Order.

13 btgflralion and Sovcrabllitl, UFon execuiton by ali par{ios, this Final Agency
Order shall rEFrEeenl ihg enlke and llna{ Egr€efllenl of aild betu/een lhe pad-ies lo
ihlscase, lntheeventohyprovistonol(hisFlnalAgenryOrosrlsdeemed'hvalidor
unenforffihl4 by a Cour( of law, il Ehallbc Severed and lhe rOmainlng pfovisions of
tl"is FinEl Agency Order shat, ba glven fult torc6 and effecl.

l.l.Public R6cord, Upcn execution hy all parltes, thlg Flnal Ag6ncy Order shell bs a
public raord, rltainlain€d in lhs custody oflhs Board.

16.E!!eqliy!_qllC.'rhlsFlnalAgencyOidersha[becomeeffeclivouponElgnaturBola
Boald momber o, repr€sentative.

ACCEPTED AND AGRESO SY

M oated:'?3//4ha'/o

^ 
Subscnbed and Eworn lo borore mE In the Counly of

Wl4tt/nqE ._, srEt6 at _-fu.s,lrk_rp&A___: thts
_!./atay at _.ileedu__, 20't0 by _\4w,iltrtg{/LJ_, tn
hi8/her cap3 clly as sn oulho.izEd agent ol Pentee. Heallh-Jre.

lEJ*u,.on* ffilonoo*
Last Modified: Novembcr l3th. 2008

https://doraimage,state.co.us/LibertylMS::/sidS8FgbVRfNdSDGS95/Crnd%3D%24%249... 1212012010
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FINALASENCY ORDER

WHEREFr]RE, ths hlelld Etipulation and Final Agency Older ls qpprov€d'

accEpl.aJ, and herEby mads En Order oi the Boald'

DoNE /rNp EFFEcrlvE THls aqVlAY oF f{Frr\th ,-'., ?o1o'

State Board of Phirft?cy

nv: .\\\cdU$nds.* -
Werdy Al\derson
Program Direclor

https://doraimage.statc.co,us/LibertyiMS::/sic188FgbVRfNd8DGS95/Cm 
d%3D%24%248"' 1212012010



Send to State Board of Pharmacy for Completion: A separate letter is acceptable.
Do not return with application unless it has been completed by the licensing agency.

NEVADA STATE BOARD OF PHARMACY
431 W Plumb Lane - Reno, NV 89509 - (TTS) BSO-1440

LICENSE VERIFICATION

Name: P,"-"fer HeG FL, , f,fr.. ,

Address: 4 Cr."l. rft,r,-g^^,o.u

a,rr, e***r^T
I hereby authorize the to furnish to the Nevada
State Board of Pharmacy, the i on requested below.

Signature of Applicant

THIS FORM
LICENSING AGENCY

MUST BE FORWARDED
FOR COMPLETION. DO

TO THE HOME STATE
NOT WRITE BELOW THIS LINE

License Number License Status Date License lssued Date License Expires

I ooooo 3118 \q(-\ ttFp iilqhu itlilrB
Has this license been
encumberedll any way?

tr Yes Etr No

Type of Encumbrance: (if any
E Revoked n Surrendered
fl Suspended tr Restricted

tr
u

Limited
Probation

Please attach copies of any pertinent documents

USE REVERSE SIDE OF THIS FORM FOR EXPLANATIONS IF NECESSARY

Has the applicant been convicted of any federar, state or local laws
relating to drug samples, wholesale or retail drug distribution, or

stributi ain
Has the applicant furnished any false or fraudurent material rnreny
applications made in connection with drug manufacturing or
dis Yes
Have any inspections of the applicant resurted in deficient ratings?v \/tr Yes Etr No

I licensing requirements of your state?
X 

"",
(lf no, ain) tr No

Sigffifure of5tqte Official Title State Date State Seal

/f N'u I Prcg;ram iqilec ,!k slqtrt

f



Send to State Board of Pharmacy for Completion: A separate letter is acceptable.
Do not return with application unless it has been completed by the licensing agency.

NEVADA STATE BOARD OF PHARMACY
431 W Plumb Lane - Reno, NV 89509 - (775) 850-1440

LICENSE VERIFICATION

THIS FORM MUST BE FORWARDED TO THE HOME STATE
LICENSING AGENCY FOR COMPLETION. DO NOT WRITE BELOW THIS LINE

License Number License Status Date License lssued Date License Expires

ACf;rg)t13t, a&u*- 5hr{ou uldu
Has this license been
encumbered in any way?

n Yes 'F No

Type of Encumbrance: (if any
fl Revoked tl Surrendered tr Limited
fl Suspended tl Restricted D Probation
Please attach copies of anv pertinent leqal documents

CitV: tlnn*t w)n State: Zip: tlot" r

to furnish to the NevadaI hereby authorize the
State Board of Pharmacy, the/information requested below.

Signature of Applicant

USE REVERSE SIDE OF THIS FORM FOR EXPLANATIONS IF NECESSARY

Has the applicant been convicted of any federal, state or local laws
relating to drug samples, wholesale or retail drug distribution, or
distribution of
Has the applicant furnished any false or fraudulent material in any
applications made in connection with drug manufacturing or
distribution? (if
Have any inspections of the applicant resulted in deficient ratings?
(lf yes, please exptain) tr Yes E tto
Has applicant met all licensing requirements of your state? -h 

Y"r tr No

dqhq

Name: Qrtta Heq-tt\ , .F"c

Siqneturbod State Official I title I State I oate I State SealG



NEVADA STATE BOARD OF PHARMACY
431 W Plumb Lane - Reno, NV 89509 - (775) 850-1440

APPLICATION FOR OUT.OF.STATE OUTSOURCING FACILIry LICENSE
$500.00 Fee made payable to: Nevada State Board of Pharmacy

(non-refundable and not transferable money order or cashier's check only)

Application must be printed legibly or typed

Any misrepresentation in the answer to any question on this application is grounds for refusal or
denial of the application or subsequent revocation of the license issued and is a violation of the
laws of the State of Nevada.

Facility Name: PharMEDium Services, LLC

El New Outsourcing Facility
fIOwnership Change (Provide current license number if making changes:) OUT
tt 503a OR tr 503b Apply as retail pharmacy only.

Check box below for type of ownership and complete all required forms for type of ownership that
you have selected. lf LLC use Non Publicly Corporation or Partnership
6 Publicly Traded Corporation - Pages 1-3 & 4 E Partnership - Pages 1-3 & 6
E Non Publicly Traded Corporation - Pages 1-3 & 5 fl Sole Owner - Pages 1-3 &7
GENERAL INFORMATION to be completed bv all tvpes of ownership

Physical Address: 913 North Davis Avenue

City. Cleveland State: MS

Fax: 662) 846-2614

Zip Code: 38732

Telephone: (662) 846-se6e

Toll Free Number: @00) s23-7749

E_mail: Bwomack@pharmedium.com

Supervising Pharmacist: Barrett I(arl Manning

(Required per NAC 639.708)

http://pharmedium.com

Nevada License #: Pending

Page 1

SERVICES PROVIDED

Yes/No

tr E Parenteral

EI tr Sterile Compounding

tr E Non Sterile Compounding

tr tr MailService Sterile Compounding

tr E Other Services:

All boxes must be checked for the application to be complete

An appearance will be required at a board meeting before the license will be issued.

Board Use Only Date Amount: 'ff 5oO'w

lm18l



APPLICATION FOR OUT.OF STATE OUTSOURCING FACILIry Page 2

FEI Number (From FDA application): 96t740623

Please provide the name of the facility as registered with the FDA and the registration number:
PharMEDium Services, LLC

Please provide a list of all DBA's used by outsourcing facility. A separate sheet is acceptable.
PharMEDium Services, LLC

Please provide the name and Nevada

Name: Barrett Karl Manning
license number of the supervising pharmacist:

Nevada License Number: pending

A Nevada business license is not required, however if the Outsourcing Facility has a Nevada
business license please provide the number: N/A

This page must be submitted for all types of ownership.

Within the last five (5) years:

1) Has the corporation, any owner(s), sharehorder(s) or partner(s) with
any interest, ever been charged, or convicted of a felony or gross
misdemeanor (including by way of a guirty plea or no contest plea)?

2) Has the corporation, any owner(s), shareholder(s) or partner(s) with
any interest, ever been denied a license, permit or certificate of
registration?

YestrNotr

YesnNotr
3) Has the corporation, any owner(s), shareholder(s) or partner(s) with any

interest, ever been the subject of an administrative action, OoaiO citation,
cite fine or proceeding relating to the pharmaceutical industry? yes E No E

4) Has the corporation, any owner(s), shareholde(s) or partner(s) with any
interest, ever been found guirty, pred guilty or entered a plea of nolo
contendere to any offense federal or state, related to controlledsubstances? yes tr No E

5) Has the corporation, any owner(s), shareholde(s) or partner(s) with any
interest, ever surrendered a license, permit or certificate of reg'istration
voluntarily or otherwise (other than upon voluntary close of a facility)? yes ts No n

H the answer to question 1 through 5 is "yes", a signed statement of explanation must be attached.
Copies of any documents that identify the circumstance or contain an order, agreement, or other
disposition may be required.



APPLICATION FOR OUT-OF STATE OUTSOURCING FACILITY - Page 3

I hereby certify that the answers given in this application and attached documentation are true and
correct. I understand that any infraction of the laws of the State of Nevada regulating the
operation of an authorized Outsourcing Facility may be grounds for the revocation of this permit.

I have read all questions, answers and siatements and know the contents thereof. I hereby certify,
under penalty of perjury, that the information furnished on this application are true, accurate and
correct. I hereby authorize the Nevada State Board of Pharmacy, its agents, servants and
employees, to conduct any investigation(s) of the business, professional, social and moral
background, qualification and reputation, as it may deem necessary, proper or desirable.
The facility must be registered with the FDA as an outsourcing facility (5038) to obtain an

outsourcing facility from the Board of Pharmacy.

Federal and State law require a licensed pharmacist to supervise the compounding taking place in
a registered outsourcing facility. This supervising pharmacist must be licensed by the Nevada
Board of Pharmacy.

Does your outsourcing facility wholesale compounded medication for resale? Yes n No E

The Law prohibits the resale of compounded medication. By signing this application you are
attesting that your medications will be labeled with the statement "Not for Resale" and that the
outsourcing facilities products will not be resold.

Original Signature of Person Authorized to Submit Application, no copies or stamps

Brenda Womack, General Manager .[-u^t?
Print Name of Authorized Person Date



APPLICATION FOR OUT.OF.STATE OUTSOU RC! NG FACI LITY

OWNERSHIP IS A PUBLICY TRADED COMPANY

State of lncorporation:

Parent Company if any:

Page 4

Delaware

AmerisourceBergen corporation is the parent company of pharMEDium services, LLC

Corporation Name: AmerisourceBergenCorporation

Address: 1300 Morris Drive

PACity: Chesterbrook State: zip: t9087

Telephone 610-727-70Q0

Contact Person:

Fax: Gt}) 647-0141

lf the corporation that holds an ownership interest in the applicant is a publicly traded corporation,
the applicant shall identify the officers of that corporation, the date the corporation received its
registration with the SEC, the registration number issued and the exchange at which the stock is
being traded. You can provide a copy of the sEC report or copy of Form10-K.

Date of lncorporation: 3l161200r

Registrationnumberissued: 3368747

Stock Exchange: NYSE (Ticker is ABC)

Cenufigale of Coroorqte Status (also referred to as Certificate of Good Standing). The Certificate
is obtained from the Secretary of State's office in the State where incorporated. The Certificate of
Corporate status must be dated within the last 6 months.

List of officers and directors.

-Steven H. collis, Chairman, president and chief Executive officer
-John G. chou, Executive vice president and chief Legal & Business officer
-Gina K. Clark, Executive Vice President and Chief Communications & Administration Officer
-]ames F. Cleary, ]r., Executive Vice President and Group President, Global Commercialization
Services & Animal Health
-Dale Danilewitz, Executive vice president and chief Information officer
-Kathy H. Gaddes, Executive Vice President and Chief Human Resources Officer
-Tim G. Guttman, Executive vice president and Chief Financial officer
-Peyton R. Howell, Executive Vice President and President, Health Systems & Specialty Care Solutions
-Robert P. Mauch, Executive Vice President and Group President, Pharmaceutical Distribution &
Strategic Global Sourcing
-Sun Park, Executive Vice President, Strategy and Development



MISSISSPPI BOABP OT' PHARMACY
6360 I55 North, Suite,400, Jackson, Mississippi 39211
Phone 601-899-8880: Fax 601-899-8891

December l?,2017

To Whom It May Concem:

The Mississippi Board of Pharmacy issued a Sterile Product Outsourcer Permit (Permit
Number 13625113.5) to Pharmedium Services, LLC, 913 North Davis Avenue,
Cleveland, Mississippi, on August 18,2014. This permit is curent and in good standing
and expires on Decemb er 37,2019. There are no records of complaints or disciplinary
action taken against this permit.

The Sterile Product Outsourcer Facilities are subject to the jurisdiction of the Food and
Drug Adrninistration and Drug Enforcement Administration.

If you have questions concerning this matter, please contact me at 601-899-8880.

Sincerely,

:J*-ffi
Cheri Atrvood
Director of Compliance
Mississippi Board of Pharmacy



NEVADA STATE BOARD OF PHARMACY
431 W Plumb Lane - Reno, NV 89509 -(775) 850-1440

APPLICATION FOR OUT.OF-STATE OUTSOURCING FACILITY LICENSE
$500.00 Fee made payable to: Nevada State Board of Pharmacy

(non-refundable and not transferable money order or cashier's check only)

Application must be printed legibly or typed

Any misrepresentation in the answer to any question on this application is grounds for refusal or
denial of the application or subsequent revocation of the license issued and is a violation of the
laws of the State of Nevada.

Facility Name: PharMEDium Services, LLC

m New Outsourcing Facility
tlOwnership Change (Provide current license number if making changes:) OUT
tl 503a OR n 503b Apply as retail pharmacy only.

Check box below for type of ownership and complete all required forms for type of ownership that
you have selected. lf LLC use Non Publicly Corporation or Partnership
6 Publicly Traded Corporation - Pages 1-3 & 4 E Partnership - Pages 1-3 & 6
tl Non Publicly Traded Corporation - Pages 1-3 & 5 E Sole Owner - Pages 1-3 &7
GENERAL INFORMATION to be completed bv all tvpes of ownership

cal Address: 36 Stults RoadPhysi

City: Dayton

Telephone: (609) 8r9-4100

Toll Free Number: 840-523-7749

E-mail: Wkelso@pharmedium.com

Supervising Pharmacist: Walter Kelso

SERVICES P

State. Ni Zip Code: 088 l0

Fax: (609) 655-7628

(Required per NAC 639.708)

Website: www.pharmedium.com

Nevada License f; pending

Page 1

Yes/No

tr EI Parenteral

Et tr Sterile Compounding

n ffi Non Sterile Compounding

tr E MailService Sterile Compounding

tr ts Other Services:

All boxes must be checked for the application to be complete

An appearance will be required at a board meeting before the license will be issued.

Board Use Only Date Processed: Amount: $ 5@'m

lDD180



APPLICATION FOR OUT.OF STATE OUTSOURCING FACILITY Page 2

FEI Number (From FDA aPPlication): 079939389

Please provide the name of the facility as registered with the FDA and the registration number:
PharMEDium Services, LLC

Please provide a list of all DBA's used by outsourcing facility. A separate sheet is acceptable.
PharMEDium Services, LLC

Please provide the name and

Name: Walter Kelso

Nevada license number of the supervising pharmacist:

License Number: pendindNevada

A Nevada business license is not required, however if the Outsourcing Facility has a Nevada
business license please provide the number: N/A

This paqe must be submitted for all tvpes of ownership.

Within the last five (5) years:

1) Has the corporation, any owner(s), sharehorder(s) or partner(s) with
any interest, ever been charged, or convicted of a felony or gross
misdemeanor (including by way of a guilty plea or no contest plea)?

2) Has the corporation, any owner(s), sharehorder(s) or partner(s) with
any interest, ever been denied a license, permit or certificate of
registration?

YestrNotr

YesnNotr
3) Has the corporation, any owner(s), sharehorder(s) or partner(s) with any

interest, ever been the subject of an administrative action, board citation,
cite fine or proceeding relating to the pharmaceutical industry? yes n No tr

4) Has the corporation, any owner(s), shareholder(s) or partner(s) with any
interest, ever been found guilty, pled guirty or entered a plea of nolo
contendere to any offense federal or state, related to controlled
substances? YesnNotr

5) Has the corporation, any owner(s), shareholder(s) or partner(s) with any
interest, ever surrendered a license, permit or certificate of registration
voluntarily or othenirrise (other than upon voluntary close of a ficility)? yes E No tl

lf the answer to question 1 through 5 is "yes", a signed statement of explanation must be attached.
Copies of any documents that identify the circumstance or contain an order, agreement, or other
disposition may be required.



APPLICATION FOR OUT-OF STATE OUTSOURCING FACILITY - Page 3

I hereby certify that the answers given in this application and attached documentation are true and
correct. I understand that any infraction of the laws of the State of Nevada regulating the
operation of an authorized Outsourcing Facility may be grounds for the revocation of this permit.

I have read all questions, answers and statements and know the contents thereof. I hereby certify,
under penalty of perjury, that the information furnished on this application are true, accurate and
correct. I hereby authorize the Nevada State Board of Pharmacy, its agents, servants and
employees, to conduct any investigation(s) of the business, professional, social and moral
background, qualification and reputation, as it may deem necessary, proper or desirable.
The facility must be registered with the FDA as an outsourcing facility (5038) to obtain an
outsourcing facility from the Board of Pharmacy.

Federal and State law require a licensed pharmacist to supervise the compounding taking place in

a registered outsourcing facility. This supervising pharmacist must be licensed by the Nevada
Board of Pharmacy.

Does your outsourcing facility wholesale compounded medication for resale? Yes tr No tr

The Law prohibits the resale of compounded medication. By signing this application you are
attesting that your medications will be labeled with the statement "Not for Resale" and that the
outsourcing facilities products will not be resold.

%
Original Signa re of Person Authorized to Submit Application, no copies or stamps

a

Print Name of Authorized Person

Walter Kelso, General Manager

Date



APPLICATION FOR OUT-OF-STATE OUTSOURCING FACILITY Page 4

Corporation Name: PharMEDium Services, LLC

OWNERSHIP IS A PUBLICY TRADED COMPANY

State of lncorporation:

Parent Company if any:

Delaware

Company of pharMEDium Services, LLC

Address: 1300 Morris Drive

City: Chesterbrook State: PA zip: t9087

Telephone: (6to)227-zooo

Contact Person:

Fax: (610) 647-ot4t

lf the corporation that holds an ownership interest in the applicant is a publicly traded corporation,
the applicant shall identify the officers of that corporation, ihe dat" the'corporation received its
registration with the SEC, the registration number issued and the exchange at which the stock is
being traded. You can provide a copy of the sEC report or copy of Form10-K.

Date of lncorporation: 3lL6l200L

Registration numberissued: 3368747

Stock Exchange: NYSE (Ticker is ABC)

Qertificate of corporate status (also referred to as certificate of Good standing). The certificate
is obtained from the Secretary of State's office in the State where incorporated. The Certificate ofCorporate status must be dated within the last 6 months.

List of officers and directors.

-steven H. collis, chairman, president and chief Executive officer
-|ohn G. chou, Executive vice president and chief Legal & Business officer
-Gina K. Clark, Executive Vice President and Chief Communications & Administration Officer
-|ames F. Cleary, fr., Executive Vice President and Group President, Global Commercialization
Services & Animal Health
-Dale Danilewitz, Executive vice president and chief Information officer
-Kathy H. Gaddes, Executive Vice President and Chief Human Resources Officer
-Tim G. Guttman, Executive vice president and chief Financial officer
-Peyton R. Howell, Executive Vice President and President, Health Systems & Specialry Care
Solutions
-Robert P. Mauch, Executive Vice President and Group President, Pharmaceutical Distribution &
Strategic Global Sourcing
-Sun Park, Executive Vice president, Strategy and Development

lnclude with the application for a publiclv traded corporation



NEVADA STATE BOARD OF PHARMACY
431 W Plumb Lane - Reno, NV 89509 - (775) 850-1440

APPLICATION FOR OUT.OF.STATE OUTSOURCING FACILITY LICENSE
$500.00 Fee made payable to: Nevada State Board of Pharmacy

(non-refundable and not transferable money order or cashier's check only)

Application must be printed legibly or typed

Any misrepresentation in the answer to any question on this application is grounds for refusal or
denial of the application or subsequent revocation of the license issued and is a violation of the
laws of the State of Nevada.

Facility Name: PharMEDium Services, LLC

t& New Outsourcing Facility
EOwnership Change (Provide current license number if making changes:) OUT.

n 503a OR n 503b Apply as retail pharmacy only.

Check box below for type of ownership and complete all required forms for type of ownership that
you have selected. lf LLC use Non Publicly Corporation or Partnership
E lublicly Traded Corporation - Pages 1-3 & 4 El Partnership - Pages 1-3 & 6
E Non Publicly Traded Corporation - Pages 1-3 & 5 tr Sole Owner - Pages 1-3 &7
GENERAL INFORMATION to be completed bv all tvpes of ownership

cal Address: 6100 GlobalDrivePhysi

City: Memphis

Telephone' (901) s47-3900

Toll Free Number: 800-523-7749

E-mail: Emack@pharmedium.com

Supervising Pharmaclrl' EricaMack

TN Zip Code: 38141

(90r) 367 -68e6

(Required per NAC 639.708)

Website: http://pharmedium.com

Nevada License #. Pending

State:

Fax:

Page 1

SERVICES PROVIDED

Yes/No

tr E Parenteral

N tr Sterile Compounding

tr [X Non Sterile Compounding

tr EI MailService Sterile Compounding

tr E Other Services:

All boxes must be checked for the application to be complete

An appearance will be required at a board meeting before the license will be issued.

Board Use Only Date Processed: Amount: Sffi'w

IO\TQ



APPLICATION FOR OUT.OF STATE OUTSOURCING FACTLITY Page 2

FEI Number (From FDA application): 961740649

Please provide the name of the facility as registered with the FDA and the registration number:
PharMEDium Services, LLC

Please provide a list of all DBA's used by outsourcing facility. A separate sheet is acceptable.
PharMEDium Services, LLC

Please provide the name and Nevada license
Name: Erica Mack

number of the supervising pharmacist:

Nevada License Number: pending

A Nevada business license is not required, however if the Outsourcing Facility has a Nevada
business license please provide the number: nla

This paoe must be submitted for all tvpes of ownership.

Within the last five (5) years:

1) Has the corporation, any owner(s), shareholder(s) or partner(s) with
any interest, ever been charged, or convicted of a felony or gross
misdemeanor (including by way of a guilty plea or no contesi plea)?

2) Has the corporation, any owner(s), shareholder(s) or partner(s) with
any interest, ever been denied a license, permit or certificate oi
registration?

YesINotr

YesnNoE
3) Has the corporation, any owne(s), shareholder(s) or partner(s) with any

interest, ever been the subject of an administrative action, OoaiO citation,
cite fine or proceeding relating to the pharmaceutical industry? yes n No E

4) Has the corporation, any owne(s), shareholder(s) or partner(s) with any
interest, ever been found guirty, pred guilty or entered a plea of nolo
contendere to any offense federal or state, related to controlledsubstances? yes n No E

5) Has the corporation, any owne(s), shareholder(s) or partner(s) with any
interest, ever surrendered a license, permit or certificate of registration
voluntarily or othenrvise (other than upon voluntary close of a ficility)? yes E No tr

lf the answer to question 1 through 5 is "yes", a signed statement of explanation must be attached.
Copies of any documents that identify the circumstance or contain an order, agreement, or other
disposition may be required.



APPLIGATION FoR OUT-OF STATE OUTSOURCING FACILITY - Page 3

I hereby certify that the answers given in this application and attached documentation are true and
correct. I understand that any infraction of the laws of the State of Nevada regulating the
operation of an authorized Outsourcing Facility may be grounds for the revocation of this permit.

I have read all questions, answers and statements and know the contents thereof. I hereby certify,
under penalty of perjury, that the information furnished on this application are true, accurate and
correct. I hereby authorize the Nevada State Board of Pharmacy, its agents, servants and
employees, to conduct any investigation(s) of the business, professional, social and moral
background, qualification and reputation, as it may deem necessary, proper or desirable.
The facility must be registered with the FDA as an outsourcing facility (5038) to obtain an
outsourcing facility from the Board of Pharmacy.

Federal and State law require a licensed pharmacist to supervise the compounding taking place in
a registered outsourcing facility. This supervising pharmacist must be licensed by the Nevada
Board of Pharmacy.

Does your outsourcing facility wholesale compounded medication for resale? Yes n No tr

The Law prohibits the resale of compounded medication. By signing this application you are
attesting that your medications will be labeled with the statement "Not for Resale" and that the
outsourcing facilities products will not be resold.

Original Signature of Authorized to Submit Application,

Bruce Bagley, Interim General Manager

Print Name of Authorized Person

no copies or stamps

\-c Prae- ?fri?-
Date



SHIP IS A

APPLICATION FOR OUT-OF.STATE OUTSOURCING FAC!LITY Page 4

State of lncorporation: Delaware

Parent Company if any: AmerisourceBergen CorPoration is the Parent Company of PharMEDium Services, L16

Corporation Name. AmerisourceBergenCorporation

Address: t:OO tuto.

City: Chesterbrook State: PA Zip. t9087

Telephone' 6to)727-7ooo Fax: (6t0) 647-0141

Contact Person:

lf the corporation that holds an ownership interest in the applicant is a publicly traded corporation,
the applicant shall identify the officers of that corporation, the date the corporation received its
registration with the SEC, the registration number issued and the exchange at which the stock is
being traded. You can provide a copy of the sEC report or copy of Form 1 0-K.

Date of lncorporation: 3l16l200t

Registration number issued: 3368747

Stock Exchange: NYSE (Ticker is ABC)

Certificate of Corporate Status (also referred to as Certificate of Good Standing). The Certificate
is obtained from the Secretary of State's office in the State where incorporateO. fne Certificate of
Corporate status must be dated within the last 6 months.

List of officers and directors.

-Steven H. Collis, Chairman, President and Chief Executive Officer
-]ohn G. Chou, Executive Vice President and Chief Legal & Business Officer
-Gina K. Clark, Executive Vice President and Chief Communications & Administration Officer
-James F. Cleary, Ir., Executive Vice President and Group President, Global Commercialization
Services & Animal Health
-Dale Danilewitz, Executive Vice President and Chief Information Officer
-Kathy H. Gaddes, Executive Vice President and Chief Human Resources Officer
-Tim G. Guttman, Executive vice President and chief Financial officer
-Peyton R. Howell, Executive Vice President and President, Health Systems & Specialty Care Solutions
-Robert P. Mauch, Executive Vice President and Group President, Pharmaceutical Distribution &

Strategic Glohal Sourcing
-Sun Park, Executive Vice President, Strategy and Development



NEVADA STATE BOARD OF PHARMACY
431W Plumb Lane - Reno, NV 89509 - (775) 850-1440

APPLICATION FOR OUT.OF.STATE OUTSOURCING FACILITY LICENSE
$500.00 Fee made payable to: Nevada State Board of Pharmacy

(non-refundable and not transferable money order or cashier's check only)

Application must be printed legibly or typed

Any misrepresentation in the answer to any question on this application is grounds for refusal or
denial of the application or subsequent revocation of the license issued and is a violation of the
laws of the State of Nevada.

GENERAL INFORMATION to be completed bv all tvpes of ownership

Facility Name: PharMEDium Services, LLC

Physical Address: 12620 W. Airport Boulevard, Suite 130

6 New Outsourcing Facility
EOwnership Change (Provide current license number if making changes:) OUT
tr 503a OR tr 503b Apply as retail pharmacy only.

Check box below for type of ownership and complete all required forms for type of ownership that
you have selected. lf LLC use Non Publicly Corporation or Partnership
ffi Publicly Traded Corporation - Pages 1-3 & 4 E Partnership - Pages 1-3 & 6
E Non Publicly Traded Corporation - Pages 1-3 & 5 tr Sole Owner - Pages 1-3 &7

City: Sugar Land State: Tx

Telephone' (281) 491-1900 Fax: (281) 491-1902

Toll Free Number: @00) 523-7749

E-mail: Bbaqley@pharmedium.com

Supervising Pharmacist: Bamidele Dauda Abdullahi

Zip Code:

(Required per NAC 639.708)

WebSite: www.pharmedium.com

77478

Nevada License #. +4+k wdup .J

Page 1

Yes/No

tr EX Parenteral

m tr Sterile Compounding

tr I Non Sterile Compounding

, tr X Mail Service Sterile Compounding

n tr Other Services:

All boxes must be checked for the application to be complete

An appearance will be required at a board meeting before the license will be issued.

Board Use Only Date Processed: Amount: $5oO'oo

lDDl8a



APPLICATION FOR OUT.OF STATE OUTSOURCING FACILITY Page 2

FEI Number (From FDA application): 961740664

Please provide the name of the facility as registered with the FDA and the registration number:
PharMEDium Services, LLC

Please provide a list of all DBA's used by outsourcing facility. A separate sheet is acceptable.
PharMEDium Services, LLC

Please provide the name and Nevada license number of the supervising pharmacist.
Name: Bamidele Dauda Abdullahi Nevada License Number: **

A Nevada business license is not required, however if the Outsourcing Facility has a Nevada
business license please provide the number: N/A

This page must be submitted for all tvpes of ownership.

Within the last five (5) years:

1) Has the corporation, any owner(s), shareholder(s) or partner(s) with
any interest, ever been charged, or convicted of a felony or gross
misdemeanor (including by way of a guilty plea or no contest prea)?

2) Has the corporation, any owner(s), shareholder(s) or partner(s) with
any interest, ever been denied a license, permit or certificate of
registration?

YestrNoE

YestrNoE
3) Has the corporation, any owner(s), shareholder(s) or partner(s) with any

interest, ever been the subject of an administrative action, board citation,
cite fine or proceeding relating to the pharmaceutical industry? yes tr No E

4) Has the corporation, any owne(s), sharehorder(s) or partner(s) with any
interest, ever been found guilty, pled guilty or entered a plea of nolo
contendere to any offense federal or state, related to controlledsubstances? yes E No E

5) Has the corporation, any owne(s), sharehorder(s) or partner(s) with any
interest, ever surrendered a license, permit or certificate of registration
voluntarily or othenvise (other than upon voluntary close of a facility)? yes tr No tr

lf the answer to question 1 through 5 is "yes", a signed statement of explanation must be attached.
Copies of any documents that identify the circumstance or contain an order, agreement, or other
disposition may be required.

**Application by Reciprocation as a Pharmasict is being completed. Pharmacist license number in the
state of TX is 54260.



APPLICATION FOR OUT-OF STATE OUTSOURCING FACILITY - Page 3

I hereby certify that the answers given in this application and attached documentation are true and
correct. I understand that any infraction of the laws of the State of Nevada regulating the
operation of an authorized Outsourcing Facility may be grounds for the revocation of this permit.

I have read all questions, answers and statements and know the contents thereof. I hereby certify,
under penalty of perjury, that the information furnished on this application are true, accurate and
correct. I hereby authorize the Nevada State Board of Pharmacy, its agents, servants and
employees, to conduct any investigation(s) of the business, professional, social and moral
background, qualification and reputation, as it may deem necessary, proper or desirable.
The facility must be registered with the FDA as an outsourcing facility (5038) to obtain an
outsourcing facility from the Board of Pharmacy.

Federal and State law require a licensed pharmacist to supervise the compounding taking place in
a registered outsourcing facility. This supervising pharmacist must be licensed by the Nevada
Board of Pharmacy.

Does your outsourcing facility wholesale compounded medication for resale? Yes n No n

The Law prohibits the resale of compounded medication. By signing this application you are
attesting that your medications will be labeled with the statement "Not for Resale" and that the
outsourcing facilities products will not be resold.

Original Signature Authorized to Submit Application, no copies or stamps

\-s q1e- ?;;nc.)Bruce Bagley, General Manager

Print Name of Authorized Person Date



APPLICATION FOR O UT.OF.STATE OUTSOU RCI N G FAC! LITY

OWNERSHIP IS A PUBLICY TR,ADED COMPANY

Page 4

State of lncorporation: Delaware

Parent Company if any: AmerisourceBergen CorPoration is the Parent Company of PharMEDium Services, LLC

Corporation Name: AmerisourceBergenCorporation

Address: 227 Washinston Street

City: Conshohocken

Telephone: (6t$ 727-7000

Contact Person:

Fax: (800) 640-s22r

PAState: zip. 19428

lf the corporation that holds an ownership interest in the applicant is a publicly traded corporation,
the applicant shall identify the officers of that corporation, the date the corporation received its
registration with the SEC, the registration number issued and the exchange at which the stock is
being traded. You can provide a copy of the sEC report or copy of Form10-K.

Date of lncorporation: 3l16l200L

Registration number issued: 3368747

Stock Exchange: NYSE (Ticker is ABC)

Cer,tificate of Coroorate Status (also referred to as Certificate of Good Standing). The Certificate
is obtained from the Secretary of State's office in the State where incorporated. The Certificate of
Corporate status must be dated within the last 6 months.

List of officers and directors.

-Steven H. Collis, Chairman, President and Chief Executive Officer
-]ohn G. chou, Executive vice President and chief Legal & Business officer
-Gina K. Clark, Executive Vice President and Chief Communications & Administration Officer
-James F. Cleary, |r., Executive Vice President and Group President, Global Commercialization
Services & Animal Health
-Dale Danilewitz, Executive vice President and chief Information officer
-Kathy H. Gaddes, Executive Vice President and Chief Human Resources Officer
-Tim G. Guttman, Executive vice President and chief Financial officer
-Peyton R. Howell, Executive Vice President and President, Health Systems & Specialty Care Solutions
-Robert P. Mauch, Executive Vice President and Group President, Pharmaceutical Distribution &
Strategic Global Sourcing
-Sun Park, Executive Vice President, Strategy and Development



NEVADA STATE BOARD OF PHARMACY
431 W Plumb Lane - Reno, NV 89509 - (775) 850-1440

APPLICATION FOR OUT.OF.STATE OUTSOURCING FAGILITY LICENSE

and not transferable money order or cashier's check only)

Application must be printed legibly or typed

Any misrepresentation in the answer to any question on this application is grounds for refusal or
denial of the application or subsequent revocation of the license issued and is a violation of the
laws of the State of Nevada.

Facility Name: SCA Pharmaceuticals LLC

E New Outsourcing Facility
EOwnership Change (Provide current license number if making changes:) OUT
tr 503a OR E 503b Apply as retail pharmacy only.

Check box below for type of ownership and complete all required forms for type of ownership that
you have selected. lf LLC use Non Publicly Corporation or Partnership
tr Publicly Traded Corporation - Pages 1-3 & 4 E Partnership - Pages 1-3 & 6
EI Non Publicly Traded Corporation - Pages 1-3 & 5 E Sole Owner - Pages 1-3 &7
GENERAL INFORMATION to be completed bv alltvpes of ownership

Physica I Address: 8821 Knoedl Court

City: Little Rock

Telephone: 877 -550-5059

Toll Free Number: 877-550-5059

State: AR Zip

Fax: 860-831-1101

Code: 72205

(Required per NAC 639.708)

Website: www.scausa.net
=-mait: 

I derrhn @ scqu<a. n et
Supervising Pharmacist: Matthew L. White Nevada License #. lqg lg (

Yes/No

ts EI Parenteral

E tr Sterile Compounding

tr E Non Sterile Compounding

tr E MailService Sterile Compounding

tr E Other Services:

All boxes must be checked for the application to be complete

An appearance will be required at a board meeting before the license will be issued.

Page 1

IDD36D

Board Use Only Date Processed. Amount: fiffi 'Cfl



APPLICATION FOR OUT.OF STATE OUTSOURCING FACILITY Page 2

FEI Number (From FDA application): 90-0622763

Please provide the name of the facility as registered with the FDA and the registration number:
SCA Pharmaceuticals LLC #037559301

Please provide a list of all DBA's used by outsourcing facility, A separate sheet is acceptable.
N/A

Please provide the name and Nevada license nu

Name: Matthew L. White

mber of the supervising pharmacist:

Nevada License Number. I 
q 8lg

A Nevada business license is not required, however if the Outsourcing Facility has a Nevada
business license please provide the number: N/A

This paqe must be submitted for all tvpes of ownership.

Within the last five (5) years:

1) Has the corporation, any owner(s), shareholder(s) or partner(s) with
any interest, ever been charged, or convicted of a felony or gross
misdemeanor (including by way of a guilty plea or no contest plea)?

2) Has the corporation, any owne(s), shareholder(s) or partner(s) with
any interest, ever been denied a license, permit or certificate of
registration?

Yes n No EI

YestrNoE
3) Has the corporation, any owner(s), sharehorder(s) or partner(s) with any

interest, ever been the subject of an administrative action, board citation,
cite fine or proceeding relating to the pharmaceutical industry? yes tr No tr

4) Has the corporation, any owner(s), shareholde(s) or partner(s) with any
interest, ever been found guilty, pled guilty or entered a plea of nolo
contendere to any offense federal or state, related to controlled
substances? yes n No E

5) Has the corporation, any owner(s), shareholder(s) or partner(s) with any
interest, ever surrendered a license, permit or certificate of registration
voluntarily or othenrvise (other than upon voluntary close of a flcility)? yes tr No tr

lf the answer to question 1 through 5 is "yes", a signed statement of explanation must be attached.
Copies of any documents that identify the circumstance or contain an order, agreement, or other
disposition may be required.



APPLICATION FOR OUT-OF STATE OUTSOURCING FAGILITY - Page 3

I hereby certify that the answers given in this application and attached documentation are true and
correct. I understand that any infraction of the laws of the State of Nevada regulating the
operation of an authorized Outsourcing Facility may be grounds for the revocation of this permit.

I have read all questions, answers and statements and know the contents thereof. I hereby certify,
under penalty of perjury, that the information furnished on this application are true, accurate and
correct. I hereby authorize the Nevada State Board of Pharmacy, its agents, servants and
employees, to conduct any investigation(s) of the business, professional, social and moral
background, qualification and reputation, as it may deem necessary, proper or desirable.
The facility must be registered with the FDA as an outsourcing facility (5038) to obtain an
outsourcing facility from the Board of Pharmacy.

Federal and State law require a licensed pharmacist to supervise the compounding taking place in
a registered outsourcing facility. This supervising pharmacist must be licensed by the Nevada
Board of Pharmacy.

Does your outsourcing facility wholesale compounded medication for resale? Yes [J No tr

The Law prohibits the resale of compounded medication. By signing this application you are
attesting that your medications will be labeled with the statement "Not for Resale" and that the
outsourcing facilities products will not be resold.

of Perso rized to Submit Application, no copies or stamps

]ames Milton Boyer, CEO

Print Name of Authorized Person ,rrr/1 | -



APPLICATION FOR OUT-OF.STATE OUTSOURCING FACILITY

OWNERSHIP IS A NON PUBLICLY TRADED CORPORATION

Page 5

State of lncorporation: Delaware

Parent Company if any: SCA Pharmaceuticals Holdings LLC

AddresS: 601 Lexington Avenue. 55th Floor

City: New York State: NY Zip. roo22

Telephone. 877-550-5059 Fax: 860-831-1101

Contact Person: Matthew L. White

For any corporation non publicly traded, disclose the following:

1) List top 4 persons to whom the shares were issued by the corporation?

g) EHP-SCA, LLC 601 Lexington Ave, 55th Floor, New york, Ny 10022

Address

EHP-SCA CO-INVEST, LLC 601 Lexington Ave, 55th Floor, New york, Ny
Name Address

6) EHP COJNVEST, LLC 601 Lexington Ave, 55th Floor, New york, Ny 10022

Name Address

6; SCA HOLDINGS, LLC 8821 Knoedl Court, Little Rock, Arkansas72205

Name Address

2) Provide the number of shares issued by the corporation . t7,es2,500

3) What was the price paid per share? s1.00

4) what date did the corporation actually receive the cash assets? 10t20t2016

5) Provide a copy of the corporation's stock register evidencing the above information

lnclude with the application for a non publiclv traded corporation

/ Certificate of Corporate Status (also referred to as Certificate of Good Standing). The
Certificate is obtained from the Secretary of State's office in the State where incorporated. The
certificate of corporate status must be dated within the last 6 months.

List of officers and directors 1/



NEVADA STATE BOARD OF PHARMACY
431 W Plumb Lane - Reno, NV 89509 - (775) 850-1440

APPLICATION FOR OUT.OF-STATE OUTSOURGING FACILITY LICENSE
$500.00 Fee made payable to: Nevada State Board of Pharmacy

(non-refundable and not transferable money order or cashier's check only)

Application must be printed legibly or typed

Any misrepresentation in the answer to any question on this application is grounds for refusal or
denial of the application or subsequent revocation of the license issued and is a violation of the
laws of the State of Nevada.

Facility Name: Stokes Healthcare lnc.

N/New Outsourcing Facility
tlOwnership Change (Provide current license number if making changes:) OUT.

tr 503a OR M503b Apply as retail pharmacy only.

Check box below for type of ownership and complete all required forms for type of ownership that
you have selected. lf LLC use Non Publicly Corporation or Partnership
tI Publicly Traded Corporation - Pages 1-3 & 4 E Partnership - Pages 1-3 & 6
M/Non Publicly Traded Corporation - Pages 1-3 & 5 tl Sole Owner- Pages 1-3 &7
GENERAL INFORMATION to be completed bv all tvpes of ownership

Physical Address: 8000 Commerce Parkway, Suite 600

Mt. Laurel

Telephonel 8oo-7 54-5222

Toll Free Number: 800-754-5222

E-mail: licensing@stokespharmacy.com

SupervisingPharmacisl' EmmettMcVey

Zip Code: 08054

Fax: 856-505-5899

(Required per NAC 639.708)

www. stokespharmacy. com

Nevada License #. 1g7g} \/

Yes/No

tr il Parenteral

A tr Sterile Compounding

d tr Non Sterile Compounding

V tr Mail Service Sterile Compounding

All boxes must be checked for the application to be complete

An appearance will be required at a board meeting before the license will be issued.

Page 1

Board Use Only Date Amount: $ 3oo- ao

loM?Jo

State: NJ



APPLICATION FOR OUT-OF STATE OUTSOURCING FACILTTY Page 2

FEI Number (From FDA application): 300281 5949

Please provide the name of the facility as
Stokes Healthcare lnc. 3002815949

registered with the FDA and the registration number:

Please provide a list of all DBA's used by outsourcing facility. A separate sheet is acceptable.
Stokes Pharmacy

Please provide the name and

Name: Emmett McVey

Nevada license number of the supervising pharmacist:

Nevada License Number: 19796

A Nevada business license is not required, however if the Outsourcing Facility has a Nevada
business license please provide the number: NA

This paqe must be submitted for all types of ownership.

Within the last five (5) years:

1) Has the corporation, any owner(s), shareholde(s) or partner(s) with
any interest, ever been charged, or convicted of a felony or gross
misdemeanor (including by way of a guilty plea or no contest plea)?

2) Has the corporation, any owner(s), shareholde(s) or partner(s) with
any interest, ever been denied a license, permit or certificate of
registration?

Yes n No VI

Yes[]NoM
3) Has the corporation, any owner(s), shareholde(s) or partner(s)with any

interest, ever been the subject of an administrative action, board citation,
cite fine or proceeding relating to the pharmaceutical industry? Yes 7 No tr

4) Has the corporation, any owner(s), shareholder(s) or partner(s) with any
interest, ever been found guilty, pled guilty or entered a plea of nolo
contendere to any offense federal or state, related to controlled
substances? Yes tr No El/

5) Has the corporation, any owner(s), shareholde(s) or partner(s) with any
interest, ever surrendered a license, permit or certificate of registration
voluntarily or othenrvise (other than upon voluntary close of a facility)? Yes tr No M

lf the answer to question 1 through 5 is "yes", a signed statement of explanation must be attached.
Copies of any documents that identify the circumstance or contain an order, agreement, or other
disposition may be required.



APPLICATION FOR OUT-OF STATE OUTSOURCING FACILITY - Page 3

I hereby certify that the answers given in this application and attached documentation are true and
correct. I understand that any infraction of the laws of the State of Nevada regulating the
operation of an authorized Outsourcing Facility may be grounds for the revocation of this permit.

I have read all questions, answers and statements and know the contents thereof. I hereby certify,
under penalty of perjury, that the information furnished on this application are true, accurate and
correct. I hereby authorize the Nevada State Board of Pharmacy, its agents, servants and
employees, to conduct any investigation(s) of the business, professional, social and moral
background, qualification and reputation, as it may deem necessary, proper or desirable.
The facility must be registered with the FDA as an outsourcing facility (5038) to obtain an
outsourcing facility from the Board of Pharmacy.

Federal and State law require a licensed pharmacist to supervise the compounding taking place in
a registered outsourcing facility. This supervising pharmacist must be licensed by the Nevada
Board of Pharmacy.

Does your outsourcing facility wholesale compounded medication for resale? Yes tl No M

The Law prohibits the resale of compounded medication. By signing this application you are
attesting that your medications will be labeled with the statement "Not for Resale" and that the
outsourcing facilities products will not be resold.

MichaelTursi l-30-\g
Print Name of Authorized Person Date

Original Signature of Person Authorized to Submit Application, no copies or stamps



APPLICATION FOR OUT-OF.STATE OUTSOURCING FACILITY

OWNERSHIP IS A NON PUBLICLY TRADED CORPORATION

State of lncorporation: New

Parent Company if any:

Address: 8000 Commerce Parkway, Suite 600

Page 5

City: Mt. Laurel State: NJ Zip:

Telephone' 800-754-5222 Fax: 856-505-5899

ContactPerson: MichaelTursi

For any corporation non publicly traded, disclose the following:

1) List top 4 persons to whom the shares were issued by the corporation?

a) See attached.
Name Address

b)
Name Address

c)
Name Address

d)

2)

Name Address

Provide the number of shares issued by the corporation.

3) What was the price paid per share?

4) What date did the corporation actually receive the cash assets?

5) Provide a copy of the corporation's stock register evidencing the above information

lnclude with the application for a non publiclv traded corporation

Certificate of Corporate Status (also referred to as Certificate of Good Standing). The
Certificate is obtained from the Secretary of State's office in the State where incorporated. The
Certificate of Corporate status must be dated within the last 6 months.

List of officers and directors



AEOVE AND BEYONN

8000 Commerce Parkway, Suite 600, Mount Laurel, NJ 08054
p: 800-754-5222 f: 800-440-5899

Stokes Healthcare lnc. Corporate Officers are as follows:

Emmett McVey, RPh - 50%

T:6O9-47L-L326

E. Monterey Ave., #601,

Wildwood Crest, NJ 08260

Vice President/Owner

Pharmacist-ln-Charge

Michael Tursi - 50%

T:609-47t-1295

lUnion Mill Road

Mt. Laurel, NJ 08054

President/Owner



8000 Commerce Parkway, Suite 600, Mount Laurel, NJ 08054
p: 800-754-5222 f: 800-440-5899

APR 2 3 Zr/IS

April 13,2018
Nevada Board of Pharmacy
431W. Plumb Lane

Reno, NV 89509

Re: Stokes Pharmacy, Nevada Pharmacy License #PH02713 - Notice of DisciplinaryAction

To Whom It May Concern:

This letter and the attached documentation is to provide notice of a disciplinary action taken against
stokes Healthcare lnc. d/b/a stokes Pharmacy, Nevada Pharmacy License #p1oz713.

On April 5,20L6 the Colorado Board of Pharmacy issued a Letter of Admonition against our Non Resident
Pharmacy License for failing to disclose a 2012 disciplinary action from the North Carolina Board of
Pharmacy. Attached is the Letter of Admonition from the Colorado Board which serves as the final version.
There was no penalty assessed other than the letter, however Colorado does consider it a reportable
disciplinary action.

As a result of the Colorado disciplinary action it has also come to our attention that the disciplinary action
from the North Carolina Board that resulted in the above mentioned Letter of Admonition may not have
been disclosed to the Nevada Board of Pharmacy. ln an effort to ensure complete transparency, we have
opted to now disclose that disciplinary action. Attached is the finalized consent order from North Carolina
and below is a brief summary of the matter.

As the final consent order from North Carolina details, we had failed to renew our non-resident pharmacy
license in North Carolina for 2009. This was unintentional at the time. Through 2009 and 2010 we had
continued to ship prescriptions sporadically to patients in North Carolina believing that our license was
active and current. By the end of 2010 during an annual review of our licenses we had determined that
the license was not renewed. At this point we promptly submitted a new license application to the North
Ca rolina Board and fully disclosed our previous mistake in attempt to remedy the situation as best possible
which included providing a complete list of all medications sent into North Carolina during the lapsed
license period, approximately 250 prescriptions total for roughly 25 month period. North Carolina did not
have a "de minimis" provision that permits non-resident pharmacies to ship small numbers of
prescriptions to patients without a license, so even the small volume we shipped was not permitted.



ABOVE AND :3'lI".r
8000 Commerce Parkway, Suite 500, Mount Laurel, NJ 08054
p: 8O0-754-5222 f: 800-440-5899

Upon discovery of the Iapsed license we opted to immediately stop shipping any prescriptions to North

Carolina patients until the matter was sorted.

Shortly after the submission of our new application in January of 2011,, we received a letter from the

Board to cease shipping into North Carolina which we had already done. We proceeded to work with the

Board to finalize that consent order to have our new license approved. The consent order was finalized

and permitted our new license to be granted in 2013 along with a stay of the suspension called for in the

consent order.

Our interpretation at the time, now admittedly incorrect, was that since the suspension was stayed and

not put in place we had no duty to disclose the matter to any state boards unless the suspension was later

enacted. We had a similar belief for our more recent issue of the 2015 fine from our resident board of
pharmacy. We do not deny that we failed to disclose the matter, however, our same misconception that
resulted in our failure to disclose the more recent issue from New Jersey resulted in our failure to disclose

this matter in 2013. We disclosed our mistake to the North Carolina Board in 2010 when discovered and

we are taking a proactive approach to disclose the matter now. We maintain that these errors were not

done intentionally and when given the opportunity Stokes has always provided all information to help aid

in quick and complete conclusions to these issues so that we may continue to provide the best product

possible to our patients.

lf you have any questions or concerns regarding this matter you may contact me directly or you may speak

with our in-house counsel, Nick Masino. Our contact info is provided at the bottom of this letter.

Regards,

MichaelTursi

Stokes Healthcare, lnc - Owner, President

1:609-471-L295
E : MTursi@StokesPha rmacv.com

Nick Masino

T:856-988-1889

E: NMasino@StokesPharmacy.com



COLORADO
Department of
Regiulatory Agencies
Divrs on of ftofes ions and Occupatlons

State Board of Pharnracy

LETTER OF ADMONITION

April 05, 2018

Stokes Healthcare lnc
Attn: Pharmacist Manager
8000 Commerce Pkwy Ste 600
Mount Laurel, NJ 08054-2211

And via email to: Licensing@StokesPharmacy.com

RE: Case 2018-973

Dear Pharmacist Manager:

The Colorado State Board of Pharmacy ('Board') reviewed the above-referenced complaint.
After careful consideration, the Board determined that you failed to report a disciplinary action
issued in North Carolina on 112APA12. Board Rule 9.00.10(b) requires licensees and
registrants to notify the Board in wriling within 30 days of any disciplinary action against them in
another state

Therefore, pursuant to Board Policy 30-14, the Board hereby admonishes you for violating the
Pharmacists, Pharmacy Businesses, and Pharmaceuticals Act and Board Rules. This
admonishment shall be a permanent, public record and reportable as a disciplinary action. lt
may also be considered as an aggravating factor if a future violation occurs.

You have the right to request, in writing, within twenty days after receipt of this letter, formal
disciptinary proceedings to adjudicate the propriety of the conduct upon which this letter of
admonition is based. lf such a request is made, this lefter will be vacated and the Board will
proGess the matter by means of formal disciplinary proceedings in accordance with sections 24-
4-104 and 105, C,R.S.

FOR THE COLORADO STATE BOARD OF PHARMACY

Wendy Anderson
Program Director

_ 1rr CO4.,
Ir' 'r-
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ti

+
t rg76'.

1560 Broadway, suite 1150, Denver, co 80202 P 103.894.7800 F 301.894.76g3 v,a\Av rlora.rolorado.gov/prolessions



CERTIFIGATE OF SERVICE

This is to certify that I have duly served the within LETTER OF ADMONITION upon all

at Denver, Colorado lhis 5 day of

follows:

2018, addressed as

Stokes Healthcare lnc
Attn: Pharmacist Manager
8000 Commerce Pkwy $te 600
Mount Laurel, NJ 08054-2211

_ or i.-.{..,

qO

It
*

" rsz6'

'1560 Broadway, Suite 1150, Denver, CO s0202 P 103.894,7800 F 101.894,7693 www.dora.colorado.gov/professions



STATE OF NORTH CAROI,INA
NORTH CNROLINA BOARD OIT PHARMACY

IN TI IE MNTTER OF

OUT_OF- S'TATE PERMI'I'
APPLICA'IION OI,' S'I'OKES
IIEALTIICARE, INC. dibla STOKES
PHARMACY

FINAL CONSENT ORDER

I.HIS I\{ATTER came on to be heard befbre the North Carolina Board of pharmacy (the

"Board") at a prohearing confercnce on Novembcr 19. 2012. on the consent of the parties. Both

pa(ies stipulate and agrce to the findings of fact and conclusions of Iaw recited herein and to the

ordel of discipline imposed. By i1s oonserlt, thc permit applicant, Stokes Healthcare, lnc.

("Stokes") waives its riglrt to appeal this Final Consent Order. Stokes also stipulates that the

findings of f-act and conclusions of lar,varc legally sufficient to supporl. this Final Consent Order

and agrees not to challenge the legal adequacy of the findings and conclusions in any polential

fulure proceeding regarding this linal Consent Order. With the consent of the parlies, the Board

hereby cnters the follor.ving:

FINpINGS OF F4qr

l. Slokes is a corporation organized on January 3.2()AZ and existing under thc lau's

ollhc State of New Jcrsey. Stokes holds a pharmacy permit in the State of Ncrv Jersey and holds

out-of-state pharmacy pcrmits in a rrumber of other states.

2. Stokcs held an out-o1'-statc pharmacy pennit in Nortl-r Carolina froni Noverrbcr 1.

2007 to December 31,2008 prlrsuant to North Carolina General Statutes $ 90-85,21A, Stokes

did not renew its North Carolina out-of-state pharmacy permil for 2009 and thereafter.



3. Stokes makes the following representations: Stokes' failure to renew its out-of-

state pharmacy permit for 2009 and thereafter was inadvertent. Although it was unreasonable to

do so, Stokes failed to recognize tliat it had not renewed its permit and it continued shipping

prescription drugs into the State of North Caroiina withoul a current out-of-state pharmacy

permit. Between January 2009 and January 2011, Stokes shipped prcscription drugs into the

State of North Carolina on approximately 250 occasions in violation of North Carolina General

Statules $$ 90-85.21A and 90-85.38(b). The vast majority of those drugs were compounded

veterinary drugs.

4. O1 December 6, 2010, the Board receivcd a new perrnit application fiom Stokes.

Stokcs represents that the application was submitted because Stokes had only recently realized

that it had failed to renew its out-of-state pharmacy permit for 2009 and 2010. On its Notth

Caroiina permit application, Stokes truthfully disclosed that it had previously shipped

prescription drugs into the Statc of North Carolina without an out-of-state pharmacy permit.

5. On January 19,2011, the Board staff dcnied Stokes's permit application becausc

of its prior shipments into the State of North Carolina without an out-of-state permit :urd

intbrmed Stokes ftat it could not make further shipments into the State of North Carolina until a

permit was granted.

6. Stokes represents that, upon receipt of that letter, Stokes immediately ceased

shipping into the State of Nofth Carolina in violation of North Carolina General Statutes

g$90-85.21A and 90-85.38(b). The Board accepts that stokes has made no shipments since it

reccived the January 7g,20ll requesl from the Board staff'



7' Following the stafT denial of Stokes's application in 2011, Stokes initially

requested reconsideration of that denial. tsu1 Stokes subsequently allowed that request to

bccome inactive.

8. On July 31, 2012, Stokes subrniflcd a new application for an out-of-state

phannacy permit which, again, truthfully disclosed that it had previousl-v shipped prcscription

drugs into the State of Norlh Carolina rvitliout an out-of-state pharmacy permit between

January 2009 and January 201 i.

9. As of the date of this order, Stokes does not operate an Intcrnct Pharmacy as

defined in 21 NCAC 46 .1311(17).

10. Wiflr respecl to the prior plescriptions shipped into North Carolina, the Board is

unaware of instances rvhcre Stokes and its phaunacists actually knew or reasonably should havc

known that the order was issued without a physical examination of the patient and in thc absence

of a priorprescriber-patient relatiorrship in violation of 21 NCAC 46 .1801(b) or otlrerwise'"vas

not a valid prescription, and Siokes represents that there were no suc,h instances.

1 1. Stokes represents and the Board accepts that Stokes has ncver had any

disciplinary action <lr investigation by any federal or state pharmacy rcgulatory authority

involving the pharmacy or any of the pharmacists associated rvith Stokes.

CONCI,T]SIONS OF LAW

Based on thc above findings, the Board concludcs as a matter of law-:

l, Stokes violated North Carolina General Statutes $$ 90-85.21A and 90-85.38(b) by

shipping prescription drugs into the State of North Carolina wilhout an out-ol-state pharmacy

permit from January 2009 and January 2011.



2. Stokes admits that the conduct in this matter violated North Carolina law and

constitutes sufficient grounds for disciplinary action in connection with its permit application

under Nofih Carolina Ceneral Statutes $ 90-85.38.

3. 'Ihe Board has considered the follorving as substantial rnitigating factols in this

case:

Stokes ceased shipment for a period of nearly two yeai's after it was

informed that it could not ship r.vithor"rl an out-of-state permit.

b. Ihe Board has no irfoniration that Stokes and its pharmacists have ever

shipped prescription dmgs inlo the Statc of North Carolina in circumstances where they actually

kneu'or reasonably should have known that the order was issued without a physical examination

of the patient and in thc absence of a prior prcscribcr-patient relationship in violation of 2l

NCAC 46 . I 801(b) or otherwise was not a valid prescription.

c. Stokes is not an Internet Pharmacy and otherwise does not have a business

modcl that is likely to encourage or facilitate the shipmerit of drugs based on invalid

prcscriptions or other violations of fte pharmacy laws.

Based upon the foregoing, and rvith the consent of the parties, fl' IS 'IHEREFORE

ORDERED that the permit application of Stokes Healthcare, Inc. d/bla Stokes Phannacy is

hereby GRAN'IED, with a 2013 permit to be issued on January 1, 2013 (or within one week

thereafter). Stokes Healthcare, Inc. may not ship into North Carolina untii aftcr that 2013 permit

is issued. However, the permit of Stokes Healthcare, [nc. is hereby INDEFINII'ELY

SUSPENDED. but that suspension is stayed for aperiod of ten (10) years, upon the fbllow'ing

conditions;



)

Respondent's permit is conditioned upon the accuracy of the information in its

permit application, the information that it previously provided to the Boarcl in

connection with the revierv of the permit application, and the stipulate4 Findings

of Iract abor.e ;

Respondent shall violate no laws governing the practice of pharmacy or the

distribution of drugs, whethcr federal, North Carolina or the laws of anv other

state;

Respondent shall violate no rulcs and regulations of the Iloard;

Respondcnt shall cooperate with the Board, its attorneys, investigators and other

represcntatives in any investigation and compliance with ihe provisions of this

Consenl. Order.

3.

4.

Ihis thc 7,Ufu -c1ay ol'Nove mber,2072.

/-/'
( Bv:-

Jack W.
Ilxecutive

NORTH CNROLI}iA BOARD OF PI{Afu\4ACY

ripbc'll,IV
ireclor'

L



Stokes Healthcare, Inc. has full knowleclge that it has the right to a formal hearing, at
which it would have the right to be represented at its expense by counsel, in this matter. The
undersigned freely, knowingly and voluntarily rvaives such rig'ht by entering into this Final
Consent Order. The undersigned understands and agrees that by entering into ti'is Final Consent
Order, it cerlifies that it has read the loregoing Final Consent ordei and that it voluntarily
consents to the terms and conditions set forth therein and relinquishes any right to judicial revieu,of Board aclions which may be taken concerning this nianer. fn* 

*undersigr-,ed 
further

understands that should it violate the terms and conclitions of this -L-inal Consent Ordir, lhe Boarcl
may take additional disciplinary action. The undersigned understands and agrees that this liinal
Conseht Order rvill not become effective unless ancl until approved Uy tfre Board. The
undersigned understands that it has thc right to have counsel of its choice ieview and aclvise it
rt'ith respect to its rights and this Final Consent Order, ancl rcpresents that it enters this Final
Consent Order after consultation rvith its cotmsel or after knowingly and voluntarily choosing
not to conslrlt r.vith counscl.

Thc undersigned cerlifies lhat its agent executing this Final Consent Order is duly
authorized to accept the Final Consent Order on behalf of Stokes Healthcare, Inc. ancl to bind the
pennit holder.

ACCEPI'ED AND CONSENTED 1'O tsY:

SI'OKES HEALTHCARE, INC.

Date g-r0- 12

ny' E9art

'ritre: fll'rArlU4t&i,i

srArE.oF ft/n-ot f,-u"-"\-__
rl

.r {,t?ftlr,/ COLNTY

I, the undersigned Notary Public olthe County and State aforesaid, do hereby certify that
personall-v appeared before rrre ilris day, and each acknorvledged the due execution of thc
foregoing document: t'Otnled /Y\L VQ c1

IPRINT NAME OF IN DIV I D I-IA T.ISIGNING]

Date: Q to'/>

My commission expires: b. t. aoriS I LAZZARO
NO:i"i.. l''r ..:"vJEFlSf,Y



NEVADA STATE BOARD OF PHARMACY
431W Plumb Lane - Reno, NV 89509 - (775) 850-1440

APPLICATION FOR OUT-OF.STATE OUTSOURCING FACILITY LICENSE

$500.00 Fee made payable to: Nevada State Board of Pharmacy

(non-refundable and not transferable money order or cashier's check only)

Application must be printed legibly or typed

Any misrepresentation in the answer to any question on this application is grounds for refusal or
denial of the application or subsequent revocation of the license issued and is a violation of the
laws of the State of Nevada.

Facility Name:

Physical Address:

State: L Zip code: ?K1\L 
rr,' (TAt) }Vt--l IOD

roil Free Number: (mo)tarSutq (Required per NAC 639.708)

E-mail: t0l4Website: WLold. Wt llSfu .t DrYl

Supervising Pharmacist: . hh n bt*hrie Nevada License *: ll1LlL (

Page 1

(New Outsourcing Facility
-Ownership Change (Provide current license number if making changes:) OUT

tl 503a OR tr 503b Apply as retail pharmacy only,

Check box below for type of ownership and complete all required forms for type of ownership that
you have selected. lf LLC use Non Publicly Corporation or Partnership
n Publicly Traded Corporation - Pages 1-3 & 4 E Partnership - Pages 1-3 & 6
EI Non Publicly Traded Corporation - Pages 1-3 & 5 tr Sole Owner - Pages 1-3 & 7

GENERAL INFORMATION to be completed bv all tvpes of ownership

Telephone:

SERVICES PROVIDED

Yes/No

E tr Parenteral

fr tr Sterile Compounding.

N tr Non Sterile Compounding

,E tr Mail Service Sterile Compounding

D $, Other Services:

All boxes must be checked for the application to be complete

An appearance will be required at a board meeting before the license will be issued.

Board Use Only Date Processed: Amount: $fuo'e

took12

City:



APPLICATION FOR OUT.OF STATE OUTSOURCING FACILITY Page 2

FEI Number (From FDA application): 3ClLbLiC qUt

Please provide name of the facility as registered with the FDA and the registration number:
\

the

Please provide a list of all DBA's used by outsourcing facility. A separate sheet is acceptable.

Please provide the name and Nevada license number of the supervising pharmacist:
Name: r lOhn gf,tfn f ig Nevada License Number: iql l.r Z

A Nevada business license is not required, however if the Outsourcing Facility has a Nevada
business license please provide the number: X\tA

This paqe must be submitted for all types of ownership.

Within the last five (5) years:

1) Has the corporation, any owner(s), shareholder(s) or partner(s) with
any interest, ever been charged, or convicted of a felony or gross
misdemeanor (including by way of a guilty plea or no contest plea)?

2) Has the corporation, any owner(s), shareholde(s) or partner(s)with
any interest, ever been denied a license, permit or certificate of
registration?

3) Has the corporation, any owner(s), sharehorder(s) or partner(s)with any
interest, ever been the subject of an administrative action, board citation,
cite fine or proceeding relating to the pharmaceutical industry?

Yes n NoM

Yes 'd No tr

YesENon
4) Has the corporation, any owner(s), shareholder(s) or partner(s) with any

interest, ever been found guilty, pled guirty or entered a plea of nolo
contendere to any offense federal or state, related to controlled

YesENoEsubstances?

5) Has the corporation, any owner(s), shareholder(s) or partner(s) with any
interest, ever surrendered a license, permit or certificate of registration
voluntarily or otheruvise (other than upon voluntary close of a ficility)? yes M No n

lf the answer to question 1 through 5 is "yes", a signed statement of explanation must be attached.
C-opies of any documents that identify the circumstance or contain an order, agreement, or other
disposition may be required.



APPLICATION FOR OUT-OF STATE OUTSOURCING FACILITY - Page 3

I hereby certify that the answers given in this application and attached documentation are true and
correct. I understand that any infraction of the laws of the State of Nevada regulating the
operation of an authorized Outsourcing Facility may be grounds for the revocation of this permit.

I have read all questions, answers and statements and know the contents thereof. I hereby certify,
under penalty of perjury, that the information furnished on this application are true, accurate and
correct. I hereby authorize the Nevada State Board of Pharmacy, its agents, servants and
employees, to conduct any investigation(s) of the business, professional, social and moral
background, qualification and reputation, as it may deem necessary, proper or desirable.
The facility must be registered with the FDA as an outsourcing facility (5038)to obtain an
outsourcing facility from the Board of Pharmacy.

Federal and State law require a licensed pharmacist to supervise the compounding taking place in
a registered outsourcing facility. This supervising pharmacist must be licensed by the Nevada
Board of Pharmacy.

Does your outsourcing facility wholesale compounded medication for resale? Yes tr No 'E

The Law prohibits the resale of compounded medication. By signing this application you are
attesting that your medications will be labeled with the statement "Not for Resale" and that the
outsourcing facilities products will not be resold.

Origina ignature of Pers Authorized to Submit Application, no copies or stamps

UrLUw F, ftlc-ttf{l&l
Print Name of Authorized Person Date



APPLICATION FOR OUT.OF.STATE OUTSOURCING FACILITY

OWNERSHIP IS A NON PUBLICLY TRADED CORPORATION

State of lncorporation;

Parent Company if any:

Address: t0 Fni

Page 5

City:

Telephone:

Contact Person:

State: FL zip: h3414
tr*'

For any corporation non

1) List top 4 persons

a)

b)

publicly traded, disclose the following:

to whom the shares were issued by the corporation?

2) Provide the number of shares issued by the corporation . ?, ZlLrlA?D
3) what was the price paid per share? . c\ tl. shruru Tr vuL$u
4) what date did the corporation actually receive the cash assets?

5) Provide a copy of the corporation's stock register evidencing the aboVe information

lnclude with the application for a non pubticlv traded corporation

Qertilicate of Corporatq Status (also referred to as Certificate of Good Standing). The
Certificate is obtained from the Secretary of State's office in the State where incorporated. Thecertificate of corporate status must be dated within the last 6 months.

List of officers and directors

LO \\

t4

b5



STATE OF TENNESSEE
DEPARTMENT OF HEALTH

DIVISION OF HEALTH LICENSURE AND REGULATION
OFFICE OF HEALTH RELATED BOARDS

665 Mainstream Drive, Second Floor
Nashville, TN 37243
http://tn.gov/health

Tennessee Board of Pharrnacy
Manu fhcturer'/WholesaIer/D istri butor

I -800-778-4 I 23 or 6 I 52531299

Jurre 7,20 l7

TO WHOM IT MAY CONCERN:

'fhis verillcation can be considered printary source. To expedite the verification process, this is the standard fortrrat
used by the Tennessee Board of Pharntacy. We are pleased to firrnish the follolving inforrnation frortr ortr files:

PROFESSION:

NAME:

ADDRESS:

I,ICI]NSE NUMBER:

ISSUE DATE:

EXPIRATION DATE:

CURRENT STATUS:

STATUS DATE:

Manufacturer/Wholesaler/D istributor

WELI-S PIIARMACY NETWOIIK. LLC.

450 US l-lrl'y 5l BYP N, Dyersburg l-N 38024

4828

May 0-5, 2017

May 31,2019

Licensed

May 05, 2017

SPECIAL ENDORSEMENT Control led Substance Registration
Sterile Contpounding

COMMENTS: There is no derogatory inforrrration in our flles concerning tlris thcilty.

Sincerely.

Keu/h $aana

Tennessee Board of Pharnracy

VERFFACLTY



{.,,'t etts
pharmocy network

450 US Highway 51 Bypass North I Dyersburg, TN 38024 | 800.852.5689

Disciolinarv Explanation

On October 24tn,2O!4 Wells Pharmacy Network LLC., Ocala, FL accepted a consent agreement with a warning and fine from the
Maine Board of Pharmacy for failure to notify of plC change within 7 days.

On March 31", 2015 Wells Pharmacy Network LLC., Ocala, FL accepted a consent agreement from the Arizona Board of pharmacy
based on the subsequent inspection by the Arizona Board of Pharmacy after receipt of a 4g3 from FDA.

on November 1",20'J.6 Wells Pharmacy Network LLC., ocala, FL accepted a consent agreement from the Texas Board of pharmacy
reprimanding its license based upon review of the Arizona consent Agreement.

On Septembe r 28'h, 20!6 Wells Pharmacy Network, LLC., Ocala, F[ executed a Votuntary Agreement to Restrict Sterile Compounding
with the Florida Department of Health and that restriction was noted on the FDoH website. This Agreement was faxed to all Board,s
of Pharmacy on September 28th,20!6. The FDoH and wells agreed that once Wells gave the FDoH a detailed explanation of the
corrective actions and remedial measures taken (and documentation confirmation of same) that the voluntary inspection would be
liftedwithinT2hoursof noticetoresumesterilecompounding. onNovember4'h,20!6,wellssubmitteditscorrectedactionsand
72 hour notice to the FDOH. on November 5'h, 2016, the sterile compounding restriction was lifted by the FDoH and Wells sterile
compounding license was returned to "active" on the FDoH website. Wells Pharmacy Network notified all non-resident pharmacy
boards on September 28,20L6 via facsimile.

ln April 2017, Wells Pharmacy Network LLC, Ocala, FL accepted a settlement agreement from the Hawaii Board of pharmacy
agreeing to pay administrative costs after Wells Pharmacy Network reported discipllnary action taken by Maine, Arizona and FIorida.
The Hawaii Board of Pharmacy approved the settlement as its June 1,5, 2017 meeting and mailed such referenced agreement on
June 20,2017.

The California Board of Pharmacy filed an accusation against Wells
21't, 2076. This matter has been resolved. please see attached
explanation.

Pharmacy Network, LLC., Dyersburg, TN facility dated October
letter from Wells Pharmacy Network,s outside counsel for an

on November 4'h,20]-6, the Alabama Board of Pharmacy issued wells Pharmacy Network, LLC., ocala, FL a notice of emergency
suspension of license as to sterile compounding to stay in effect for 1.2Q days and set the matter for hearing on January zqrn,lOti.
This hearing was postponed with the emergency suspension left in place. on January 2o'h,2or7 wells pharmacy Network LLc.,
Dyersburg, TN received Notice of Emergency suspension of License as to sterile compounding from the Alabama Board of pharmacy
dated January ]:o'h,20t7. wells Pharmacy Network met informally wlth the General Counsel and Executive Secretary of the Board to
resolve the concerns from both ESo's. The informal meeting had productive results which were presented to the Board in Executive
Session. From Executive session, the Alabama Board of Pharmacy conveyed to wells pharmacy Network that patient access to
customized medications was unimportant to the Board. General Counsel for the Board offered Wells pharmacy Network request a
voluntary surrender of its Alabama permits with payment of s10,000 in costs with all charges dismissed with prejudice from the
Board' This request was granted by the Board and a consent order reflecting this Agreement has been executed by Wells pharmacy
Network The Board countersigned on June 73, 2017 and was received by Wells pharmacy Networks outside counsel on June 21,
2017.



dAunIIs
pharmacy networt

450 US Highway 51 Bypass North I Dyersburg, TN 38024 | 800.852.5689

The New Hampshire Board of Pharmacy denied Wells Pharmacy Network, LLC., Ocala, FL license renewal on February 75,2017.
Wells Pharmacy Network, LLC appeared before the Board of Pharmacy on April 4, 2017 to appeal the New Hampshire Board of
Pharmacy decision and provided additional information requested at the appearance to the Board including its NABP inspection

report. The New Hampshire Board of Pharmacy issued its decision to Wells Pharmacy Network on July 20,20t7reaffirming its denial.

On May 17,2017, Wells Pharmacy Network , LLC., Ocala, FL received the adoption of the lmposition of Civil Fine Order by the Alaska

Board of Pharmacy in the amount of S1,000 for a technical violation of its professional licensing statutes and regulations. Wells

Pharmacy Network disputed the allegation of neglecting to reveal derogatory information concerning crlminal convictions of
employees as the information was greater than 15 years old (a violation of the FCRA), a misdemeanor not covered by standard
background checks, the NABP or FBI background checks. Wells Pharmacy Network voluntarily accepted the fine as an employee did

not follow policy on reporting employee disciplinary matters and waived its rights to a hearing.

On May L8,2011 Wells Pharmacy Network, LLC., Ocala, FL received the attached copy of the fully executed Letter of Admonition

from the Colorado Board of Pharmacy. This Letter was based on findings that the June 9, 2015 Arizona Consent Order, previously

disclosed to all pharmacy boards, provided grounds for disciplinary action.

On June 6,20t7 Wells Pharmacy Network, LLC., Ocala, FL signed a Consent Order from the Kentucky Board of Pharmacy agreeing to
pay a fine for failing to timely report the June 9, 2015 Arizona Board of Pharmacy Consent Order.

On August L4, 2Ot7 Wells Pharmacy Network, LLC., Ocala, FL accepted a reprimand and payment of costs of 5468.00 from the
Wisconsin Pharmacy Examining Board. The Wisconsin Pharmacy Examining Board concluded Wells Pharmacy Network, LLC. engaged

in unprofessional conduct as defined by the Wisconsin Administration Code by having been subject to other disciplinary action by

the State of Florida Board of Pharmacy. Wells Pharmacy Network, LLC. has paid the costs to the Wisconsin Pharmacy Examining

Board.

On October 5'h,20!7 Wells Pharmacy Network, LLC., Ocala, FL agreed to the attached Stipulation and Consent Order with the Board

of Pharmacy State of ldaho. Wells Pharmacy Network was willing to settle and comply going forward with all the requirements of
the ldaho Telehealth Access Act including paying a fine, reviewing the licenses for any provider sending a prescription for an ldaho

resident, and refusing to fill any prescription for an ldaho resident from a provider who is not fully licensed in ldaho. However, the
Board and Wells Pharmacy Network agreed Wells Pharmacy Network would not expressly admit to violations for these

interpretations that are not clear under the Act and for which Wells Pharmacy Network did not know in advance following the
recent enactment of the Act.

Wells Pharmacy Network, LLC ("WPN") submitted to the Utah Board of Pharmacy an application for a Pharmacy Class C

Pharmaceutical Wholesaler,Manufacturer,DistributorforitsDyersburg,Tennessee503bfacility. Aspartoftheapplicationpackage,
WPN included its disciplinary explanation for both the Dyersburg, Tennessee and Ocala, Florida facilities which had been previously

submitted to the Utah Board of Pharmacy in prior years renewals. The Utah Board of Pharmacy pended review of the Pharmacy

Class C application and issued the attached Stipulation and Consent Orders against the Dyersburg, Tennessee Class D license and the
Ocala, Florida Class D license for 2 disciplinary actions that had been timely submitted to the Utah Board of Pharmacy - one in 2015

and one in mid-2017 each of which have been fully corrected. On January 15th, 2018 Wells Pharmacy Network, LLC agreed to accept

the fine of 5500.00 which has been paid for each of the Orders as the Utah Board of Pharmacy was within its rights to discipline

WPN.
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['arl R. LcP:gc
mweon

October 30, 2013

Agalnst:

s't,^ I.t.: ot. M.( ti,lt,
I ) t.l' A((t.M l,t.J l (llj l) ft () rltSs Ioi.,A t,

ANt) [,tr.tANCtn [. l(ti(i t,t.A-t.t()N
O r r r c ri ol l' R o t. t.: s s t o N A l. A t.I o () cc t, t,A t. ro N,\ 1. l( t.:Ci U l. A r t (l^*

C

I

:

lloAttt) otr [,lA t{r\4A(]y
oNl Ir.,ArN1'S ANt) I N\/tis-t-tc;A.r.toN

l5 st'A1F: ilousri st.^.l.toN
ntrct.tsl.A, MAtNti

04131,0035

lcr Assistant Special ist
D

-- Orrtbc l,oceTtod: (;AR0tNrR ANilF.x,6 NOfttltt:RN AVtNUt:. (;AR0tNr:tt. t4Atflt:

Colteen Shnpiro, Meoaging Mcinber/Secrcrary/D ircctor
t I l0l.S. Crown Way, Suite 5 i
Wcllingt'on, IIL 334 l4 

i
i

Ile: cornplairr( Il20tl Pi'lA thsg ]-icense llMo 40001342 | Expirarlon Datc: l2l3 I/2013
i

We{[s l,harmacy Network l..L.C.
l2lp SW 33'o Ave, Ocala, FL 34474.285i

I

Aau L, ilcad, Erq
r&ff,ss6tftB

Garldiqc [.. 0cttr
lMr45ruIofl

Q. staldirrq,l"qetE@ nua-ins. o _or
Oirecr Llm: (ZOI ) 6A4.8C ?s

t'ar: (201)62 d.B0l?

Plrarmacist-in-charge; No P{rarmacist-in-charge on record at (hc tirnc otthe alleged incident.
;

i NoTlcE oF coMPt.AtNT

Dear Ms. Shapiro: i

I

Thonras Avcry, chief Fietd lJvcstigator, has filed a complaint against thc Iiccnsc iisued to the above namcdpharmacy by the Board of Phirnracy.. A copy otthc complaint i! enclosed. pi..r. *uit to tlris office a dctailedresponsc to rhe complaint within 33 <lays oiyow receipt ot-this letter.

Be sure to include the compliinrn^uT,*: ,h"yi above on your response. A copy of your responsc will befon'varded to the complainant who will have r 
j a.vr t. ni"-;; ;,'ro,*i;ili."*rt,n" comprainant dbcs fireareply' 'wc 'will send vou a'copf. f c-ompl.e..ls de$sil;-t-Lqr 9!-lh-c..-"r.oiei"i Jr.i"ess is included in theAdnrinistratlve cbmplaint piScc,ru.cs 

"""i"r"4*irrf tt,i; reft;;.-- ' - r :; ':: ;'' :;'--::::-..:.:r.:::-

If you have any questions, *i,, q* to call me, r)o rrot qontact any members of the board. Ttris prohibition isnecessary to prevent board 

-nlernbers 

bias.
!

cc: Michacl Miller, Asilstant Attomey General
Geraldine L. BettsJ Board Administrator' ' Thornas Avery, Ctiief Field Investis.ator
Shane Savage, Codrplaint Officcr

lirrc. I

I

i
I

Uoard Sratt (20?)62,I.862 t : t'
Mai. Reccl,rtorrisr tzii jui*iuo. i ,*,*.r,, on l;tlrrrrr r^r,,o'l'lY irrers c.rlr M,1idc rct.ry ? I I : -,lyrw",riiii,*.,Ju_rtrugtc_r.qi-o.-n_qllig._eLrrirtq

,lin, Sen
ughlin

Kelly L.lMcl-au
(email:kelly.l.mc
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December 13, 2013

W
Kclly L. Mcl.aughlin
Uenior Consunrer.As .

State of M;;;." 
.rosr.St?nt Specialist

f)epart ment ol^ pro fessional
and Financial l{egulations

HjlT ;|il:ff;:X,., ancr occupar ional t{egurar io n

;; rfl [' iJ:,lf *, ;J:* 
*,, ",

Augusta, Maine 04333_0035

Re: Oomplainr # 20l jpHA95g9
License tt tvtO qOOO.tltrZ

Ilear Ms. Mclaughlin:

(::u/.thlili'.xH:l:::bmittecl-on behatf .f this firm's ctient, wt
c"u""; (;;;'p"i,'o:''i:,tfiX'":_:::l;j*;tl,;ii:i;',,ihy"1i:'#ffilr-I;"j[*lkr.r, c

l'hc letter wr
contained t 

"*i"'ir'i= 
nol received bv Ms' s,lhag1o unrir Novem*:,,-,,n Thus, wers, ruponseretter. .rmery submirtecr within the:: oil H;[:r'*,roo* referencecr in your
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b' A CrVII- PENALTY in the amount of seven hundred fifty doilars ($?50.00),

payment which shall tre made by certified check or money order payable to

the "Treasurer, state of Maine" and derivered to Keily Mclaughrin, senior

Consumer Assistance Specialist, Maine DeparLment of professional and

Financial Regulation, 35 State House Statiofl" Augusta" Maine 04333, within

thirty (30) days of the execuiion of this consent Agreement.

l0' lhis Consenl Agreement is not appealable and is effective u:rtil modified or rescinded by

the parties hereto,

I l. Violation of any of the terms or conditiors of this consent Agreement by we[s

Pharmacy shalt constitute grounds for disciprine, including but not limited to

modification, suspension, or revocation of licensure or the denial of licensure or re-

licensure.

l2' The Board.arrd the offrce of the Attorney ceneral may communicate and cooperate

regarding any matter related to this Consent Agreement.

13. This consent Agreement is a pubric record within the meaning of l M.R.s. g 402 and

will be available for inspection and copying by the public pursuant to I M.R.s. g 40g.

t4' Nothing in this consent Agreement shall be construed to affect any right or interest of

any person not a party hereto.

l5' wells Pharrnacy aoknowledges by its authorized representative's signature hereto that it

has had an opportunity to consult *iL * aflorney before executing this Consent

Agreement, that it executes this Corsent Agreement voluntarily, and that it agrees to

abide by all terms and conditions set forth herein.

In re: Wells Pharmacy
20t3 PI{A 9589

3 of 4 Consent Agreement



PARTiES

This document is a consent Agreement regarding disciprinary action against the mail
order pharmacy license of wetls Pharmacy Network LLc in the state of Maine. The parties
to this Consent Agreement are: Wells pharmacy Network LLC (,,Wells pharmacy,,), 

the
state of Maine Board of pharmacy (,,the Board',), and the Maine office of theAttorney
General ("the Attorney Generar"). This consent Agreement is entered into pursuant to
r0 M.R.S. $ 8003(s_A)

FACTS

l ' At all times relevant to this matter, wells Pharmacy was licensed by the Board as a mail
order pharmacy, ricense no. Mo4000r342, Iocated at r210 sw 33rd Avenue, ocala,
FIorida.

2' The Board received a change in Pharmacist in charge application from wells pharmacy

on october z3,zor3,which discrosed that on october 3, 20r 3, Robert J. pruneau took
over as the pharmacist in Charge of Wells pharmacy.

3' Board Investigator Thomas Avery filed a complaint with the Board alreging tlrat wers
Pharmacy had failed to timely notify the Board of the change in the pharmacist in charge
as required, which the Board docketed as Complaint No, 2013 pHA 95g9.

In re: Wells pharmacy
20I] PHA 9589

IN RE:

WELLS PHARMACY NETWORK LLC

Complainr No. 2013 pHA 9539

STATE OIT MAINII
I]OARD OF PHARMACY

)
)
) CONSENTAGREEMENT
)
)

I of4 Consent Agreement



L. MITCr-rELL IONES (U.S.B.5979)
Assistant Attomey General
SEAN D. REYES (U.S.B. 7969)
Utah Artorney Ceneral
Commercial Enforcernent Division
Heber M, Wslls Building
Box 140872
Salt Lake Cify, UT 84114-6741
Telephone; (801) 366-03 10

BEFORE THE DIVISION OF OCCUPATIONAL AND PROFESSIONAi- LICENSING

OF THE DEPAR']'N4ENT OF COMMERCE

OF TI{E STATE OF UTAH

rN THE N4ATTER OF THE LICENSES OIT

WELLS PHARMACY NETWOR(
urAI{ LICENSE H-8392991-1708 & 89i3
TO OPERATE AS A PHAR]VIACY
AND TO DISPENSE
CONTROLLED SUBSTANCES
IN THE STATE OF UTAH

STIPULATION AND ORDER

CASE NO. DOPL 2r\t-\r{

WELLS PHARJ\,IACY NETWORK, LLC ('Respondetrt") aud the DIVISION OF

occupATIONAL AND PROFBSSIONAL LICBNSING of the Dcpartment of cornmelce of

&e State of Utah ("Division") stipulate bnd agree as follows:

L Respondent admits the jirrisdiction of the llivision ovet Rcspoudent and over the'

subject maftsr of this action. Stacy Shapiro is an officer of Respondent pharmacy and is

authorized to act as agent for and enter into binding agreements on behalf of Respondent

pharmacy,

)

)
)
)
)
)
)



and Order, and rvill rclcase other informalion about this disciplinary action against Respondent's

license, to other persons and entities.

7, Respondent admits the following facts are rrue:

a. Respondent was first licensed to operate as a pharmacy and to dispense controlled
sub(tances in the State of Utah on or about November'2 6,ZOIZ.

b. On or about March 3 l, 2015, Respondent entercd iuto a "Consent Agreement for
Probation, Civil Penalty, Costs, and Inspection" with the Board of Pharmacy of
the Statc of Arizona, a copy of which is incoqporated by reference to this
Stipulation and Order and attached as Exhibit A, sanctioning Rcspondent's
Arizona pharmacy Iicense.

c, The alle gations contained in Exhibit A would constitute misconduct in the State
of Utah,

d. Respondent shipped compounded drugs to Utah during the time period described
in Exhibit A.

8. Respondent admits that Respondent's conduct described abo.ve is unprofessional

conduct as defined in Utah Code Ann. $ 58- l -501(2)(a) and (cl); and that said conducr justifics

disciplinary action against Rcspondent's license pursuant to Utah Code Ann. $ 58-l-a0l(2)(a), .

Respondent agrees that an Order, which constitutes disciplinary action against Respondent's

licenses by the Division pursuanl to Utah Administrative Code R 1 56- I - 102(7) and Utah Codc

Ann. $ 58-l -401(2), shall be entered jn this matter as follorvs:

(a) Respondent shall pay a fine to the Division in the an:ount of 5500.00 (five
hundred dollars), pursuant to Utah Code Ann. $ 58-l7b-401(6), $ 58-l7b-504(5),
and Utah Administrativc Code Rl 56- I7b-402, rvithin 90 days of the effective date
of this Stipulation and Order.

(b) Respondent's license shall be publicly reprimanded for the conduct desclibed
above.

Respondent shall successfr-rlly complete all the rcquirements of Exhibit A(c)



subject Respondent to ret'ocation or other sanctions'

13, If Respondent viol'ates any terrn or cbndition of this Stipulation and Order, thc

Division mal,take action against Respondent, including imposing appropriate salction, in the

rnaruler provided by law. Such sanction may inciude revocation or suspension of Respondent's

license, or other appropriate sanction,

14. Respondent understands that the disciplinary action laken by the Division in this

Stipdation and Order may adversely affect any license that Respor:dent may possess in ailother

state or any application for licensrue Respondent may submit in another state.

15. Respondent has read each and evcry paragraph containea in itris Stipulation and

Order. Respondent understands eaeh and every paragraph contained in this Stipulation and

Order. Respondenl has no questions about any paragraph or provlsion contained in this

Stipulation and Order.



.ORTJER

THE ABovE sriPULATIoN, in the maftsr of wELLS pHARMAcy NBTWORK,

LLC, is hereby approved by the Division of Occupational and Professional Licensing, and

constitutes my Findings of Fact and Concluslons of Law in this mafter, The issuance of this

Older is disciplinary action pursuant to Utah Administrative Code Rl56-l-102(e and Utah Codc

Arrn' $ 58-1-401(2). The terms and conditions of the Stipulation are incorporatedherein and

constitute my final Ordcr in this case.

DArED tr.,i, I t .- . oar or {avru*rf
2utr

DIV1SION OF OCCUPATIONAL AND
PROFESSIONT\I, LICENSING

lnvestigalor; Sharilcc Mclnryre



llrillilt
r il RECITALS 

I

, ll l. Respondent has read and undersiands this Consent Agreement and has had 
I

, ll *" opporruniry to discuss this consent Agreement with an attorney, or ha-s waived the 
I

o lloroo*nity to discuss this consent Agreement with an anomey 
I

, ll 2. Respondent understands that it has a right to a public administrative hearins 
I

u ll"on""*ing the above-captioned matter, at which hearing it could present evidence and 
I

, ll "ror. 
examine witnesses. By entering into this consent Agreement, ResPondent 

l

a if mo*irgly and voluntarily relinquishes all right to sdch an administrative hearing' as well 
I

,ll* rights of rehearing, review, reconsideration, appeal, judicial review'or any otherl

f O ll oa*inistrative and/or judicial action, concerning the matters set forth herein' 
I

, , ll 3. Respondent aff*matively agrees that this Consent Agreement shall bc 

I

i: ll'"'"""]0'' Respondent understands that this consent Asreem"; ". anv part 
"f 

th.l

r+ llugr""ment may be considered in any future disciplinary action by the Board' 
I

,, ll 5, Respondent understands this consent Agreement deals with aoaral

r o ll co*plaint No. 4338 involving allegations of unethical conduct against Respondent' fte 
I

tZ ll;nu"rtigation into these allegations against Respondent shall be concluded uPon thel

ll 
,ion of this consent If 8 

[l 
Uoara's adoption of this Consent Agreement

19 ll 6. Respondent understands that this Consent Agreement does not constit*t 
" 

I

ZO ll air*issal or resolution of any other matters currently pending before the Board' if anV' 
I

zr ll""a does nor constitute any waiver, express or implied, of the Board's statlttory authority

22 
l1 
* jurisdiction regarding any other pending or firture investigation, action or proceeding'

,, ll 7. Respondent also understands that acceptance of this Consent Agreement

z+ lloo", not preclude any other agency, subdivision, or officer of this state from instituting

zS 
lj.rv 

orher civil or criminal proceedings with respect to the conduct that is lhe subject ol

ze [ltfris Consent Agreement.



I

?

3

4

5

6

7

8

9

i0

1l

1?-

t3

r4

i5

t6

!7

l8

l9

21.)

2t

72

23

24

25

26

ACCEPTED AND AGREED BY RESPONDENT

Dated: 3 5i'J>
n behalf of Wells PharmacY Network

ffi ffiEE-rlTof w'ells PharmacyNErwork'
./ot {

Subscribed and swom to before-me in the County of /-.lrn Be'cl-:-F;;.J- , this 7t?:,^ ^9:v.. P,f 41.z.E*=:-'

#ffi
State

7Dt4, by

My Commission "*pit"tt 2 I '/ lz:JL--
FINDINGS OF FACT

l. The Board is the duly constituted authority for licensing and regulating the

practice of pharmacy in the State of Arizona'

2- Respondent is the holder of Pharmacy Permit Number Y005709'

3. From February 21,2014 through March 7,2014 representatives of the

United States Food and Drug Administration ("FDA") conducted an inspection o

Respondent,s facility located aLl2lo sw 33"1 Ave., ocala, Florida' As a result of that

inspection, the FDA issued,a reporl on March 7,2074 which contained eleven (11)

observations detailing potential violations. Based upon its concems regarding the

observations identified in the FDA report the Board directed its staff to conduct an

inspection of Respondent's facility in Ocala, Florida.

4. On or about October 't and' 8, 2014 Board compliance officers conducted an

inspection of Respondent's facility located at 1210 SW 33'd Ave., Ocala Florida and on



illtit
, ll""*,,"x preparation which is then verified and approved by a pharmacist (ouatiw 

I

z ll*u,-,ug"o. I

,ll 10. At the ocrober ? and 8,2014 inspection Board compliance officers[

o 
ll*","*ed ten (r0) random prescription/orders frorn rhe Arizona reporr which revealedl

5 ll 
^^*^^,,-.lino renorrlq of ouality *r"untt I

6 lln"rpona"n, failed to maintain proper compounding records of qu 
t

, llr"no"ation, documentation of procedures for obtaining samples for testins, 

I

t lloo"r*entation of f,rrter rot number/expiration date and bubble point testins in the 
I

' 1l ""*o"unding 
record, documentation of the sampling plan for sterility/endotoxin testins 

I

to 
l[ *o failure ro fopow proper procedures/protocols for steriliry and endotoxin testins 

I

rr ll*'" I

,, [lsu*nrine. I

,, 11 11. Board compliance officers reviewed additional documents requested ft'oml

r+ 
[[n*n"ndent 

and received on or about october 15,2014 which revealed additionall

" llo,r"r"rancies 
regarding the records, documentation, compliance with standard oneratins 

I

'u lloro."dures, testing procedures, sampling procedures and shipping procedures involvinsl

l; ll 
* 6aasszs.Rx 60383Ie, Rx 6038321, Rx 6021313, Rx 60s 1241 and Rx 6oo+6zr as 

I

f q li*or. fully set forth in the compliance officers' repoil dated October l5' 2A74' a copy ofr

,o ll*nt"n is attached and is incorporated by this reference,

,, ll co.Ncr,uirorys pE LAw

,, 
ll l. The Board possesses jurisdiction over the subject mafier and over

" f In*roondent pursuant to A'R'S' li 32-I90i et seq'

,o ll z. The Board may discipline permit holder if the Board determines that the

,t llo"*i*ee or the perminee's employee has engaged in unethical conduct' A'R's' $ 32-

" ll 
, s2i o2(A) (t)

It11,
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required unannounced random inspection in paragraph 4 of this Order prior to the

expiration of the one (1) year probationary period, Respondent may petition the Board for

early termination of the probarion by submining such a request in writing and appearing

before the Board at a regularly scheduled meeting-

6. If Respondent violates this Order in any way. or fails to fulfill the

requirements of this Order, the Board, after giving the Respondent notice and the

opportunity to be heard, make take disciplinary action against Respondent's permit. The

issue at such a hearing will be limited solely to whcther this Order has been violated.

,r, - ' 
\ .-.

KAMLESH GAHDHI
EXECUTIVE DIRECTOR

DATED this d? aw or {O,*t ,2ufi. &or{

(Seal)

Arizbna State Board of Pharmacy
1616 W. Adams St.
Phoenix, Arizona 85007

COPY OF T}.IE FOREGOING MAILED
BY CERTTFIED MAIL _/.
this A1 day of l,t*t- ,;WT4

wells Pharm4cy Nffi* &ot{
12l0 SW 33* Ave.
Ocala, Florida 34474
Respondent

ORICII'JAL OF THE FOREGOING PILED
this a? day of {*N- ,?ffitn:

ARIZONA STATE BOARD OF PHARMACY
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CERTIFICATE Ot' SERVICE

I hereby cerrify Lhar on the \\' dav of &{/iMtfff 
-

2018, a true and correct copy of Lhe foregoing STIPULATION AND

ORDER has been served on the parties of record in Lhis proceeding
by mailing a copy thereof, properly addressed by first class mail
with postage prepaid, t,o the following:

WELLS PHARMACY NETWORK
L2LO SW 33RD AVENUE
OCAI,A FL 3447 4

and caused a copy to be electronically mail-ed to:

L. Mitchell ,Jones, Assistant, AtLorney General
(mitchellj onesGaqutah . gov )

Carol Inglesby
Administrative AssisLanL
Division of Occupational
and Professional
Licensing



L. MTTCHELL JONES (iJ.S.B. s979)
Assistant Attorney General
SEAN D. REYES (U.S.B. 7969)
Utah AHorney General
Commerciai Enforcement Division
Heber M. Wells Building
Box I40872
Sait Lake City, UT 8411+6741
Telephone; (801 ) 366-03 1 0

B EFORE THE D]VISION OF OCCUPATIONAL AND PROFESSIONAL LICENSING

OF THE DEPARTMENT OF COMMERCE

OF THE STATE OF UTAH

N THE MATI'ER OF IHE LICB'{SES OF
WELLS PHARMACY NE,TWORK, LLC
UTAH LICENSE #84't3515-1708 & 8913
TO OPERATT, AS A PHARMACY
AND TO DISPENSE
CONTROLLED SUBSTANCES
IN THE STATE OF UTAH

STIPULATION AND ORDER

CASENO. DOPL 201(-r,

WELLS PI{ARMACY NET\ryORK, LLC ("Respondent',) and the DIYISION OF

OCCUPATIONAL AND PROFESSIONAL LICENSING of the Dcpartment of Comrnerce of

the State of Utah f'Division") stipulare and agree as follows:

I. Respor:dent admits the jur-isdiction of the Division over Respondent and over the

subject matter of this action. Stacy Shapiro is an offrcer of Respondent pharmacy and is

authorized to act as agent for and enter into binding agreements on behalf of Respondent

pharmacy.



and Order, and wjll release other information about this disciplir:ary action against Rcspondent's

license, to other persons and entities.

7. Respondent admits the follorning facts are true:

a. Respondent was flrst licensed to operate as a pharmacy and to dispense controlled

substances in the State of Utah on or about November 26,2412.

b. On or about May 23, 2017, Respondent entered into a "Stipulated Settlement and

Disciplinary Order for Public Reproval" with the Board of Pharmacy of the State

of California, a copy of u,hich is incorpot'ated by reference to this Stipulation and

Order and attached as Exhibit A, sanctioning Respondent's California pharmacy

iicense. Exhibit A also contairs an "Accusation" which describes the allegations
of misconduct against Respondcnt.

c. The allegations contained in Exhibit A would constitute misconduct in the Stare

of Urah.

8. Respondent adrnits thar Respondent's conduct de-:cribed above is unprofessionai

conducl as defined in Utah Code An::, $ 58-1-501(2)(a) and (d); and that said conduct justifies

disciplinary acrion against Respondent's license pursuart to Utah Code Arur. $ 58-l-a0l(2)(a).

Respondent agrees that an Order, rvhich constilutes disciplinary action against Respondent's

licenses by rhe Division pursuant to Utah Adminislrative Code Rl56-1-102(7) and Utah Code

Ann. 5s 58-l-401(2), shall be entered in this mattel'as foliows:

(a) Respondent -shall pay a fine to the Division in the amount of 5500.00 (five

hundred dollars), pursuant to Utah Code Ann. $ 58-l7b-401(6), $ 58-17b'504(5),

and Urah Administrative Code R156-17b402, rvithin 90 days of the effective date

of this Stipulation and Order.

(b) Respondent's license shall be publicly reprimanded for (he conduct dsscribed

above.

(c) Respondent shall successfully complete all the requirements of Exhibit A.

g. Upon approval by thre Di:'ector of thc Division this Stipulation and Order shall be the



i 3. If Respondent violates any tern or condition of this Stipulation and Order, the

Division may take action against Respondent, including imposing appropriate sarction" in the

manner provided by law. Such sanction may include revocalion or suspension of Respondent's
l

license, or other appropriate sanction.

14. Respondent understands that ths disoiplinary action taken by the Division in this

Stipulation and Order may adversely aflect any liccnse that Respondent may possess in another

state or any application for licensure Respondent may subrnil in anothei state.

1 5. Respondent has read each and every paragraph contained in this Stipulation and

Order. Respondent understands each a:rd every paragraph contained in this Stipulation and

Order. Respondent has no questions about any paragraph or provision conlained in this

Stipulation and Order.



ORDER

THE ABOVE STIPULATION, in the matter of WELLS PHARMACY NETWORK

LLC, is hereby approvcd by the Division of Occupational and Professional Licensing, and

constitutes rny Findings of Fact and Conclusions of Law in this matter. The issuance of this

Order is disciplinary action pursuant to Utah Administrative Code Rl56-l-I02(7) and Urah Code

.Ann. $ 58-1-401(2). The terms and c.onditions of the Stipulation are incorporated herbin and

constitute my final Order in this case.

DATED this tult

DIVISION OF OCCUPATIONAL AND
PROFES SIONAL LICENSING

Director

Investigator: Sharilee Mclnl.vrc

- lb dayor
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JURISDICTION

3. On or about May 28,2013, the Board issued Origi:ral Non-Resident Pharnacy Permit

No. NRP 1325 to Respondent. TheNon-Resident Pharmacy Permit was in full foroe and effect at

all tirnes relevant to the charges brought inAccusationNo. 5887, expired on May 1,20i7, and

has uot been renewed.

4. On or about July 1, 2013, the Board.issued Original Nou-Residont Sterile

Cornpounding PermitNumberNSC 99824 to Rcspondentto compound injecabte sterile drug

products. The Non-Resident Sterile Compounding Peunit rvas in full force and effect at all tirnes

relevant to the oharges brought in Accusation No, 5887, e4pired on May 7,2017, arrd has not

been renewed,

5. Accusation No. 5887 was filed before the Board and is ourrently pending against

Respondent The Accusation and all other statutorily required documents were properly served

on Respondent on October 21,2016. Respondent timely filed ib Notice of Defense contesting

the Accusation. A copy of Accusation No. 5887 is attached as cxhibit A.and ihcorporated herein

by referenco

ADVISEMENT AND WAIVERS

6. Respondent has carefully read,'fuIly discusssd with counsel, and understands the

chaiges and allegations in Accusation tqo. SgaZ. Respondent has also carefuliy read, fully

discussed with counsel, and understauds the effects of this Stipulated Settlement and Disciplinary

Order for Public Reproval.

7. Respondent is fully &wBre of its legal rights in this matter, including the right ro a

heariag on the charges and allegations in the Accusation; the right to be rcpres6nted by counsel at

its own Bxpense; tho right to con-front and cross-exarnine the wi0resses against them; the right to

present evidence and to testify on its own behalf; the right to the issuanco of subpoenas to compel

the attendance of witnesses and tho production of documents; the right to reconsicleration and

court review of an adverse deoision; and all other rights accorded by the Califomia

Administrative Procedure Act and other applicable laws.

srIP SETTLEMENT & DrSC ORDER FOR PUBLTC REpROvAt. (5
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1.4. This Stipulated Settlemont and Disoiplinary Order for Public Reproval is intended by

the parties to be an integrated writing representing the oomplete, final, and exclusive embodiment

of tlreir agreernent. It supersedes any and all prioror contemporanoous agreements,

understandings, discussions, negotiations, and commitments (written or oral). This Stipulated

Settlement and Disciplinary Order for Public Reproval may not be albered, amended, modified,

supplemented, or otherwise.changed except by a wtiting executod by an authorized representative
:

of each of the parties.

15. ln consideration ofthe foregoing admissions and stipulatlons, the parties agree that

the Board may, without further notice or formal proceedlng, issue and enter the following

Disoiplinary 0rder:

DIS-CIPLINARY ORDER

IT IS HEREBY ORDERED that both Non-Residont"Pharmacy Pernrit No. NRP 1325 and

Non-Resident Sterile Compounding Permit No. NSC ggl}+issued to Respondent Wells

Pharmaoy Network LLC shall bo publicly reproved by tho Board of Pharmacy underBusiness

and Professions Code section 495 in resolution of Accusation No. 5887, attached as exhibit A.

Cost Recovery. Respondent shall pay $6,155.25 to the Board forits costs associated rvith

the investigatiqn and enforcernent of thjs matter. Respondent shatl be permitted to pay these

oosts in I psynlent plan'appmvod by the Board. IfRespondout fbilg to pay thc Board costs as

ordered Respondent shall not be allowed to renew its Non-Residont Phannaoy Permit or its Non"

Resident Sterile Compounding Permit until Respondent pays costs ir full.

t/t

///

srrp sEi-fl"Eh,ffiblT & DISC 0RDER rOR PUBi,IC lttrT{OVAL (588?



BNDORSEMBNT

The forcgoing Stipulated Settlernent and Disoipiinary Order for Publio Roproval is horeby

rcspectfulty submitted forconsideration by theBoard ofPha.rmacy of the Dopartmentof

Cortsumer Affairs.

Direcr: f lzV I eot + Respeotfully submified,

XAVIERBBCERRA
Attoruey General of Calibr.nla
IGx-rD.tImruS

Attorney Csneral

Deputy Attornoy General
Al t o r nays for Cbmp lai nan t

sTlp SBTil.EMENT & DIsc OI(DER eonl,r_rBuc REpRovAL (5
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CERTII']CATE O.F SERVICE

r hereby certj-fy that on the k day of T]W
2018, a Lrue and correct copy of the foregoing STfpULATION AND
ORDER has been served on Ehe parties of record in this proceedi-ng
by mailing a copy thereof, properly addressed by first class mail
with postage prepaid, to the following:

WELLS PHARMACY NETWORK LLC
450 US HWY 5]. BYPASS N
DYERSBURC Try 38A24

and caused a copy to be electronically mailed to:

L. Mitchell ,Jones, Assistant. AL.torney General
(mitchellj ones Gaqutah . qov)

fif1rflyrtfilt-
caroi -inglesby
AdministraLive Assistant
Division of Occupational
and Professional
Licensing



LAWRENCE G. WASDEN
AI"|ORNEY GENERAL

S. K,,rv CuRtsrENseN
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WELLS PHARMACY NETWORK. LLC
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Case No. tsOP 16-071

PRELIMINARY ORDER

Respondent.

Per IDAFA 04. I I .01 .280, the above appeal is resolvccl, rvithout a hearing on the rnerits ol.

tire appeal, by a Stipulation and Clonsent Order tretrveen the partics. The stipulation is attached

(Exhibit A) and incorporared into this Orcler.
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Pursuant to Sections 67-527A and 67-5272, Idaho Code, if this preliminary order becornes final,
any parly aggrieved by the final order or orders previously issued in this case may appeal the
tlnal order and all previously issued orders in this case to district court by filing a petition in the
district court of the county in which a hearing was held; the f,rnal agency action was taken;the
party seeking review of the order resides. or operates its principalplace of br-rsiness in Idaho, or;
the real propefly or personal property that r.vas the subject of the agency action is located.

This appeal must be filed within trventy-eight (28) days of this preliminary order becoming final.
See Section 67-5273,ldaho Code. The filing of an appeai to district couft does not itself stay the
eff'ectiveness or enforcement of the order under appeal.

*,k * Jr :* * * rF {<,8 t :1. *c
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B. STIPI]LATED }-ACTS

l ' In lv{arch 20l5, Boarcl staff'reviervecl its Prescriprion Monitoring program (,,pMp,,)

irnd becatre cr-rtrcernecl at:oLtt Responcleut'.s activity, In July 2016, Board shfr prepared and
rcview'ecl a P\4P clispcnsing report regarding Respondont fbr thc tjme period of Aprii 4, 2014,
through J,ly 5' 2016' Tliis PIvIP <Jispen.sing report showec'l ,redicarions prescribec1 to Idaho

rcsidcnts by medical providers located in Arizona, california, Florida, Illi,ois, Maine,

Massachusetts, ancl Vi rgi nia.

2' The l]oard requested and tinrely received plescliption r-ccorcls frpm itesponclcnt,s

I)irector of Quality r\ssttrance- lJoard stafl's revicrv r:t the provided records rc'ealecl that

Responclenl issLtccl prescriplion clrtrgs to at least firur rcsidents of thc slatc ol'lclaho ,,vhich were thc

|esttlt of'paiient'cloctor "Teleheallh seri,ice" consultations in rvhich lhc prcscriber/doctor was not

liccnscd in Idaho"l'he ljoarc] ailegcs that lhese prescriber-cioclors not licerrsed iu Idaho was a
violatiott of Idaho Cocle $54-5703(4), rvhich inrerp.eration olsaid stature, ltesporclenr dcnies as

trot bcing clcar in tlte statute's worcling. Regarclless, the Boarcl alleges that ihese prescriprions

were filled byRespondcnt in violation of Iclaho code,'fitle 54, chapter 57 (the ]claho Telehealth

Acocss Act), as lollows:

a' Patient D.D. receivecl six prescriptions for Schech.rle Ill controllecl

substanccs lrom (rvi-l prescrlbcrs locatccl in lr,{ainc and califbrnia, ncitlrer of r.vhoni rverc

iicenscd to practice nreclicine nor regisierecl for controller'l suirstances in Idaho. The tsoard

allcges that: Patient D'D, did not have an existing relationship rvith the prescribers; hacl no

l'acs-to-lhce in{eraction with the prescribers; ancl had no telephone intcraction rvith the

prescribcrs, onlv rvith a rcprcscntative. Itcsponclent clenie.>^ these allegalions. patient D.I),

clid not ltave any corltact rvith Responcieu( other than cmails and receiving the prescribed

rnetlications by ruail.
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I:nforccment r\gerrcy ("DEA") registration lcrr controlled substances irr Idaho, In addition, V.D.

has heen disciplined by the Idaho Board of Medicine fbr treating and prescribing to Iclaho residents

in. violation of the ldaho 'I'elehcalth Access Act.

4. Respondent issued prescription drugs, including Schedule III controlled snbstances,

under whicir the Board alleges were invalid prescriptions, Ttrese allegations are based upon the

Board's position that the prcscriptions ivere invalid because they rvere issuect bl,,physicians rvho

clainrcd to be treating patients via telehealth but were not compl,v'ing rvith the Idaho Telehealth

Access Act.'f itle 54, Cliapter 56, Idaho Code, nor complying with United States Code, Title 21,

Sectron 802(54). Spccilically.lhe Boald alleges that: Idaho Code $ 54-5703(4) requires telehealth

plovidcrs to be licensed in tirc slate of tdaho; idaho Code r 54-5?07(1) requires telehealth

providers to have an established provicler-patient relationship in order to issue prescription cirr.rg

ordct's; and 2l tl.S.C, $ 802(54) requires telcmcdicinc proviclers to possess a DIIA conlrolled

sttbstance registration and a state controllcd substirnce rcgistration iu tlre statc tvhere the patient is

localecl, 'fhc Respondent denies these allegalions and contends that: it requires prescriber-

physicians to comply u,ith all state and f'ederal statutes; Iciaho Code $54-5703(4) is arnbiguous as

to whether it reqtrircs physicians practicirlg telunedicinc to be liccnscd in Idaho; arrd that all

physicians requesting prescriptions fi'om ilespondent liave a I)HA controllcd substance

rcgl stratrOn.

5. The Iloard alleges that I{espondent had a duty to confirm the validity of tlre

prescriptions it filled for the patients of its associated physicians, Specifically, the l3oard alleges

ihat; Ileslrotrdenl lailed to verify the inforrnalion provided to it by its associated physicians rvith

regirrd to (1) those physicians'licensing sl:rtus in thcr statcs in rvhich they prescribed drugs and

corttrolled subslances; (2) the patient-physician relationships that must exist; and (3) rvhether the

itctiotis taken by the physicians in treating their patients via telehealth complied r.vith applicable

STlPLII-A'I'ION AND CON SF"Nl' ORDER I-4



f' I'ulsuant to ldaho coclc $ 37-272-7,no person shall fill, compound or dispense a

prescritrrtion for it coutrollecl substance unless it is in compliance with applicable federal

law; including [rLrt not limitecl to'f itle 21, Chapter 13, U,S, Cocic, and 2l c.i..R. $

1306.04(a),

7' Ile'spondcnt, in heu of proceecling witli a fbnnal <iisciplinarl,hearing, hereby

stipulatcs that the Briarcl may cnler a linal orcler against i1s Iicen.se as set forth in Section C belorv.

81' entering this stipulation, Respondent is nol at'lrnitting to arry violations or rvrongdoing but rather

simply seeks a settletlent with complirtnce of'the Boarcl 's demancls going lblvarcl.

C. S1'IPULAT'ED SETTLENIENT

I ' '[-lrc Board has authority pLrrsuant to ldaho Cocte $ 54- l 728(c) to impose conclitiops

rcstrictittg Itesponderrt's liccnse, anti purstrant to cS 54- 172S({) to irr:pose adnrinistr.ative fines not

to exceecl $2,000 Lrel vjol&tiolr, plus attorncys' fccs and aclnrinistrative costs. Re.spondenr agrees

to parv (he Board $ 10,000 tbr the aJlegcd violations oLrrlined above in Section 8(6). 'fhis line shall

becorne clrre otlll' alier lhe Roard approves alrl executes the Orclcr iucorporating this Stipylatiop

etnd shallbe paid to the lloarclrvithin 180 days of the clate llie Order is executed,

2' Going forward frorn the clate thc Orcler incorporating this Stipularion is cxccr"rrcd,

11e'sllortdenl shall veri(y tlie appropriale Iclalro rncclical or prescriber licenses ancl controlleri

sttbstetnoc rr:gistrati0ns for all prescribers issuing prcscriptions to Illaho residcnts, Docunrent,tiorr

0f sr-tc'lt vcrifications shall bc rctained by Ite.spondent for tvr,o ycars lior:r tlie cialc they are obtainccl

ancl sh,ll bc pro'idcd to lhe Board upon its r,r,ritten re(lLtest.

3' Itespotlderrt shall desiguate a rcprcsenlative olits inauaeeurenl lo whonr the Boartl

shorrld dircct its cottrtrtunications ancl inquiries and who will be lesponsible lbr responding to suolr

irrcltriries, I'lris represcrltative shall hc designatecl in rvlitlng within rhirty days of the c].te the Order

incorporating rhis Stipulation is executed.

STIPULATION AND CONSEN'I ORDI]Ii. -6



11. ACKNOWI.EDGIVIENTSANDWAIVEROIi'II,IGI{TS

Respondent, by signature of its authorizecl represeittative herelo, hereby acknowledges the

ibllowing;

1, Respondent understands these allegations constitutc car.rsc for rlisciplinary terms

upr:n its license. Respondent Bgrees the Boarcl has iurisciigion to proceed in this matter wirh its

consenl as irrdicated by .r^ignature on its behalf hereto.

2, Itesponclent has rcad tltc abr:r,e Stipulation I'irlly and lras had lhe opporlunity

discrtss it rvitir legal courtsel, Respondent untlerstands ancl acknclwleciges that by its ternrs it

lvaiving ceri.ain rights providcd uniler Iclaho lar.v.

3 Respondent ttnderstirnds that it iras, arrong other rights, the right to a full apd

contplete hearing; the right to conltont and eross-examinc witnesses; the right to present evidence

or to call rvitttesses, or 10 so testi{y on its orvn behalf; the right to reoonsideratiorr; the rigirl to

appeal this matter to district courl; and all rights providecl by the Iclaho Administrative proceclure

Acl and the latvs and rules governing the praclicc of pharmacy in ldaho. I{esponclenl hereby fr.eely

ancl voluntarily rvaivcs these rights, wirhout further process, iu order to enter into this [itipulation

as a resoltrtiorr of the allcgations contained herein.

4, I{esponclent understands that irr signing this Stipulation, it is enabling the lloard to

irrtposc disciplinary terms Lrpon its license as set forrh in Section C rvithout hrnher process,

5. I{esponclent understancls the Board ma,v approve this Stipulalion as proposecl,

approve it subjcct to specified changes, ol re.jeot it, Respr:ndent understands that, if approve<i as

proposed, thc lJoard rvill executc and issuc this Stipulation ancl Consent Order accorcling to the

atbrementioned terms, ancl Respondent hereby rlgrees to thc abovc Stipulation fbr settlement. If

the Boarcl re.iects this proposed Stipulation and Consent Ordcr, this Sripulaiion ancl Consent Orde r

rvill not have any effcct and a nsw proposed Stipulation and Consent Orcler rtray be proposed and

to

is

S'l'l Pt.l1"A'tlOr- ANlf CONS EN-l ORDEIT ,8



Darep this /0 
ft 

day of ,.f 
l_., t-r-,n ,Z0lT.

Drreo thk / [ aoy or 0 ffiu- -,20t7.

EVANS KEANE, LLP

[The renainder ol'thb page is intentionally blank.J

Auorntys tbr Respondcnt
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ORDER

Pursuant'to idaiho Code {i 54-1728 and $ 37-2718, the Idaho t}oard of Pharmacy hereby

accepts the tenns and conditions of the forcgoing Stipulation and Consent Orcler, and it is hereby

ordereel that Rcspcudent cornply with said terms and conditions.

Darep il,is 4ft clay or A d"Wlu,z,on

STIPUI,ATION ;\ND C0NSnNT ORDER



STATE OF WISCONSIN
BEFORE THE PHARI\,LA.CY EXAMINING BOARD

IN THE IvIATTER OF DISCIPLINARY
PROCEEDINGS AGAINST

WELLS PFIARMACY NETWORK LLC,
RESPONDENT.

FINAL DECISION AND ORDER

fifi05+s&

Division of Legal Services and compliance case No. 16 pHM 159

The parties to this action for the purpose of wis. stat. $ 227.53 are:

Wells Phannacy Network LLC
1210 SW 33'd Avenue
Ocala, FL 34474

Wisconsin Pharmacy Examining Board
P.O. Box 8366
Madison, WI 53708-8366

Division of Legal Services and Compliance
Departrnent of Safety and Professional Services
P.O. Box 7190
Madison, WI 53707-7190

The parties in this matter agree to the terms and conditions of the attached Stipulation as
the fi:ral disposition-of this matter, subject to the approval of the Pharmacy Examining Board
@oard)' The Board has reviewed this Stipulation andionsiders it acceptable.

- Accordingly, the Board in this matter adopts the attached Stipulation and makes the
following Findings of Fact, Conclusions of Law ar,d Orde..

FINDINGS OF FACT

1. Respondent Wells Pharmacy Network LLC, is licensed in the state of Wisconsin
as an out-of-state pharmacy, having license number 805-43, fust issued on August 9,2012, and
current through May 31,2018. Respondent's most recent address on f,rle wiin tUe Wisconsin
Department of Safety and Professional Services (Department) is 1210 SW 33d Avenue, Ocala,
Florida 34474.

2. Respondent is an out-of-state pharrnacy rocated in ocala, Florida.

li

i



2. Respondent Wells Pharmacy Network LLC, is REPRIMANDED.

3. V/ithin ninety (90) days from the date of this Order, Respondent Wells Pharmacy

Network LLC, shall pay COSTS of this matter in the amount of 468.00.

4. Payment of costs (made payable to the Wisconsin Department of Safety and

Professional Services) shall be sent by Respondent to the Departrnent Monitor at the address

below:

Department Monitor
Division of Legal Services and Compliance

Department of Safety and Professional Services

P.O. Box 7190, Madison, WI53707-7190
Telephone (608) 267 -3817; Fax (608) 266-2264

DSP SMonitoring@wisconsin. gov

5. In the event that Respondent violates any term of this Order, Respondent's out-of-

state pharmacy license (no. 805-43) in the state of Wisconsin, may, in the discretion of the Board

or its designee, be SUSPENDED, without further notice or hearing, until Respondent has

complied with the terms of the Order. The Board may, in addition and/or in the alternative refer

any violation of this Order to the Division of Legal Services and Compliance for further
investigation and action.

6. This Order is effective on the date of its signing.

WISCONSIN PT{ARMACY EXAMINiNG B OARD

by: l/,r/t=
f)ate " (



of Legal Services and Compliance for further proceedings. ln the event that the Stipulation is
not accepted by the Board, the parties agree not to contend that the Board has been prejudiced or
biased in any manner by the consideration of this attempted resolution.

6. The parties to this Stipulation agree that the attomey or other agent for the
Division of Legal Services and Compliance and any member of the Board ever assigned as an
advisor in this investigation may appear before the Board in open or closed session, without the
presence of Respondent or Respondent's attomey, for purposes of speaking in support of this
agreement and answering questions that any member of the Board may have in coru:ection with
deliberations on the Stipulation. Additionatly, my such advisor may vote on whether the Board
should accept this Stipulation and issue the attached Final Decision and Order.

7. Respondent is informed that should the Board adopt this Stipulation, the Board's
Final Decision and Order is a public record and will be published in accordance with standard
Department procedure.

8. The Division of Legal Services and Compliance joins Respondent in
recommending the Board adopt this Stipulation and issue the attached Final Decision and Order.

lUfrug tr
urt"

Melissa Stefko
1210 SW 33'd Avenue
Ocala, FL34474
License no. 805-43

7-,r/- /7
Attorney Date

'essional Services
Division of Legal Services and Compliance
P.O. Box 7190
Madison, W[53707-7190

I fcr utrrr..1 * -,trr pc+.1n^* x+ . Lv Kt {l I hj,6 D j

ells Pharmacy Network LLC, Respondent
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By:

STATE OFALASKA
DEPARTMENT oF C0MMERCE, coMMtINITy, AND ECon*oMIC DEVELOPMENT

DryISION OF CORPORATIONS, BUSINESS AT.EO TNOTESSIONAL LICENSING
BEFORE THE BOARD OF PHARMACY

TMPOSTITON OF CI L FrNE
Case # 201 6-001 006

. . 
Wells Pharmacy Netrvork, LLC, aclnrits and agrees the Alaska Board of pharmacy (Board) hasjurisdiction over the subject n']atter of their Iicense in Alaska and over this Imposition of bivil Fine,
1' On June 9,2014, Wells Pharntacy Netrvork submitted a Biemial Out-of-State pSalnacy

License Renerval for Alaska License # PHAOI l g3.
2' Wells Pharmacy Netrvork neglectecl to reveal derogatory information conceming crininal

convictions of emproyees, as well as disciprinary action of an emproyee.3' on May I0, 2016, Wells Pharmacy Neirvork subrnitted a Biennial out-of-State phannacy
License Renerval for Alaska License # PHAOI 1g3.4' Wells Phanuacy Netrvork neglected to reveal derogatory infon:ration conceming a 2014
diseiplinary action by the lr{aine Board of Phannac/ for failure to notifu the Boird of the
Pharmacist-In-charge change as requirecl. welts Pliarmacy also failed to disclose criminal
convictions of employees.

5' Wells Pharmacy Netrvork aclmitted an error in failing to disclose criminal convictions and
disciplinary actions of the phannacy and employees.

.. wells Phannacy Net['ork admits that as a result of these facts, grounds exist for possible denial of
licenzure or other disciplinary sanctions of their license pursuarlt to is oa.ot.o75, Aj 0g,g0.260(a)(l),
and l2 AAC 52'920(a)(13). Wetls Pharmacy Network is agreeing to ihis Imposition of a Civil Iline ofone thousand dollars ($1,000) in cash, certihed clreck, ir *oi"y order payable to the,,state ofAlaska" rvithin ninety (90) days after this In:position of Civil Fine is accepted by the Board,

- Wells Phamracy Netrvork has the right to consult with an attomey and a right to an adndnistrative
hearing on the facts in this case. Wells Pharmacy Netrvork underitands uri ogrr., Uy uoiunturity
signing this Inrposition of Civil Fine, Wells Pharmacy Netrvork is rvaiving their rights to counsel and
to a hearing on this n'latter.

12t28t16
For Date

Colleen S. Shapiro, Secretary
Authorized Representative Name / Title

OITDER

The Alaska Board of Pharmacy hereby adopts the In:position of Civil Fine in this niatter. The
Board has detennined that this is a technical violation of professional licensing statutes and regulatioos
not rslated to the delivery of patient care and, therefore, tiris rnatter can be resolved rvith a civii fine.

This Imposition of Civil Fine takes e ffect imniediately upon signature of this Order in accordance
with the approval of the Board.

l,+1" tut /o\1
DATED this Y ' aay of N a,y _ ,r;r,;, , Alaska.

tu
AMK

BO.dR.D OF'F

IMPOSITION OF CIVIL FINE and ORDER
\Yclls Phannacl. Nctrvork, LLC
20t6-001006



BEFORE THE STATE BOARD OF PHARMACY

STATE OF COLORADO

Case No. 2015-2415

STIPUI.ATION AND FINAL AGENCY ORDER

IN THE MATTER OF DISCTPLINARY PROCEEDINGS REGARDING THE NON-
RESIDENT PRESCRIPTION DRUG OUTLET REGISTRATION IN THE SiETE OF
COLORADO OF WELLS PHARMACY NETWORK REGISTNNTTOT.T NO. O#'6-d29,

Respondent Pharmacy.

lT lS HEREBY STIPULATED AND AGREED by and between the Cotorado State
Board of Pharmacy ('Board') and wells pharmaty Network, LLc (;Reiponoent
fftarmacf) to resolve all matters pertalnlng to Boari Case Number zbl*fqis, 

".follows:

FINDINGS AND CONCLUSIONS

1. The.Board has JurisdlcUon over Respondent Pharmacy, lts reglshation as a non-
resldent prescrlptlon drug outlet, and the subject matteiof thts Suputiuon anJ fmal
{se.ncy order ("Flnal Agency Ordef) puriuant to the Pharmaclsts, phannacy
Buslnosses, and Pharmaceuticars Act at ritte 12, Arflcle 42.s, c.R.s, tzoigl. 

-

2. Respondent Pharmacy was originally registered ln the Staie of Colorado on or about
August 8, 2012, being issued regrsbauon number osp 6079, and has been so
reglstered at all times relevant to thls discipfinary acflon.

3. !^e9po_ltdentfharmacy's address of record with the Board and cunent location Is
1210 SW 33* Ave., Ocala, Florida g&74-ZgSA,

4. Respondent Pharmacy admits these fin_dlngs and hereby waives any further proof ln
thls proceedlng before tha Board regardlnglhe following facts.

5. On June 9, 2015, Respondent Pharmacy entered lnto a Consent Order with the
fulzona Board of Pharmacy due to deficlencles found durlng the cour.e'of an
October 2014 tnspectlon conducted by the Arlzona Board.

6. Some of the deficlenciEs outlined ln the Oc'tober 2014 inspecUon, as detalled betow,
would be grounds for disclpllne in cblorado under Board iute zt.bo.oo:



acts ln any oth6r state that would subject hlm or her to dlsciplinary action
in thls state.

1242.5-124. Dfsclpllnary actlons, (1) The board may dany or discipline
an appllcant, lic'ensee, or reglsfant when the board determlnes that the
appllcant llcensee, or reglstrant has engaged ln aclivltles that are grounds
for disclpllne.

TERMS OF DISCTPLTNE

8. .l-ette_r of Admonltlqn. This provlsion shall constitute a Letter of Admonltlon as set
forth In Sections 1242,5-124(6Xa), C.R.S. Respondent ls hereby admonlshed for
the acts and omlsslons described In the factual basls above. By enterlng thls Order,
Respondent agrees to walve the rlghts provlded by Sectlon 1242,5124(6Xb),
C.R.S., to contest this Latter of Admonltion.

9. Other Reoulrements. Respondent Pharrnacy acknowledges and agrees that, as a
condition of thls FinalAgency Order, Respondent Pharmacy shall:

a. prornptly pay all Respondent Pharmacy's own fees and costs
associated with thls FlnalAgency Orden

b. comply tully with thls Flnal Agency Order; and

c. comply fully trvith the Pharmaclsts, Pharmacy Buslnesses and
Pharmaceutlcals Act, all Board rules and regulations, and any other
state and federal laws and regulatlons related to pharmaclsts and
pharmaceutlcals ln the State of Colorado.

l0.Advisements and Waivers. Through its underslgned Authorized Representativa,
Respondent Pharmacy enters lnto this Flnal Agency Order freely and voluntarily,
after having the opportunity to consult with legal counsel and/or chooslng not to do
so. Respondent Pharmacy acknowledges its understanding that it has the following
rights:

a. to have formal notice of hearing and charges serued upon iS

b. to respond to said formal notice of charges;

c. to have a formal disciplinary hearing pursuant to $$12a2.5-123 and
1242.5-124, C,R.S.; and

d. to appeallhis FinalAgency Order.



ACCEPTED AND AGREED BY

Subscrlbed and sworn to before the County of
State of F(or;r1.1 , thls

me ln

1, ':, day of /el q r c- 1., , 2017,
by Vris4.t?kr €js\*,<a , authorlzed representatve
of Wells Pharmacy Natwork, LLC.

Mycommlsslon explres: . l{,#
ENET JoflAfi^fl PHUJFs
ilC}TARYPUBIIC
STAIEOFFI.Of,TDA
Ccnrrs
Erplrss 11llnc1S otary Publlc

FINAL AGENCY ORDER

WHEREFORE, the wlthln sflpulaflon and Final Agency order ls approved,
accepted, and hereby made an Order of the Board.

Done and effecflve ttrh tiU-day "f a r4o#-f , za1l,

State Board of Pharmacy

BV:ffi
-r6rirn Prosram bimY Qs'd'arsan

os lst

qlnr i3r- c \,

Respondent Pharmacy
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IN THE MATTER OF:

WELLS PHARMACY NETWORK,
LLC

Permlt No. 113948

and

WELLS PHARMAGY NETWORK,
LLC

Permit No, 113982

BEFORE THE ALABAMA STATE

BOARD OF PHARMACY

CASE NO: 16-L-0120
)

)
)

)
)
)

CASE NO: {6-L-0156

coNsENT ORpEg

THIS MA,TTER comes before the Alabama State Board of pharmacy (hereinafter

referred to as the "Board") on a pending Statement of Charges and Notice of Hearing

("statement") involving wells pharmacy Network, LLC (wells), permit No, 113g4g

located in Ocala, Florida and Permit No, 1 13982 located in Dyersburg, Tennessee.

Prior to the scheduled hearing in this cause, and pursuant to Code of Alabama

(1975) 541-22'12(0, the parties through counsel have entered into an agreement the

terms of which are set for'rh in this consent order as follows:

1. Wells agrees to voluntarily surrender Permit No. 113g4g and permit No.

1 1 3982.

2' Wells agrees to never apply for or seek any type, kind or description of any

permit, license, registratlon or required authorization from the Board and further agrees

that it shall never conduct or engage in any activities in the State of Alabama which the

Board now or may in the future regulate.

3' The owners of Wells are correctly identified in the initial appllcations for the

above ldentifled permlts or any renewals thereto and said owners agree and

acknowledge they will not own in whole or part any entlty which seeks any permit, license,

Page I of4



any judicial review. Wells further waives any objection to the attorney for the Board

preparing, drafting or making this Order, including the waiver of any objection or right

pursuant to Code of Alabama (1975), 541-22-18.

9. By execution of this Consent Order, Wells hereby releases the Board, its

members, agents, represenlatives, servants and employees from any and all liability,

claims, damages, fees or expenses arising out of or made in connection with the matters

relating to this Consent Order and Statement,

10. Wells acknowledges and agrees that it has read this Consent Order and

that it fully understand the terms, conditions and contents of the same. Wells

acknowledges and agrees that it voluntarily and of its own kee will accepts the terms and

conditions set out in this Consent Order and is signing this Consent Order on the advice of

iis attorney,

DONE this the l l'n of

WELLS PHARMACY NETWORK, LLC
PERMIT NO: 113948

t,

By: 1.,,{'i." .! .. ll)r}ji.

ITS: ri,;,.,t,r'rl .i ,..,,, .

Network, LLC

WELLS PHARMACY NETWORK, LLC
PERMIT NO: '113982

i;
BY: I , ,, .l ..i{,,r.,, ,.

'r=-r'*'"., I I", -

Pagc 3 ol'4
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Before the New Hampshire

Board of pharmacy

Concord, NH 03301

In the Matter of:

Wells Pharmacy, NR0198

(show cause Hearing for renewal of NRMO pharmacy Applicatio,)

Docket No: 2017-01

ORDER OF'DENIAL
A show cause hearing commenced on April lg,2Ol7 to determine whether the Board

properly denied the Renewal Application of Wells Pharmacy ("Wells,,) NR 019g, of Ocala,

Florida. For the following reasons, the Board has voted to DENy wells, application.

Background

Wells filed an application for renewal for a Non-Resident pharmacy permit which was

accepted for filing on December 13,2016. On or about February ltrh ,2Ol7,the Board issued an

order denying wells' application but giving wells the opportunity to request a hearing on the

denial and show cause why it should be licensed. The Board's reason for the deniai was twofold.

First, the Board found that wells' application packet documented recent disciplinary action taken

by at least four different states. On that basis, the Board denied Wells' application pursuant to

Ph 905'01(aX6). Additionally, the Board stated that through Wells' application, the Board first

became aware that Wells engages in the process of lyophilization and the process of producing

pellets; the Board stated that if wells wishes to continue doing so it must obtain a manufacturing

or 503-8 permit from the Board.

on or about March 15th, 2ol7 , wells requested a hearing on its denial, and on April I9,

2017 ' the Board held a show cause hearing on wells' application. Kristopher Fishman, senior

Vice President of Operations, appeared on behalf of V/ells.



Mr. Fishman explained that after the remodel, the National Association of Boards of

Pharmacy ("NABP") inspected the facilities. Mr. Fishman explained that Wells passed the

NABP inspection. Shortly thereafter, NABP called the Texas Board of Pharmacy, and that board

lifted the restrictions it had put on Wells'Jicense. Shortly thereafter, the boards in both South

Carolina and Arizona lifted the restrictions from Wells' license, as well.

With regard to lyophilization and pellets, Mr, Fishman stated that he is not a pharmacist

so is not an expert, but told the Board that Wells uses the lyophilization process in order to keep

the correct potency of the drugs. He stated that he understands that lyophil izationcan be

difficult, particularly if a pharmacist does not have the correct equipment. Mr. Fishman stated

that Wells wiil not lyophilize more than 250-500 vials at a time. Mr. Fishman explained that

Wells does not produce pellets on site; the pellets are transfered from a 503(b) facility.

In response to Board questioning, Mr. Fishman admitted that once the mold was

discovered, Wells failed to re-test frequently enough. Mr. Fishman stated that the individual

who was responsible for overseeing quality at Wells is no longer with the company due to the

unacceptable response to this incident.

Commissioner Stout stated that the standard operating procedures that Wells had

provided in its packet to the Board were satisfactory. However, Commissioner Stout stated that

the 2A12 USP 797s, Compounding Standards, had wonderful guidance for operating procedures,

and he asked why Weils failed to implement those. For instance, Commissioner Stout stated

Wells had documented training deficiencies and cleaning deficiencies, and used to allow

technicians to verify products for the final visual check. Commissioner Stout thus asked Mr.

Fishman why the Board should be confident that Wells would comply with the satisfactory

standard operating procedures it provided last week when it did not have sufficient procedures in



but shall not be resold or dispensed. Nonprescription items may be compounded upon order by apractitioner for sale as long as the labeling complies with RSA 3 l8:a7-iand the producr is not acopy of; or similar to, prescription or norrpr.s"ription products. All compoundinj shall be donein compliance with the United States Pharmacopeia as defined by board of phaniacy rules.II' The compound drug product shali bear the label of the pharmacy responsible for
compounding and disPensing the product directly to the patient for ad-iniitration, and theprescription shall be filed at that pharmacy. Compounded prescription labels shall include thephrase "compounded per.subscriber request" or Jsimilar siatement on the prescription Iabel orthrough the use ofan auxiliary label attached to the prescription container.

III' A pharmacist shall offer a compounded drug i.oouci to a practitioner for administration toan individual patient, in limited quantities. The coilpounded drug products are for prffiil; '"
administration only and shall not be re-dispensed. T-he pharmacist shall maintain records toindicate what compounded drug products were provided to the medical oftice oipractic".
Compounding pharmacies may advertise or otherwise promote the fact that they provide
prescription compounding services, in accordance with state law and rules of 15eLoara, as well
as applicable federal laws.

IV' Where a commercial drug shortage exists because a manufacturer is the only entitycurrently manufacturing a drug product of a specific strength, dosage form, or route ofadministration for sale in the United States, und the manuficturer cannot supply the drug product
to the public or to practitioners for use, a pharmacistmay compound a limited quantity using theactive pharmaceutical ingredient and sell to a patient wiih a vaiid prescription from a validprescriber' When the.compounded drug produit is sold to a medical office or practice it is for thepractitioner to administer to patients, and shall not be for resale.

V' The board shall adopt rules under RSA 541-A conceming the regulation of compounding.
.. VI' Labeling requirements pursuant to paragraph II shall not appiy when medication isdispensed to institutionalizedpatients 

^ prorid"d under RSA 3lg:47-b.

(a) The board shall refuse to issue a registration or shall revoke a registration wheneverthe board determines that a mail-order pharmacy, its pharmacist-in-Jharge, owner(s) orcorporate officer(s) has, after notice and opportunity foi a hearing, except pursuant to (c)
below, committed an act such as but not limited to:

(4) Failed to comply with RSA 3rg:37,Ii, the provisions of ph 900, or both;

(6) Been found guilty of any violation of federal, state or local drug law or have enteredinto any agreement to resolve violations of such.

(c) Notwithstanding the above the board shutt irrr" a registration or not revoke if:(1) No harm resulted from the actions of the appricant oir.girtrunt;
(2) There was no intent to viorate any provisions of RSA 3 r g;
(3) Corrective action has been taken by the registrant;
(4) Remunerations have been made to the uff.-"t"d pa-rty(s); and(5) The board determines the action is unlikely to oc"ur;;;".



Mr. Fishman's testimony, then, the Board determines that the mitigating factor in Ph

905.01(c)(1) has been met.

The Board questions whether, under Ph 905.0 1 (c)(2), there was no intent to violate an1,

provisions of RSA 318. The Board does find that Wells did not intend to violate RSA 318 with

its past contamination problems, as the Board is satisfied that the airbome mold was caused by a

leaky pipe that remained undiscovered. However, as the Board noted at the hearing, Wells'

practice of distributing directly to veterinary practices is not in compliance with RSA 3 1 8: 1 4-a,

III and Ph 404.A2. The Board understands from Mr. Fishman's testimony that Wells was

unaware of this regulation in New Hampshire, but the Board notes that it is the responsibility all

licensees and registrants to comply with the relevant laws.

The Board next finds that under Ph 905.01(c)(3), Wells has taken corrective action. Mr.

Fishman testified that Weils has since demolished the contaminated compounding room, fixed

the leak, and rebuilt the room to 800 standards. In addition, Wells recalled all the affected

products and it now does daily testing for viables. The Board does note that Wells did not test

frequently enough after first discovering the contamination. Mr. Fishman, however, admitted

this and stated the individual responsible for overseeing quality during that time was no longer

with the company due to the unacceptable response to this incident.

The Board finds that under Ph 905.01(c)(4), Wells made remunerations to the affected

parties. As stated above, Wells recalled all affected products and no adverse effects were

reported.

The Board finds, however, that under Ph 905.01(cX5), it does not have confidence yet

that the action is unlikely to occur again. The Board is concemed that Wells in the past failed to

follow the guidance of the 2012 USP 797 Compounding Standards. The Board specifically notes



BY ORDER OF THE BOARD +/

Dated: July 18n ,2017

Michael D. Bullek, BSP, R.ph.
Authorized Representative of the
New Hampshire Board of pharmacy

_*/ Board Member recused
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Attorncys lbr thc Arizona State Board o{'Pharmacy

I}EFORE THE ARIZONA STATE BOAI{D OF' PI{ARMACY

12

t.iIJ

l4

t5

t6

11

'1 
tr

t9

ln the Matter o[

Welts PharmacY Network,

I-lolder o'fl Pharmacy Pennit No.
in the Statc of Arizona.

lJoard Case No. l4-001g-Pl'il{

CONSENT AGITEEMDNT FOR 
.

PiloitAtioN, cIvIL PBN ALI'Y'
bbSrs AND iNsPncttox

Y005709

20

21
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-, -'

2ri

'!i!..t

?.(l

lu the intersst o1'a prompt ancl judicious settlement of this case' consistent with the

pubtic intercst, statutory requirements and the responsibilities of thc Ariz'ona Statc lloartl

6['Pharmacy ("l3oard") uncler A.R.$. $ 32'1901, et. 'req', Wells l)harmacy Network'

holcier o[.pharmacy Pcrmit Numher y005709 in thc State o{'Arizona ("ltesponderrt")'

ancl thc Board snter ittto the fbllowing llecitals, I;indings of $aot, Concltrsiotrs t:l' l'aw

anci ()r'<Jer ("Conscnt Agreement") as a (-tnal disposition ol'this matter'
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agree that should the Board re.iect this Consent
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and discussion of this document or any records
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I
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3

4

5

6

7

I
9

t0

il

t2

t3

l4 7.

octohc,r r0,20r4 requcstecr adrriti.uar doc,rne.ts whicrr woro pxrvidccl by l(csp.tttlt:ttt

on Octoher I 5' 2014'

5. At the october 7 and 8, 2014 inspection lJoarcl comptianoe ottiocrs

.bserved a technician working at Rospondcnt's t'acitity exiting and re-entering the ante

roomwithoutrc-garbingandlaterobservedthesametechnicianworkingintheantcrQotn

without gloves or a mask both activities wsre not in compliance with Rcspondent's

standarct oPerating Procedures'

6. At the october ? and 8,2014 inspection Board compliance otticus noted

that the pharmacist in the general compounding area was not performing or documenting

a veril-rcation of lhe cornponents or weights prior to the cornpletion o1' thc finishocl

product.

At the October 7 and 8, 2014 inspection Board comPliancc otlicers

regarding the "BeYond tJse

compliance o{:ficsrs

endotoxin arld stcrile

I.5

t6

t'l

t8

l9

20

2l

conducted a random sampting of thc compounding records

[)ate" (ULJD) for several lots of Trimix iniectable'

S.AttheOctoberTandS'2014inspectionBoard

observed tiiscrepancies in ltesp<lndent's ctlmpliance with sterility'

filtration tcsting results records'

9. nt rhe october 7 ancl g, zol4 inspection Boarcl compliance ol'lrcers

22

23

24

?,5

.Xt

clbserve<J that ltespondent's cmpltlyces wel'e not tblt0wing Respondeirl''s stanclarcl

operating proce<iures regarding patient oounseling o1' compounctcd prcparations'

stcr.itizati.rr ancl clcpyt:ogcnation ancl phat'tracist preparalion .l'thc llrst [.rmulatictn ol'a
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3. 'l'hc ooncluct antl circurnslzrncos rlescrillccl abovc cotrstituLc trtrctltical

corttluct prtrsuant in viotatiorr ol" A'l{'S's\ 32-1901'0t(A) (5) (Viotating a l'ccleral ol stato

law clr.aclsrinistrativc rule rclating to Lhc manulacturc, salc or clistribirLiorl tll'drug's'

clsv Ices, pilisons, haz.ardOus Substances Or precLll-Sor chern ica ls)'

4. .l'hc cgnduct and circurnstances clescribed ahovc constitute unethical

condrrcr pursuanr ro A.R.S. $ 32- t90l.0l (A) (5) by violating A.A.c. l\4-23-402 (l), I(4-

23- 41 0 (l) (2) (a) and (h), A.A.C. R4-23-4 l0 (l) (s), A.A.C. R4-23-4 l0 (J) ( I ) (cl) and

A.A.c. L\4-23-670 (C) ( I ).

Based upon thc above

the fbltowing Order:

oltpER

Findings of Fact and conclusions of [,aw, [he Board lssues

1. Respondent's Permit no' Y005709

one (l) year.

is placed on probation for a pcriod of

2. Respotrdent shall

e{'lective date of this Order.

3. Respondent shall

compliancc <lfficers in October

efl'bctive date of this Order.

pay a civil penalty of 59,000.00 within 90 days o1 thc

4. Respondent shall to submit to and pass one (1) unannounccd randomt

inspection hy Board compliance ol:ficers within one (l) year o'f the eff'ective date of tltis

Order and.shall pay tbr the costs of this inspection in an amount not to exceed $3,000.00.

Responclenr shall pay fbr the costs of this inspection within 90 days of receiving written

noti(ication {tom lJoard staf{loIthe incurred costs.

5. I('l(espondent pays thc civil pcnalty [n paragraph 2 o1'Lhis Order, pays (hc

costs o('thc Octclber 2014 irrspcctiorr in paragraph li o('this Ortlcr', suhrnits to trrrtl pass(:s

tlrr: rrnarrrruunct:(l i'anrlclrn irrsllcction in 1larag.lr;r1llr z[ of'l.his Orclcr artcl ltay:s tltt: ctlsts tll'thc

pay tbr the costs o['the inspection conducted by Btrarcl

2014 in the amount of $2,345.37 within 90 day o'l the
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llirl Wirtrtl, l{l,h MlltA
l..lxr:ctrl i vc I )irc:ctcrl
Ariz,<ttrzt Statc lloa r.cl o l' l,l rirr.rrrac:),

Jarrtrary 26,?.015
l'agp 2

wcre n(' findi.gs o["substrtnLially No,-compliant"). A copy of rhc NAI]p inspccrion rcport anclcover le(ter arc encloscd as Dxhiuit ,t.-- w"rr. r,u, ,r,*4" Ilfew acrjustrnenrs in response to tlrcNABP findings' which are expiuin"i iu'w"ttr' January l4,zol5 response ro the NAIlp, well.s,lesponsc is cnclosecl as Exhibit B.

wclls untlerstancls that i( is easy to say it i.s com'mit{ccl to compliance, bur 6ard to proveit' For(halteason,weltopetn"cooii*ill notcrhrtii;'f.;'ir",nrorconccrliclenri{iedbythcNAUP inspection wcre unrelarecl to the'irems_iclenrifrecl ;i il; Iloarclis compliance ggicers,wells believes this is clue lo rnt.",npiio.ce cftorts w.rL ri.r'inrpreme'ting prior (o arrrra( thetirne o[ the lJoarcl's i^spection .;J',h; wells has implcmcntccr as a resur( of rhe Doarcpsinspecl'ion' wells undersmnas iii.i ."*pliancc is a journey, not a clestination, ancl ir wilcontinuc to revicw and improve irc of"*iir"s to ensure anct maintain complianoe.

The following responds to the "polcntial concernvviolations,, in the cornplianceofficers' october t5,-20 r4 irporr 
"rrd 

tr* Boarcls proposed consent Agreemcnts.

L "Brcncrr of stcrirc gar:bing sop by tcchnician i* aurc roonl.,,

The compliancc officers observed a technician exiting and re.en(ering the ante room

;lH:J:'garbing 
and latcr outt*.J-irr" same rechnician wiking i, rhe uiii"'roo*'witr,nut

As the Cornpliancc officers'noted, the technician,s conducl violatecl Wells,standarcloperating procedure (soP). Wells couns"i"a ,n" technician regarding the violarions and the sopon the same day the violaiiont o."urr"J und cautioned rr., iiii'iuture violations coutd ruurt intermination' wclls also retrainea alt steiile personner regarding ,r," iop,'*[ffi;;il*, stcrilegown change before going into ttre clian roorn ancl working on preparations. No lurtherviolations have been noted.-Enclotta ,, p*t,itir c are weus' rr?ining recorrls for the technicianat issue and o(her sterile personnel.

II' '(SOPs - may not bc irrdicative o[*cur:r.cnt pr.ac(icesr,, .,pr.ovision of pa(icnl rvrittcrritrforrnation not consislcnl" and "Posirion^iidurrii'norn.gcr currcrly fillcrt by n(cchnician wtrcn ;rlrannacist r.cqrrir.ed by SOp.;

The compliance o{Ticers obscrvecl- thal welts' emproyees wcre not tollowing wclls,soPs regarding patien( counseling or.orpornded preparalionr,'Jt"ril;rrtiorr a'rJ depyrogena(ionand pharrttacist ptcparation of ,[" ir=i ?"i*;kiil;';i".1,"0r"- preparations, wtrich is rhenvc'ified arrd approvcd by rhe euarity M;;;., who was supposccr ro bc a glharmacist.

wclls lras ltctrtri('s irr rnultiplc slates, irrrrl, therelorc, ils operations iur.rsr cclrrrllly rvitlrrttrrlliplc slatcs' *:Jlttiarirtns. c:,,,''rfiinn."'wirh rtrcsc rai,*,i.iii,,,, ,<:<1uir.r:s rxr.ti'u.us r.cvicw a.<rttJrclatirtl" ,l' wclls' ctrr'r'crr( Pr:.cc'tlu.c* arrcl soPs. il*ii1i;;;:';,i',i,,, ,i,,," .r,rrrc i's,<:critrrr. wc:rs



ll;rl Warrrl, lil,h lvlllA
l.'l.vtx:r rt i v<: l)ir.cc(or
A rt r.or rir Sla t u []oar.(l o I. I)lrir I.r rlrc t,
.lantrirry ?.6,).015
l,agc ,l

cloculncnl verification-of the conrpo,e,ls or weights belore the finishcrt producr is cornplete<l -xl:,*::i:l;1,ilH,,1';1flil;ffi:[iio *,. u,I,"-i[",,, *i,Ln i* wrrar is assumerrbf wers,

l'lowever' in an cfforr to ensure compliancc with the Ijoard,s inter:pre{a(ion, weils has
tncrcased pltartnacisl activity in iii"-nonot"iit" .o,npou,.,ai-ng"ur"u. Iror cxampre, wcrs has
reduced sonre of lhe lab pr'ui',tirtr-' ii,ii., ancr incrcaseJ iffi,(imc rnonitoring anrrmentoringtechnicians. 'r'rre phama'ci;i; J;;-;'r'ok.n . ;;;;;;i;;;'ror.. in compouncring, ro ger handson expcriertce with manipulating *.'n"*F,", w;;;il'rorr"rir,. thc [roarcl,s clarificarion ofirs inrerprcrarion ancr 

"onh;n;;;i;; iir', r,I"rir; ",,;;;il;,i#'1,. .orpriunr.
IV' "Mut(iple iuconsis(cttcies irr documc'{arion prac(ices of [Loggcd Forrnulaworlcsttcotsl nncl lrotmula wor{<slree(s} in.iuiing,,, Bcyorrd use-Datq srcrircfi I r rar ion, s r eriri{y r"rnprii, g,'on i qu ariry nrs,,rnn"o vJ.ifi cation.

'fhe comoliance officers reviewecl 
.tcn (r0) random prescriptions/onlers from thcArizona reporr *i,i.r,.r.uJ;;-;;.; #;tL ,o,,.0 ro mainrairr nquati(v assurance verification,-d;;;,";n,.ri"; ;io,l;ffiilL?:i:,ji,i,""?L,il1,,f ;T:*#docttmenta(ion of nlter tot'num[lrr".*jrrl'"n a.t.ina uurrti.'ioilr tcsdn! in rt"- 

"o*punding
record, documen(atior,.of tt"..samffi;;; r";; ffii;ffi|,,ii," resring and fairure io fo*owproper procedurev"l?ll_":rrlb:srlriri"ryina .*roro*ln'i.riin'e;rprirg. on or abour 0croberI5' 2014' the comoliance ofhcers ,Jri.*"d aaaitionai-iior'u,-n.nt, and icrentified acrditionaldiscrepancie's regading rh; r;;;;, oJ"rl"n,r,,on, 

"o*prio,i"'rurr,. sops, resring procedures,
ffi:l.j!?#;;dures '"a 'r.,ippi"g;';;;;'* inrorri,,!'u?aiiiiiur pr"r"rip(ions/6rders from rhe

while it is certainly no excuse, wells recognizccl inconsistenciqs in and the need tointptove its docttmentationiracti;;;;;, i1 1..t, ir hacr reorga,ized irs quariry unir priorro theinspectiort' unfortunately,,tl*, fi";iiv'.r issues..oterr u/trre complia*ce office's were indocumenls that were creat,ecl prior tti it 
",r.orgonizalion.

wells has consistenlly pracliced con(inuous Qrrality Improvenrent (cel) and it cou(inqesto make strides to be usP 'igi;';;;lr"^,.' nr in, rrilJ iicql is seriaI cxperimenrarion
; :Jl:r :? xilf iffi ;:.J, ff ' t 

-,*,,,fiff 
!* *d,l," Hfi k ffi [,Ii m ;documentation, gowns,-s(oragc, *i*tur"'iu,i rJ r*trr. r,rr,ia;iL., wefis is in the process ofttnplementing rna'v 

,ctlMr 
"lr:ri ;;;i;., on top of LJS' srancrarcrs. ].-o, 

"*un.,pi*, w.rtr,compounrting sratf wears stc'ile p,;;;;l;,ies arirt i;,;,il, wel[s.a,atyr.*".tt" 
"-ii*.y ori..:,i".fililt,|:ilf ancl nrake 

'r"'li',;';, J*"r.,, ,'*q,rircir-si*,rir,,,,r* 
",,a 

wcus,riliz.c.s r:quiprne^r

; " .-....;....J l.inclosccl ls f,l.tlribit l, is Wclls, rcccnrly ulxlntorl SOl, (J, l6l rcrlarrlirut.its (.lel prrrlir.nrrr.



Ilirl \\/irrrrl. lil,lr MlllA
I ixr:c:trt i vci I )ir.cr:tor
/\rizurrrr .SIatc Ijoarrl oI'l'Irarrrra<:y
.larrrrary 2.6, ?.015
l)a11c 6

wells' phartnacist's lrave clecacles ol'ex.periencc-ancl they cretcrrninecr trrat, with respcct to(hc'ti'imix irrjectabrcs r"riewecr ;rlit.*citptiance orn".rrl'iii* uroropriarc (o havea BUI)thal was l'(er tltan 
":r1li,l .offin.n,r-lr',rr. i"dilr;;:"Hi*r"r, since rhc comnrianceofficc's' i^specrio', w"ilr ilr,;fi[i"jrni'rr,ru"ra iii- Bilo ror)rri*i* injecrabrcs. 

.

ISUD: 
Preseritly' wells rnixes its stock solutiorrs, (esls thcir .sterility ancl assigns thc following

Chcmicnt BUII

Ilapnverine 90

Plrcntolamine 90

Coudi(iorr

Reti'igerated

Itefrigera(ecl

[)ocu lnerrlrilion

PCCA/lSaglc BUD studyr

PCCA/l3aglc tsUD srudy
Alprostadit 60 Refrigera(ect pCCA/Eagle BUD srudy

After the solutions are tnixcd (ogether, 
Y"1l^.' assigns a BUD basecl on tlre earlicr of theproducr's srorage rnethod^(i.e., iqlJrv iuD 

r.-l 
renid;;"; ;; 45.cray BUD ir frozpn) or rheearliest expiration date of 

'"ny 

"o*finJn,. wc befevc riii.'upaur"a process for determiningts UDs is corrs isren r wi rrr uo r h h ;:6H:L -il ;dir Xol"j,i'a ils r, <7 e7 >and rhe comptianceofficers' interpre(ation' Ho*"r"r' ;i;fu BoarcrHj;;; oatiirionor rcvision is nec&ssary, we
iitffi'i'H,|;::::'(hat the aou'a 

"u,'iif-now welts shoutrla"i.irin. (hc BUD, so as roensure

VU. Clarilicatiorr ol'Corrscrr( Agreernelil,Icrrns.

with respect to the B-oard's proposed consent Agreement requiring probatiorr, paragraph6 on pagc 2 states that the cont"nt-ngl.J*"n, "does no-t .o,,rii,ut" a clismissal or rqsolution ofany other matters currently pencting b;fb;; tn".nourJ,'iir";,;;";",1s is not aware oianyotnerpending nmt(ers before the Board. 
"uo*"r.r, 

sirrce rhe co,i..nt Agreenrent ,,nray 
be considered

[^In"i'iff"1ilXi,'L?y":",':'l*lli?:igl# d;'Iffi;:[te it irthe eoo.'.,*;i*'',

ln addition' Paragraph 4 on page 7 ol'rhc-consenr Agreernent states that welts mtrst,,passone (l) unannoulrcca ,andom i"rp"iti"" ur.,*;Jidriu,,." orn..rs,...,, r{owevcr, rheconsen( Agreemeiit does not ri-riii*i-,'c.nsrirurcs . ,,r.rr!ii.ijl,inspecrion. 
For cxampre, areno deficiencies 

'equited 
to pass?-' wrr"ilr rrre.e arc ,ninoi aih"icncics? If so, whar woul.corrstllttle a "minor!' deliciency and how rra,,y *<,r,kr d;;;;r,;.:r? obviousry wer.s inrcrrr,s tobe,in, complcte cornplian""; t n*"r.,]]"",rr,n"r,,rg (lrc siz,c a.<l crarrrt hur*,rr crr.r, an(r rre pote,rriai 

-"onr*q,,",,ces 
or,,,,,, ,,.*'lll]1,'Tl,i,:{,I;ll'tl:Tr,,ll1

t 
litrclosc<l as l,lrlrilrit f f u,. ,f," ,..rufrs ol.thc t,CCA/l.lrrrilrr strrrly



Arlzona State Board of PharmacY

To r Hal Wand, Executive Director,'ASBP

Cheryl Frush, DePutY Dtrectoi, ASBR

From: 5andra Sutcliffe, CO ASBP

Dennis Waggoner, CO ASBP

Datei 7OlL5l2OL4

Su biect: Wells Pharrna'cy. Network

As directed by the Board, CO Sandra Sutcliffe and CO Denni!;'{aqgoner visited WLlls Pharmacy Neruork (Y005709)

located at 1210 SW 33'J avinue,.o.cala,tL3M74 on October Z-g, Zoiq to conduet an insilettlon and provide feedback

related to the observations.noted on FDA Furm 483 iissued 3-7':2014, The NotlCe of lnspection Rights was revlewed with

Kris Fishman, Vice presldent of Pharmary Operations,.and Rita Welss, RPh, Esq, Pharmaey Mdnager (as of 8'1-2014)'

T.he purpose of'the visit was discussed with Mr. Flshman and Ms.'Weiss as weill.as Travis Wo.od, CPhT, Quality'Manager'

Ms. Sutcliffe stated that the inspection was to determine compliance wlth Arizona regulations as wellas.to discuss the

observations of the FEA Form 483. Wells Pharmacy Hetworll< (WPN)'ls primarlly a c?mPounding pharmary (>95%)

providing both patient:ipecltic prescriptipni aq{ .ofhqg.use. tp.rqpqlr.nde.d products to practitioners' sterile and non-

sterile tow, medium qnd hi!'h iisk.compgurtOs gie'produced. Waeity,Vol.ume Was provifled as 3200 orders'with 240 '

pharmacist.hours utillzed. Both Arizona ahd:DEA tititrEes wpie irrii,i.rcad aniJ aie,qurrent. A rqster of pharmacists and

technicians was providid jncludlrig Flg;idd llcgnse ngm6.er and expliail'on date,'wPN is ilcensed:in all states where non'

resident licensure ls required. A copy of the most Ieqent.Florida inbpectiiih"iepol't::was prdvidEd with no observations

noted.

completed.

The foltowlng recoldi wire requeste'd'l{itia lty:

. A rep6rt,oT all prescrlilions/ordErs sent to Arizona lor lhgrpast 12 months

o TraininB records for techdticiaris
o MEdia fill and enVlronmental testlhg results for the past 12 mcnths
. Clean room and hood certlfications

" SOP'index

" Equipmentcalibratlon/maintenance records

" Cleanlngdocumenta'tion.

A tour of the facillty was requested. Receipt of prescriptlo.ns/orders are'processed in a cubicle environment with both

technicians arid pharmaiists preseht. Tho pharmacy,area consists of several small sultds for non-sterile compounding

segregated primarily by.dosage form, a storage room where components are stored, an ante room leadingto a positive

pressure clean ioom fi:rr sterile compounding, a ptrarrnacist final.check room, a second antE room leading to a lle8ative
presiure clean room antl a large central area whcre staging and qua'lltY assurance testkrg [s conducted. Rcfrig,erators aie

electronically monitore{ with alarins and emails for excursions. Otrriri6 the toul, Anthony Catnpbell, Pharrnf), was

l



. .d bcu me nted I n thq-Cgrn Lo$ding_Iecoldl

Each of the above items were compounded from the following compounded bulk ingredients:

Lot 08142014@17 Pap.averine HCL 40mg/mL (BU0 2/10/15)
Lot 08142014@19 Phentolamine 2omg/ml (BUD 2/10/15)
Lot 08142O14@29 Alprostodil (M) 500mc&/mL (Bl,,E ZitOltSl

StertliW ahd endotoxin testine resdlts were provii{ed. Most.'sterillty teitlnt is perforrnEd inhouse utilizing ScanRDl

techhology; T€stlfig aniJ.control.protocols Were provided as wellas an artlcle'cpmparinE ScanBDl rellabilityto USP<71>.

c'omEgur,r'dad.,Whlleitlils:isicun;rit.pr€ctice:etrVilijN: fhib ii'nofrllrcirniotlance':$ihh:USB.c7&>,r.e'quhemenF.

Addltlonallt. ti{P.$ exotalned that*hmoltne'itestlns.ls nolt formatlzed in .WpN SOhis,but *as.ln develooment.

Lot 09022014@53 tlyalUronldaie - P r.e s€ r'vativE. Free 15Q U/m L tnjecJa Qle
Logged Formula Wprkshget [tFW.] not'documented by a pharinacls[ but d Fsrmula Worilisheet (FW)'stapled to
LF'iV was initlaled by.a phaiinaclit; howeriqr;,WPN'expkiined that the L'FW [s the compoundlng resord,

SterilE'filtratlon Indlcated ln.the oroceduie, but no doctimentation sf-fllter.testihq.resulr.

tqt 09022014@35 BeVacizUmab Tesl -(p,OSrnLSyringe, 31c,'F-lig,r)'ZSrng,/mt,'tnjectabte
'The LFW 'hd.3 120" ldbeis" written. over ihe rgcerd. Wir'hl 'explalned that 2bi prevlously prbpared syringes. were
placed in indfuidual sleeves per.prescriber,request.,

Also:.{he comusundinc,rbcords are unclaar,aitiistdraue':ofithE brrlh;iiii6iit6.usd:i!'a iihal.com+oirnd.

were prepaied.ahd'oackaced'. not lust oackaeed. The BUD I3 ma'nublly Stiuik throU{h and edited with
the BUD of the prevlously prepared syringes. An article was pr6vided to justlfu the 9O day BUD.



itasxtmttr-a.?fr..

> n* !I (office use)-colrrpoundirrg record inclicatcs tlut 7. viaIs were tested for sterilitY i:n(l

errdotoxins from a batch size of 50 vials.

For office use orders, current license numbers/expirations dates of practitloners are maintained electronically.

Review of FDA Form 483 observations'dated 3-7-2014;

O bse rvatlo n l:med ia fill testint results/30Ps wire.r,bviewed.
,Observation Z-most recent cleari rooin/hood certifiLatio.ns were conducted under operatlonal conditlons by new

vendor.
observatlon.3:SbP.s/results werE reviewed fOr routine airlsurf.ace and flngerfpi1g5116g.
observaiion 4-agents for diiinfec,tlon/cleaningIn.SOP w6re,pr€sent on USP<7$7>,list.

Ohservatisn S-AvaStln syrifigep ar€ testdd fon.endotqxins pnd sterllity (vi'a'Sean ROI); however; sampllnt plan is not

complia nt with LISP<7.1> requirements.
Observatlon S.current dLiD mdets requlrements of R4-23-410(8)(3Xij).
Observatlon 7-sterilE go.wns not reqyirdd for: USP<797> cornpliance;. however, dbserved breach of ante room protocol

was described above'
Observatlcjn 8-ScanRg.llqUallfic,alion was pres.enied to:FPA by WPN duringexlt'litterview.
O-bqe rvatio n g- not,regpiied'l I Arizona for pha rniiicy- Fe tm itees.
plse rvatici h i9- np.I r.p g.uire d :in ilrizq na fo r pha rmai"y' p erm ite es,

Qbservatlon ll,calibrationl/,m6iiit'eh'aiice'df.g'aules ire'ffilnired'b.y ner{:envirb.nln?r.r1a.l cqtificatiop'v,er,rdor.

Addltlonal observatlons:

Distribution of Avastin was disgussed'in relation to'compoundlng versus repackaglng.

A copy of a prescription labelwas provldEd and found to'be in substantialcompliance'wlth Arizona requlrements'

Adf,ltlonal rqtoids.w.qrpfttuussled sn'bitober {0, 2014::jnil iecelveiJ pn Ot{ti[C'r 15, 2913:

Of riote:

RxFcompounding.record indicat'es.a kit:lot nuirib'er of 01052014@15,Witti Bg.D 6-30:2014. The kitihtludes
Chorionic Gonadbtropin ? B!.2, fV.ophVliied1lg;ggo tJnlt vial lot 12?6i013P,1 piifr AUO 6-3b2014. The compounding

rebord for tot 122020$.@d includes' the follbwing.compopents :

Cya no b oba iq mln (.\lltt BTZJO'extrose Lot 101a2'013@66, B U D 4-7?-Zot4.
Sodium Phosphate, Mon0kiasic, tiisf.Cnfr'Tarous Lot C152858, explration datg 5"1-2014
Sodlum Phosphate Dried Dibgslt Powder Lot WWCl5O510, expiratidir date 5-30-i014

gcl[p_qltnded !!e'!n sI weiles the.lrit, Alsir, the amountgl 81? in.nolglated{qthq,d,rue narne of the gornpo..und

scord-,Jt_Jg-unknow[ if the am-o_unt in l[clude{e!_-lhg--fiD4Lsgggslric':.labeL-&e.rjli!y_lgg-tlUre_s_U!!f@-Sgt
in c.|rrd.e.Ih g..n crobsr-sIe njp ! e{ l-esla!.



iii,:?ri1'7crri/ul!.n1'

Documents received/revlewecl:

50P lndex
P ha rmaclstftechniclan roster
Flo rida Com m unity P harmicyl lnspection repo rt
Florlda.Standards of Practlce fcir Cbmpounding Sterile Prepa.rations tCSPs) r:eport

Arizona prescr.iptions/grdErs rep,o1t (sorted by date)
Arizo na p reseriptio ns/orderq repOrt (sor.te d 6y n a m d )

Fll ling/com poundlng recorr5. fo.n
RX IIIIII,II II, 

-],.T. 
T 

-, -
Com poundlni-records fo'i:

Lot O9022014Gt1,,09022016@2? 081'42014@ 17;.0814e014@20, 08142014.@.1s

Article: tong;Term Stabllity,rif Tiimlr A Three-Drug [nJeb(lon Uied to Treat Eieqtlle Dysfpnction
Compounding record for:

Lot 09022014.@35

Article: Six-mohth Stebillty of Bevacizumab (Avastin) Binding ts Vascular Endbdheli?il Grorrrth Factor after Withdrawal
into a Syringe and Refilgeratlon or Freezing
Lab report for Lot 082520i4@48
Reprint of otfic6-use label
Use 196, for Flurnethasg.rle'Pivg[ata Powder
€ompou,ndl.qg.record'for:

I,o t' 09.'o?201{@E3;.0E0220$.@s4
SCanRDl documentatlon:' Sean Blo il protothl'us-lnf,.FlFU, D:ily Cbntro.l (F!FUZGB04I

Article: the scanffDl Sterlllty tes.t Protbcol as.an Effitstlve'aid nuliatle Test fohsigrile"gbppgunded Preparaiions
Certifieates of Gomptlancd fi..Om M€drep.Technglgglqs:torclean room and'chemo room
Practitioner license.veriflcatlon spreenprlnt
SOPs:

l.,qLq, 1.030, 2^02oi 2,r030J. 2.0i10' 3.010' 3.020'
4.210, 9;01O, 5:O11., .5.040, 5iS50, 5..O79i 5i010,
9;100, 9.11 0,. gilzo;$.t40, 9.150, 9.161

Filllng/compounding records for,.
Rxil 

-.I1, 
.lsa,J-,Ir,.!Il

Copy of letterfrom WPN dirted Octobet ,4,Zot4

3.030, 3.040, 3:Q50, 4.G0,'4.670, 4.090, 4.110, 4.130, 4.200,

6;020, 8.010, LOIO; 9;o2O; 9.glo, 9.050, 9:060,9.080,9.090,



Stcven I-. Sirnas

Justin D. Hein
Lindsav I-I. Yoshitomi
Daniel J.'latick

SIMAS & ASSOCIATES
t-'r D 

-_GoVERNMENT AND ADMINIsTRATIVE LAw

May 26,20L7

TELEPHONE

916.789.9800

FACSIHILE

916.789.9801

SACEAMENTO
5AN DIEGO

SAN LUIS OBISPO
SANTA RosA

Re: In the Matter of the Accusation Agaiist Wells Pharmacy
Networh, LLC
Case No.: 5887; OAH Case No.:2017011082

To Whom It May Concern:

Our office represented Wells Pharmacy Network ("WPN") in the above-
referenced matter against the California Board of Pharmacy ("Board"), which
has since been resolved. Because WPN has active licenses in several other
states, we wanted to explain the Accusation, the resolution reached, WPN's
reasoning for agreeing to settle, the steps taken by WPN to remedy the
situation, and the changing regulations. Each is discussed in further detail
below.

Accusation

On March 4, 2016, WPN's Tennessee faeility was inspected by a Board
inspector. The inspector determined WPN was using the improper cleanroom
environment when compounding non-sterile to sterile drugs. WPN utilized an
ISO 7 cleanroom when California Business and Professions Code $ aflT.7 (at
the time) required an ISO 5 cleanroom. Additionally, the Board inspector
determined the sterile injectable drug products WPNI was manufacturing
were not adequately subjected to documented end product testing for sterility
and pyrogens pursuant to Title 16 of California Code of Regulations $ 1Tb1.Z.

After this inspection visit, on March ll, zal6,wpN immediately
resolved all issues addressed in the report and reported same to the Board.

In spite of wPN's immediate efforts to comply with this unique
California provision and the report of the Board inspector, on October 14,
2016, the Board still issued an Accusation regarding these former violations.
The Accusation alleged two (2) causes for discipline. WPN timely fiied its
Notice of Defense denying the charges in the Accusation and requesting a

North Pointc Business Ccntrc
3835 North lircerval, BIvd., Stc. 228, Sacrarncnto, CA 95834

lvrv rv. s i m a s govl aw. co m

t/''\/r;N.
rifTlrh

^



May 26,20L7
Page 3

Nutek Corporation ("Nutek") and Steri-Tek, both California companies.
Nutek/Steri-Tek use E-Beam sterilization which is approved by the Food and
Drug Administration ("FDA"). Prior to the inspection, WPN utilized Eagle
Laboratories and Dynalabs, both of which tested potency/purity and
Endotoxins.

These facilities and their equipment met the stringent American
National Standard ISO 11137 requirements for steriiization of health care
products. Sterilization utilizing E-Beam technolory at an FDA approved
facility eliminated the need for the usual sterility, Endotoxin, and pyrogen
testing. This form of terminal sterilization eliminates the requirement for
employee media frll validation. Moreover, WPN demonstrated its dedication
to the highest standards of continued education and training for its
manufacturing employees by ensuring its employees completed requisite on-
line courses in its on-line database. The database ensured prompt and timely
completion of each required course and immediately records the date of each
completed training and the recurring deadline for taking each course. Lastly,
WPN revamped its Simpltfi 797: Task Scheduler to ensure all cleaning steps
and activities were listed and logged. As you can see, WPN took the necessary
steps to address the Board's concerns.

Changes in Regulations

We also believe that significant changes in California law have
contributed to the Board's willingness to settle our client's case. California
regulations are some of the strictest in the country. WPN had been operating
its Tennessee facility in compliance with FDA regulations which mirrored the
requirements of other jurisdictions. Unfortunately, California had changed
the requirements in 2005 and no longer allowed for an ISO 7 cleanroom when
compounding non-sterile to sterile drugs. This change required an ISO 5
cleanroom which created confusion and issues across the state.

Because of this confusion, the California Legislature has introduced a
bill in January 2017, to change this law back to the prior version eliminating
the need for an ISO 5 cleanroom. Senate BilI 510 addresses this change
which was passed unanimously by the Senate on March 27, 2017, with the
Board's support.l SB 510 is currently awaiting a vote in the California State
Assembly which is expected to occur sometime in June, and is, likewise,
expected to pass. The Board continues to support SB b10.

t https://leginfo.legislature.ca.govifaces/bilITextClient.xhtml?bill_id=201720180S8b10



BEFORE THE
BOARD OF PHARMACY

DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

In the Matter of the Accusation Against:

WELLS PHARMACY NETWOIIK LLC
450 US Hwy 51, Bypass N
Dyersburg, TN 38024

Non-Resident Pharmacy Permit No. NRP L325

Non-Resident Sterile Compounding Perrnit No.
NSC 99824

Case No. 5887
OAH No. 2017011087

STIPULATED SETTLEMENT
AND DISCtrPLINAR.Y ORDER
FOR PUBLIC REPROVAL

PECISION AND ORDE\

The attached Stipulated Settlement and Disciplinary Order is hereby adopted by the

Board of Pharmacy, Department of Consumer Affairs, as its Decision in this matter.

This Decision shall becorye effective at 5:00 p.m. on luly 26,2Ot7.

It is so ORDERED on June 26,2A17,

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

By
Amy Gutierez, Pharm.D,
Board President

ry,W
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JI]RISDICTION

3' on or about May 28,2073,theBoard issued original Non-Resident pharnacy permit

No' NRP 1325 to Respondent. The Non-Resident Pharmacy permit was in full force and effect at
all times relevant to the oharges brought in Accusation No. 5gg7, expired on May 7 ,2017 , and.

has not been renewed.

' 4. on or about Jury 1, 20r 3, the Board issued originar Non-Resident sterile
compounding Permit Number NSC 99824 to Respondent to compound injectable sterile drug
produots' The Non'Resident Sterile compounding Permit was in full force and effect at all times
relevant to the charges brought in Accusation No. 5887, expired on May l, zorT,and has not
been renewed.

5' Accusation No. 5887 was filed before the Board and is cunently pending against

RespondenL The Accusation and all other statutorily required doouments were properly served

on Respondent on october 21,2016, Respondent timely filed its Notice of Defense contesting
the Accusation' A copy of Aocusation No. 5887 is attached as exhibit A and incorporated herein

by reference,

ADVISEMENT AND WAIVERS

6' Respondent has carefully read, fully disoussed with counsel, and understands the
oharges and allegations in Aoousation No. 5887. Respondent has also carefully rea.d, fully
discussed with counsel, and understands the effects of this stipulated settlement and Disciplinary
Order for Public Reproval.

7 ' Respondent is fully &ware of its Iegal rights in this matter, including the right to a
hearing on the charges and allegations in tlre Acousation; the right to be represonted by counsel at
its own expense; the right to confront and cross-examine the witnesses against them; the right to
present evidence and to testify on its own behalf; the right to the issuance of subpoenas to compel
the attendance of witnesses and the production of documents; the right to reconsideration and
court review ofan adverse decision; and all other rights accorded by the California

Administrative Procedure Act and other apprioabro raws,

lil28
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14, This Stipulated Settlement and Disoiplinary Order forPublic Reproval is intended by

the parties to be an integrated writing representing the oomplete, final, and exclusive embodiment

of their agreement. It supersedes any and all prior or contemporaneous agreernents,

understandings, discussions, negotiations, and commitments (written or oral), This Stipulated

Settlement and Disciplinary Order for Public Reproval may not be altered, amended, modi{ied,

supplemented, or otherwise ohanged exoept by a writing executed by an authorized representative

of each of the parties.

15. In consideration of the foregoing admissions and stipulations, the parties agree that

the Board may, without further notice or formal proceeding, issue and enter the following

Disoiplinary Order:

DISCIPLINABIa ORDER

IT IS HEREBY ORDERED that both Non-Residont Pharmacy Permit No. NRP 1325 and

Non-Resident Sterile Compounding Permit No. NSC 99824 issued to Respondent Wells

Pharmacy Network LLC shall be publicly reproved by the Board of Pharmacy under Business

and Professions Code section 495 in resolution of Accusation No. 5887, attached as exhibit A'

Cost Recovery. Respondent shall pay $6,155.25 to the Board for its costs associated with

the investigation and enforcement of this matter, Respondent shall be permitted to pay these

costs in a payment plan approved by the Board. If Respondent fails to pay the Board costs as

ordered, Respondent shall not be allowed to renew its Non-Resident Pharmacy Permit or its Non'

Resident Sterite Compounding Permit until Respondent pays costs in full.

/lt

ilt

STIP SBTTLEMENT & DISC ORDER FOR PLIBLIC REPROVAL
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ENDORSEMENT

The foregoing Stipulated Settlernent and Discipiirrary order for public Reproval is horeby

respectfirlly submitted for oonsideration by the Board of Phar.macy of the Dopartrnent of
Consumer Afhirs.

Rospeotful ly subm itted,

XAvxtR BscenrrA
Attotuey General of Cali fornia
IfuNr D. FIrrrRRrs
Sgpgrv i9i4e Dopfi Athrn ey Gonoral

t

Dated: r lzu Izot +

sA2016t 02809
12687933,doc.x

srp $EflLEMINT a Drsc oRDER ron puBtamnpnover, 
tssS?

Deputy Attornoy Gencral
Atto rrrcys fo r C omp lainont
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KAMALAD, HARRIS

Attorney General of Califomia
KnrrO. HARRIS

Supervising Deputy Allomey General
DavroB. Brucs
Deoutv Attornev General
Sta:te Bar No. 269443

1300 I Street, Suite 125
P.O. Box 944255
Saoramento, CA. 94244-2550
Telephone: (916) 324-8010
Facs-imile: (916) 327 -8643
E-mail: David.Brice@doj.ca' gov

Att o rney s for C ompl ain ant

BEFORE TTIE
BOARD OF PTIARMACY

DEPARTMENT OF CONSIIMER AF AIRS
STATF OF CALIFORNIA

Case No. 5887

ACCUSATION

Complainant alleges:

PARflES

1. Virginia Herold (Complainant) brings this Acousation sdbty in her official capaoity as

the Executive Offioer of the Board of Pharmacn Department of Consumer Aftirs.
---- - 2."*"-Oitoi-iiboiit'Mty"8;201I thsBoiifd df?li6ffiiaor'-ibsried OiiginalNon-Resident -"

PharmaoyPermitNumber NRP 1325 to Wells PhamracyNetworkLLC @espqndent). IheNon'

Resident Pharmacy Permit was in full forco and effeot at all times relovant to the charges brought

herein and will expire onMay I,2017, unless renowed.

3. Ou or about July 1., 2013, the Board of Phaunacy issuod OriginalNon-Resident

Plrarmaoy Permit Number NSC 99824 to Respondent to oompound injeotable sterile drug

1

(wEtLS PIIARMACY NBTWORK LLC) ACCUSMION

23

24

25

26

27

28

In the Mattelofthe Accusation Against:

WEI,LS PIIARMACY NET1VORK LLC
450IlS Hwy 5l Bypass N
Dyersburg, T1\ 38024

Non-Resldent Pharmacy Permit No. NRP
1325
Non-Resident Phannacf Permit No. NSC
99824

Respondent.

i

!
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REGULATTONS

8. seotion i751 of title t6 ofthe california code ofRegulations (16 ccR 1751) states,

in pertinent part: "(c) Any phannacy compounding a sterile iqiectable product from one or moro

non-sterile ingredients shall comply with Business and Professions Code sectionl7ll.7,,,

9. l6 CCR l75t.l states, in pertinent part:

(o) Batch-qloduced sterile injectablo drug products compounded from one or more
non-sterile ingredients shall be subject to. documented end proiuct tosting fo. sierifity 

"napyrogens aud shall be qumantined until the end produot testing oonfirms rt*rifity *.i
aooeptable levels of pyrogens.

, cpsT RECO\ru,RY

10' Section 125,3 of the Code states, in pertinent part, that the Board rnay rcquest the

ad'ministrative law judge to direot a lioentiato found. to have committed a violation or violations of
tJre licensing aot to pay a sum not to exceocl the reasonable costs of t]re investigation and

enforcernent of the case.

TiIRET CAUSE f OR DIS.gpI,rNE

(compounding sterile from Non-sterile Drugs iri Improper Environment)

t 1, Respondent is subject to clisciplinary action under Codo section 4LZ7.|and 16 CCR

1751(c), by and ttrough Code section 4301(o), inthat Reeponclent compounded sterile injectabie

drugs fronr non'stetile ingrcdierrts in an improper envifonment. The ciroumstances are as follows:

12' On or about Maroh 4,2016, during an inspection of Respondent,s premises, a Board

inspeotor found'that Rospondent compormded non-sterile to sterile &ugs in a olean room that was

oertified only as an ISo 7 environrnent, instead of the required ISo 5 environment.l

sEcQNp cAUsE [pBJl ISqP.IrIlir
-(Failwefo Documeut-QualityAssurance) .. _* _

13' Respondent is subject to d.isciplinary aotion under 16 CCR 1751.7(c), by and through

Code section 4301(o), in that Respondent failed tp document end produot testing for sterility and

ilt

1 Clean rooms arc classified by the Intemational Organization for Stanclardization (ISO)accordi,s to the size ofpartictes peniritteo i, tlr. ;l;; 6dT5o i 6il[;;ffi Iso-g iiliigtot.

(\(TELLS PHAItlv{AcY NETWORK nc; e.CCUSauoN
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Department of Commerce and Consumer Affairs
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Leiopapa A Kamehameha Building
235 South Beretania Street, Suite 900

Honolulu, Hawaii96813
Telephone: 586-2660

Attorneys for Department of Commerce
and Consumer Affairs

PHA 2016-30-L

SETTLEMENT AGREEMENT PRIOR TO
FILING OF PETITION FOR DISCIPLINARY
ACTION AND BOARD'S FINAL ORDER;
EXHIBITS "1'' THROUGH "3"
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BOARD OF PHARMACY
DEPARTMENT OF COMMERCE AND CONSUMER AFFAIRS

STATE OF HAWAII

In the Matter of the Miscellaneous Permit of )
)

WELLS PHARMACY NETWORK, LLC, )
)

Respondent. )
)

_)
2410427ll

SETTLEMENT AGREEMENT PRIOR TO FILING OF PETITION
FOR DISCIPLTNARY ACTION AND BOARD'S FINAL ORDER

Petitioner, DEPARTMENT OF COMMERCE AND CONSUMER AFFAIRS,

REGULATED INDUSTRIES COMPLAINTS OFFICE (hereinafter "RICO" or "Petitioner"),
through its undersigned attomey(s), and Respondent WELLS PHARMACY NETWORK, LLC
(hereinafter "Respondent"), enter into this Settlement Agreement on the terms and conditions set

forth below.

A. I.INCONTESTED FACTS:

L At all relevant times herein, Respondent was the holder of miscellaneous permit

number PMP 797, issued by the Board of Pharrnacy (hereinafter the "Board"). The miscellaneous

permit was issued on or about August 2,2A12. The miscellaneous permit will expire or forfeit

on or about December 31,2017 .

2. Respondent's mailing address for purposes of this action is 1210 S.W. 33'd

Avenue, Ocala, Florida 34474.

3. RICO received a request for investigation from the Board after Respondent

reported disciplinary actions taken by the states of Maine and Arizona on a December 14, 2015

renewal application. Respondent later reported disciplinary action by the State of Florida'

lllIHI-3\' 0t:ijIi[y TilAT TiiE a;1-4rril
Ls"{Li!ir, r,i,;D CoRitt Cr ciipi; bFlHi
H|i 

;jjl\ii,L. pllFl L:: rN Tl-j r niprinfuerli
ul- uotvtrii*t CE & CoNSU r\riEn AFFiiiii.



4. Respondent being at all times relevant herein the holder of a miscellaneous permit
acknowledges that Respondent is subject to penalties including but not limited to, revoiation,
suspension or limitation of the permit and administrative fines, if the foregoing allegations are
proven at hearing.

5' Respondent represents Exhibit "1" is a true and correct copy of the Maine
Agreement.

6. Respondent represents Exhibit .,2,' is a true and correct copy of the Florida
Agreement.

7. Respondent represents
Agreement.

Exhibit "3" is a true and correct copy of the Arizona

8. Respondent understands that any false or untrue statement or any material
misrepresentation or omission of fact by Respondent in this settlement agreement may be
grounds for further disciplinary action under HRS chapters 4368 and 461.

. 9- Respondent further understands that RICO enters into this settlement agreement,
and agrees to the specific tenns contained in this settlement agreement, based upon Respondent,s
representations made herein.

10. Respondent does not admit to violating any law or rule, but acknowledges that
RICO has sufficient cause to file a Petition for Disciplinary Action against Respondent's
miscellaneous permit. Respondent states it does not compound drugs in the Slate of Hawaii.

I l. Respondent enters into this Settlement Agreement as a compromise of the claims
and to conserve on the expenses of proceeding with an administrative hearing on this matter.

12' Respondent agrees that this Settlement Agreement is intended to resolve the
issues raised in RICo's investigation in RICo case No. pHA 2016-30-L.

13, Respondent understands that this Settlement Agreement may be subject to
reporting requirements.

14. Respondent understands this Settlement
Hawaii Revised Statutes chapter 92F.

C. TERMS OF SETTLEMENT:

Agreement is public record pursuant to

I ' Administrative costs. Respondent agrees to pay costs in the amount of TEN
THOUSAND AND NO/l00 DOLLARS ($10,000.00). Payment shall be made by cashier,s
check or money order made payable to "DCCA - Compliance Resolution Fund" and mailed
to the Regulated Industries Complaints Office, Attn.: Joirn T. Hassler, Esq., 235 S. Beretania
Street, gth Floor, Honolulu, Uawaii 96813. Payment shall be due at the time this Settlement
Agreement is returned to RICO.



IN WITNESS WHEREOF, the parties have signed this Settlement Agreement on the

date(s) set forth below.

DATED: *il rn1.i.'l- !UY-
(ciry-)

WELLS PHARMACY NETWORK, LLC
Respondent

,r, Gu-J dU*" (Signature)

@(Printname)
Its rrorntyr (€vchr{o^ J

MAY I 6 2017

, Ap.., I Lro 
"Zp 

t1

DATED: Honolulu, Hawaii,

Attorneys for Department of Commerce

and Consumer Affairs

IN THE MATTER OF THE MISCELLANEOUS PERMIT OF WELLS PHARMACY

NETWORK, LLC; SETTLEMENT AGREEMENT PRIOR TO FILiNG OF PETITION FOR

DISCIPLINARY ACTION AND BOARD',S FINAL ORDER; EXHIBITS "1" THROUGH "3";

RICO CASE NO. PHA 2OI6-30-L

(State)

JOHN T. HASSLER

---]-:--LS--
A. LOY-GOTO



STATE OF t\o^r O,e

COUNTY OF Srrnlno Lr

on this']tatn day or A,oni L ,2017, before me personally appeared
n

,tomeknowntobethepersondescribed,andwhoexecutedthe

foregoing instrument on behalf of WELLS PHARMACY NETWORK, LLC as its

fq+ml*a I Nqc n" ho., , and acknowledged that he/she executed the same as his/her

free act and deed.

This 7-page SETTLEMENTAGREEMENT pRIoR To FILING oF PETITION

FoR DISCIPLINARY ACTION AND BOARD'S FINAL ORDER document dated

,2017 was acknowledged before me by' 
[Datc Documcnt Signed by Respondentl

& r..u 5+n.,.Slo+r,no this 'Zb dayof Apn, / ,zot7,
L\'rr. "f 

P.r.r, SIE;ing Documcnrl

in the City of lJinqrn Qonf , in the County of Sfrn ,n o t, , in rhe State of

fir, a,o Cfrrr,,^ J br^p-*

-
NarcY LY'n Vdasquez

NOT|\RY PUBLTC
My Commission expires: I l t [2 o

)
) SS.

)

STATE OF FLORIDA

CdIn# FF978178

Expires 71512020

lic, State of
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n. .r.ittc 
3?.1\,4.r(.s ; $ lr7'53(rxt) *:crrire-s [rra( r:.arrgc oIa I,rrarrracisr irr (J'ari;c requiresrro(ir;e (o the Jloarri rro la(er than sevcrr (7) rlay.s after the charrgc. Irr arlclitiorr, uponachange in I'harrnacist irt charge, a mairorderpharmacysharr 

firea newapprica{ion wit,the Boarcl no later [han scven (7) clays after the change. Boa5.. Wells pharmacy 
was required ro fite an appticarion *n ,",,;;';;:::;r,*,Urlr.,,

the phannacist 
in Charge no later than

23,2013. 
- -"q'5q ttu rEI€r than octobet 10'2013, but failed (o do so untiroctober

6. On Junc 5,2Ol4,following 
a presen(ation of tle complaint, the Board voterl to offerWells pharmacy 

this Conscnt Agreemer
pHA g5gg. 

-- -v'IrrL'rr rrg,eement in order to finary resorvc compraint No. 20 r3

7 ' Absent acceptance of this consent Agreerpepl by signing ancr crating it and rcturning it toKelly MclaughJin, Senior Consumer Assistance Specialist, 35 Sta(e House Station,Augusta, Maine 04333-0035 by October 3,2014, the Board wi
holding arr adjucricatory hearing. 

-' -vr r' ur' soard will resolve this matter by

COVENANTS.
8. Wells pharmacy 

admits the facb state<l above ancl thal such conduct constitutes grounclsfor disciptine pursuanr to I0 M.R.S. gg 8003(5_AXAX4),(5), 
32 M.R.S..$ l37g(lXC),and Board Rule Chapter r I, g 3, for its fairure ro notify tire Bo 

. :

ard of thelh**q

change. 
rr"vq'lrvtr wruun t""1,!1)d-:rys of 8t

i;,i r9' wells Pharmacy agrces to accept the fortowing disciprine: 
- 'oi,\ 

*
a. A WAJTNING; an.l

r=
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li -.r
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=.:()ii(.'rn;()=
=}'.ri<It=
q>

lrr re: Wells [,lrarrnacv
l0 ll I,ilA 9589 ?.o14

Corrscrrl AgTccrrrcrrl
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2, Petitioner has received a complaint in this matLer conbining

allegations that Respondent may have compounded sterile products

without being in compliance with Rule 6481 6-27.7g7 , Florida Admlnistrative

Code.

3, So as to avoid the necessity of an order restricting or

suspending its license to practice as a Special Sterile Compounding

pharmacy in the State of Florida, Respondent has agreed to voluntarily

restrlct its practice in the State of Florida. Respondent ceased sterile

compounding on September L4,20L6,

Imrnediately upon executing this Agreement, Respondent

shall cease compounding sterile products and shall cease

dispensing or shipping sterile products it has previously

compounded.

4. Respondent has agreed with the United States Food and Drug

Administration ['FDA') to cease sterile compounding until the necessary

correctlve actions can be implemented to address the FDA'5 alleged

concerns. Respondent shall, under separate Cover, submit to the

Department of Health each of the corrective actions taken as well as any

subsequent testing conflrming the corrective actions to successfully resolve

Department of Health v. Wells Pharmacl Network, LLC

Case No. 2016-23508

t



{

rydayor 9**V*- ,zot6.

Institutional Representative for
Wells Pharmacy Network, LLC
License No, PH274OZ

Sworn to and subscribed before me this/?ay of knLer

-t
STATE oF f lo,, J n
couNrY oFrZT;-E.-..

Before ffie, personally appeared t3f ,rl p^',)
wtrcse identity is known to me by
of identification) and who, under oa itir'r.
appears above,

2016.

NOTARY PUBLIC

My Commission Expires: ll /f I U(f

Depart nent of Health v, wells pharrnacy Network, LLC
Case No. 2016-23508

s8ErJotrA?rutl Pt{u-Ps
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It!.Cl'i.i\1,ii I

I

l. ltcspon<lcnt has rcarl arid urrdcrstanrls tlris (lorr.scn{. Aiirccntcni irrrrl hirs hatl 
I

lhc clpportLrnity to cliscuss this (]onscnt n grccrncrrt wiLh arr arLtorncy, or her.s uvtrivctl tlrt' 
I

I

opportunity to cliscLrss lhis (]onscnt Agrccmcnt r,vlth an a tLorney 
I

2. I{e.sponclent undcrstands that it has a right to a public aclurinisl.rative hcarinSl

conccrning thc above-captioned rriatter, at which hearing it coulcl prosent cvirlcncc arrcl I

I

cros$ cxarninc witne.sses. By cnLering into this Con.senI Agrccrncnt, Itcspondcnt 
I

knowingty and voluntarity retinquishes all right to such an adrninistrative hcaring, as *.lll
I

as rights oI rehearing, review, rccclnsicieration, appca[,.iudicial rcvicw'or any othcrI
I

administrativc and/or judicial action. concerning thc mattcrs se[ {brth hcrcin. 
I

3. ResponcJent a{'firrnativcly agrees that this ConsenL Agrecmcnt stratt bcl

I
irrevocat: lc 

I

4, Respondent understands that this Consent Agreernent or any part ol' thc 
I

ergreernent rnay be considerecl in any iuture disciplinary action by the lJoard. 
I

I

5. I{csponclenL understands this Consent Agreement deals with Boar<J 
I

Cornptaint No. 4338 involving atlegations ol'unethical conduct against Rcspon<le nt. 'f'frc 
I

I

iirvestigation into these allegations against Respondcnt shall be concludcd uporr thc 
I

I

Board's adoption of this Consent Agrcernent. 
I(t. I{espondent understands that this Conscnt Agreerncnt dcles not constitutc a 
I

I

disntissal or resolution of any other rnatters currently pending befbre thc Board, il' any. 
I
I

and docs not cons{.itute any waiver. express or inrplied, ol'the IJoard's stat.LrLory authoritl 
I

or.iurisdiction regarding any othcr pending or luturc investigation, acliorr orprocc.$fu. 
I

i. Respondent also understands that acceptance of' this Conscnt Agrd:$$rt

<loes rtoi prccluclc any othcr agcncy, subclivision, or o[-lrcer o{'this Strt" ticlnr ,.rffi5f;r,
: 3l>

atty uthcr civiI or crirrrinal ;rrclt:ccclinrls witl-r rcsl)cct to Lhc concluct'tlrat is-.thc suh.l-rllt ol'
.:

t lris (lorrscttt Ailrr:c:rrri:irt.

t.
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irii
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Subscribed and sworn to bel'ore nrc in
__E__Lp_,:,/. , this '!, 

ii,,-,:

-:E;=-i--[;tl ' 
---.-, onlana.r

the Countv or'.y'|,'t $,::".t.;.
^dav 9f -iflit-J-: -:of Wells I'harnra-cvNetwork. -

, State o('*-\a+q-. 
by

(tr1'-
BffET JONATHA}.I PIII(LIPG
NOTARYPUBTJC
STATE OF FLORIOA

Exprras t1l4lzolg I I

My Ccrrnmi.ssi<rn expires: _ILUJ_I! X

IIINDINGS OF FACT

l. 'l'he lJoard is the duly consl.ituted authority firr licensing and rcgLrlal.ing thc

przrctice ol'pharrnacy in the Statc of Arizona.

2. Rcspondcnt is the holder o{'r)harmacy permi[ Nurnber y005709.

3. Ilrorn Iiebruary 2l,2Ol4 through March J,7Ol4 rcprcscntativcs cl['thc

[Jnited States ["ood and Drug Administration ("FDA") conducted an inspection o{,

Respondent's laciiity locate<] at l2l0 SW 33'd Ave., Ocala, I?lorida. As. result of'that

inspection, Lhe I.iDA issued a report on March 7,2014 which containerltleven._(ll)

=.::ccrbservations detailing potential violations, Basecl upon its concerns ialarain$fu

observations identitred in ttrc Irl)A report the Board directed its stafl' ,u;",,.r0r.Efr=fi

in.specticrntlfResponclcnt,shcilityinocala,FIorida..:,,'j
i

4' On tlr about Octohcr 'l and 8, 2-014 IJoarcl cornpliancc ol'ficcr.s conclrrctcrl arr

irtspcctiort 0l'Iit:sltonclcrrt's Iac:ility l<tcatcrl at l2l0 sw ]'l',1 Avr:., or:;rla Ijlor.iclil arrrl urr

n (lC11l't't',1) z\Nt) n (il(lil1t) ltY ltl:SI,ONt)l1N'l'
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r';:(luit'o(l Lulilrl{-lo(lncc(l randonr insllcctiorr in trizrragraph zl o['tllis Oricr priol Lo liri:

cxpiraLion o('the onc ([) ycar [)robationary pcrio(I, [icsponclcnt ntay pctition thc []oar<J lirr'

carly tcrminaIion o{'thc probation hy surbrnitting such a rcquss{ in writing irn(l appcarin[l

frclclrc thc [Joard at a rcgularly schedulecl rneeting.

6. ll'[{espondent violates this Order in any way or taits to fuliitl Lhc

requiremcrtts oI this Order, the l]clard, aficr givin-q the Respclndent ncl{icc and thc

opporttrnity to be heard, rnake take disciplinary action against Respondcnt's pcrrnit. 'l'lic

is,;t-tc at sitch a hearing will be limitcd solely to whcther this Order lras bccn violatcd.
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Grossman, Furlow
& Bayo, LLC
Al trllll.iEYS A'I l-Ayv]

State Board of Pharmacy

Re: Wells Pharmacy Network, LLC O{ABP # 1002752)

To Whom It May Concern:

This firm serves as Regulatory Counsel for Wells Pharmacy Network, LLC (,,Wells,,).
We would like to notiff you of our client's current regulatory situation with the Florida
Department of Health ("DoH") and the Food and Drug Administration (.,FDA,,).

Our client was recently inspected by the FDA and DOH. As a result of that inspection,
and effective September 14,2016, our client has voluntarily ceased its sterile compounding
operations until such time as necessary corrective actions can be implemented to address the
FDA and DOH's alleged concerns. Wells has agreed with the FDA and the DOH to submit
evidence of each corrective action taken as well as any subsequent testing
confirming/validating the corrective measures implemented to successfully ."rolr. all stated
concerns. Once all of these corrective measures have been successfully resolved and
documented to the FDA and DoH, Wells is permitted to resume sterile compounding.
Enclosed is a copy of the Voluntary Agreement to Restrict Practice of Sterile Compounding
accepted by the DOH.

Wells takes its legal and ethical responsibilities very seriously. Our clieint understands
that the FDA and various states have been responding to and increasing the legal oversight and
safety of compounded medications. The oversight of compounding facilities-as well as the
various compounding facilities' response to the updated laws and potential regulations-has
presented challenges during what has been a multiyear transition period. Wells has responded
to these challenges by investing in the upgrade of its facility to meet the upcoming USp g00
regulation and firmly believes it operates a high quality facility with the resolution of the
aforementioned appropriate procedures.

When issues have arisen, such as from the FDA, Wells has worked with the FDA to
clarify and respond to those concerns. In fact, the FDA acknowledged at this recent inspection
the previous 483 observations had been corrected by Wells. Even when the FDA has taken
positions that might push the limits of existing laws-such as in 2013 when the FDA's
authority was questioned by the U.S. GAo-wells' goal has been to focus on safe practices
and future upgrades. (See "Drug Compounding: Clear Authority and More Reliable Data
Needed to Strengthen FDA oversight," U.S. Government Accountability office, 7l3l/13,
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2022-2 Raymond Diehl Road, Tallahassee,FL32308. (850) 3g5-131a gh) . (850) 385-a240 (fax)



STATE OF TTORIDA
DEP*RT]dEHT OF IIEALTH

DE PARTI,IET{T OF HEALTH,

Petitioner,

v.

WELLS P['tARldACY NETWORIq LLCI

Respondent.

CASE r,IO. 2018-23508

VqLUilTARY AGREEHEHT TO R.ESTRICT PRACTICE
oF srERrLE COMPOI,I{DIN6

as owner and/or institutional

representative of Wells Ptrarmacy Network, I"LC, permit number

PH27462, hereby agrees to restrict practice of Wells Pharmacy

Hetwork, LLC, as a Special Sterile Compounding Pharmaqf in the State of

Florida and states as follor,vs:

1. Respondent undersEands that this Agreement mnstitutes a

Iegal obligation within the meaning of Section 456.072(1Xk), Florlda

$tatutes, Respondenl further undersEnds that any violation of fhe terms

of tltis Agreement by Respondent sl-rall constitute sufflclent probable cause

for the lssuance by Petitlo*er of an Emergency Suspension of Respondent's

license to pracLice pharmacy in [he Stat€ of Florida.



and address the FDA's alleged concerns and demonstrate compliance with

Rule 648L6-27J97, Florida Administrative code. Upon successful

completion of the stated corrective actions, Respondent shall give the

Depaftment of Health 7}-hour advance notice of its intent to resume sterile

compounding.

5. Respondent understands that this Agreement in no way

precludes additional proceedings by Petitioner for any acts or omissions by

Respondent not referenced in this matter,

6. Respondent, being fuily advised of the consequences of so

doing, hereby waives the statutory privilege of confidentiality of Section

456.073(10), Florida Statutes, regarding the complaint, the investigative

repoft of the Department of Health, and all other information obtained

pursuant to the Depaftment's investigation in the above-styled action.

7. Respondent, being fuily advised of the consequences of so

doing and having the opportunity to consult with counsel of his/her

choosing, hereby agrees that upon his/her execution of this Agreemen! it

shall immediately be made accessible to the public. In addition,

Respondent's licensure status and profile with the Board of pharmacy will

reflect the restriction stated herein.

Departnent of Health v. Wells pharmacy Network, LLC
Case No, 2016-23508



1210 SW 33'd Avenue I Ocala, FL 344741 800.622.4510

November 4,2016

Edwin A. Bayo, Esq.
Grossman, Furlow & Bayo, LLC
2022-2 Raymond Diehl Road
Tallahassee, FL 32308

Dear Mr. Bayo,

Per Florida Department of Health's request, Wells Pharmacy Network is notifying you of our completed corrective
actions as slated from our September 20,2016 response letter and the Company's intent to resume sterile
compounding at I am on November 09, 2016 for the purpose of dispensing and shipping.

Observation 1:

The cleanrooms are negative pressure and are used for both hazardous and non-hazardous drugs.
Compounding records document that hazardous drugs (HD) and chemotherapy and non HD drugs were
compounded in the same room and PEC on the same day. Non-hazardous drugs must be compounded in
a positive pressure room and not exposed to contamination with HD.

Response to Observation 1:

The negative pressure cleanrooms were used to compound hazardous drugs and non-hazardous drugs between
the dates of 19 July 2016 and 14 September 2016. Between each lot compounded during this timeframe, a
chemicaldeactivating cleaning agent (ClP 100) was used to ensure cross contamination between batches did not
occur. However, this chemical clean was not documented as an additional clean in our normal process. The
current cleaning documentation practice was driven by tasks created in Simplifi<797> software system, The
software was not updated to include chemical cleans during this time frame. Prior to 1 I July 2016, all non-
hazardous drugs were only compounded within the positive pressure cleanroom.

As a precautionary measure, a voluntary recall has been issued for all products compounded in the negative
pressure cleanroom during the timeframe of 19 July 2016 and 14 September 2016 (Attachment 2 - Recall
Spreadsheet). No adverse reactions have been reported by customers or physicians regarding the sterile lots
listed in the recall,

ln addition to the recall, Wells Pharmacy Network has tested several lots of non-hazardous products that were
compounded during this timeframe in the negative pressure cleanroom for potency testing to confirm no trace
hazardous drug exists within the non-hazardous products (Attachment 3 - Dyna Labs Reports),

The Cleaning of ISO 5 Enclosures procedure (Attachment 4 - Cleaning, Disinfection, Operation and Maintenance
of ISO 5 Enclosures) was updated and effective on 16 September 2016 to include the use and documentation of
use of the chemical deactivating cleaning agent to clean the compounding hood in-between lots of different
products.

Furthermore, each class of product shall be compounded in their respective areas going fonruard. All non-
hazardous medications shall be compounded in the positive pressure cleanroom, chemotherapy medications
shall be compounded in the negative pressure chemotherapy cleanroom, and hazardous medications shall be
compounded in the negative pressure hazardous compounding cleanroom. Under no circumstance will any of
these products be produced in another cleanroom with a different class of products.
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The environmental monitoring program now has oversight by the senior Director of Quality Assurance. The
affected cleanroom has since undergone planned renovation activities as well as a complete post construction
clean and decontamination with Vaporized Hydrogen Peroxide by a third party company.

Completion of Ohseruation 2
The lots prepared between June 20, 2016 and.July 15,2016 in the positive cleanroom that were pulled from the
shelves internally and sent for testing with a third party laboratory have been completed and indicate no suspect
sterility or endotoxin results.

Bioquell, a.third party decontamination company, was on site October 26,27 and 2g to fog the cleanrooms withvaporized hydrogen peroxide. The validated metnoO provided by Bioqueit has been shovin t;p.ril;;'i;;""'
reduction in microorganisms within the cleanroom space. Biological indicators shall be us*d to confirm theefficacy of the fogging process and will be available for confirmaition from the reguired iniuOation period along
with a summary report expected on November 06, 2016. - -'-" --

Breach cleaning of the areas began Octob er 24,2016 co-nsisting of full cleaning ceiling, walls, equipment,
surfaces, and floors and was completed in all rooms on october-31,2016.

Validation of the Lighthouse continuous monitoring system for pressure, temperature, humidity, viable and non-viable air samples has begun with an expected cohpletion date of Novembei 04. The continuous monitoring
system shall begin routine monitoring on November 07. The continuous monitoring system witt capturecompounding conditions inside the cleanroom space as well as inside the biologicJl rli"iv 

""oin"ts 
and laminarflow hoods.

Environmental Monitoring Performance Qualification began october 28 and will continue through November 17 tovalidate the fitness of the cleanrooms. This monitoring ihall include viable air rr.piur, non--ri"ut" air samples,and contact plate samples during static and dynamic conditions.

Routine environmental monitoring shall commence following the environmental monitoring performance
qualification on November 21 . Routine environmental moniloring includes contacr ptaier i']ring dynamicconditions and cleanroom viable air samples and contact plates-during static condiiions.

Obseryation 3:

Surtace sampling rb done after cleaning.

Response to Obseruation 3:

Routine environmental monitoring was performed during_the day after compounding activities prior to the eveningclean; however, the surfaces of the tables, carts, and tsb s taminar flow hoods *"[ *ip"a p.lr procedure afterthe completion of compounding for the day. Environmentrl ,".ii"ii.g surface sampling was originally designedto evaluate the cleanliness of the room and not designed to aeterminJthe conditions during compounding.

on 16 september 2016, the new Environmental Monitoring procedure became effective (Attachment g -Environmental Monitoring of the. cleanroom) that evaluatei ttre ctJintiness of the room on a routine basis as wellas capturing the dynamic conditions of the surfaces and personnet ouiing ea"n 
"orpornJing 

iot. Training for alltechnicians performing the environmental monitoring wal .orfi"iuJ on 16 septembe r 2016.
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be repeated as the glassware is now stored in a classified ISO 8 cleanroom space as indicated in the procedure
(Attachment 2 - Sterilized Glassware Hold Study).

Obseruation 6:

The gtoves and masks are not tabeted for use with hazardous drugs,

Response to Observation 6:
Wells Pharmacy Network takes seriously the health and wellbeing of the compounding technicians. Upon
discovery of the observation above, Wells Pharmacy Network immediately contacted multiple cleanroom suppliers
to order the appropriate gloves and masks. After discussing with multiple vendors, there are no masks on the
market that are labeled for chemotherapy use, Wells Pharmacy Network chose the most aggressive sterile mask
on the market to provide the most protection against hazardous drugs. The glove and mask descriptions are as
follows:

Gloves: Medline Nitrile Sierile Exam Gloves
Masks: Sterile pouch style facemask, head loop, gamma irradiated, low linting, latex free

The specification sheets for each are attached (Attachment '18).

Completion of Observation 6
Corrective actions completed in full at time the September 20,2016 response was submitted.

Observation 7:

Documentation of training in safe handling of hazardous drugs was nat provided,

Response to Obseruation 7:

Although hazardous drug handling training is provided to each pharmacy technician upon hire through on the job
training as well as reading of the procedure, documentation of such training has not occurred, As a result, a more
robust training program for handling of hazardous drugs was developed and implemented on 23 September 2016
(Attachment 11 - Handling of Cytotoxic or Hazardous Compounds). Formal refresher training was provided for all
staff handling the hazardous drugs on 22 September 2016 and 23 September 2016 and documented (Attachment
'12 - Training on Handling of Cytotoxic or Hazardous Compounds).

Completion of Observation 7
Corrective actions completed in full at time the September 20,2016 response was submitted.

Observation 8:

Hands are washed in the unclassified area, then sterile shoe covers are donned over the boofies worn in
the unclassified space, masks are donned (technician placed the sfraps over ears and under the bouffant
and instructed the inspector in the same method which required touching hair and skin with the cleansed
hands). Hands are not rewashed, hand sanitizer is applied prior to gloving.

Response fo Observaflon B:

The normal process for gowning in the hazardous and positive cleanroom is to don the mask and first pair of
sterile booties, wash hands in the sink located in the classified area and enter the ISO 7 ante room for donning
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Procedure DateTechnicianffi
Harmony
SanFillipo

Donna
Mast

Paul
Mast

Daniel
Lakatos

Anthony
Campbell,
RPh

Michael
Farfaglia,
RPh

Gowninq Validation 815t16 8t5t16 815t16 8t5t16 819t16 8t5t16
Cleaning and Disinfection of
Classified Areas

8t5t16 8t5t16 815116 8t5t16 8/9/1 6 8t5116

Filter Integrity Testinq 7t18t16 7118t16 7118t16 7t18t16 7t6t16
iood Documentation Practices 7t18116 7t1816 7t18116 7t18t16 7t18t16

Gowning Procedure and
Requirements for entry into
Classified Areas

7t18t16 7t18t16 7t18t16 7t18t16 7t5t16

F in gertip Jvlo n it,o rin g 8130t16 3121116 8t30t16 4119116 1t29t16 8123t16
lese rratntngs were pertormed on g/S/16; however, the training form been misplaced. Aisplaced.

retraining of the procedures was performed and documenteo on Slzolt o.

Didactic trallng for Michael F3rfgOlia was completed in June 2016. Didactic training for all sterite technicians wascompleted 27 septembe r 2016. Didactic training for Anthony Campbelt will be .orpfttuo ov oz octooer zot o.

Completion of Observation g
Didactic training is current with all sterile technicians and sterile pharmacists as of october 03, 2016. A procedure
is currently in the revision process to include didactictraining r"drii"r"nts and ensure all didactic training isperformed annually (Attachment 3: sterile Compounding Pe-rsonnel eualification - Draft with an expectedimplementation date of November 04, 2016).

Observation 10:

liryt yigyal inspection check of the product is conducted by technicians instead of the pharmacist64816-27.1001 FAC.

Response to Obseruation 10:

Visual inspection is currently performed informally during the labeling of vials by the sterile compoundingtechnicians- The formalvisualinspection is perform.ed by the ouaritv controt 6;;r;;i;;riigntoo* with a btackand white background. 100o/o of the vials are visually lnspecteJ. orice completed, the pharmacist signing off onthe batch views vials at random to confirm the visuaiinsp".ilon. tody. visuatinspection is performed by apharmacist once the vials are dispensed from inventory bno ororghito the second ph;ilil;i verification stationprior to shipment. At this checkpoint, pharmacists. veriiy tn" proJici,lrbel, crimp/sear, ,s *"ria" visuallyinspecting the vials against a fluorescent light backgrouno roi prrti.ulut"t or visual defects.

wells Pharmacy Network has updated the process to include a pharmacist 100% visual inspection of all sterileproducts immediately after compounding and prior to oeing rabeieJ. ihis visual inspection is performed against ablack and white backgro^u1! in the lightbtx. The.procedurE *a. upori"o with the tinat versiori'expected to beeffective on 07 october 2016 (Attachment 21 - visuat tnspe"iiln F.?rurl.

WO
vtsual lnspection procedure has been finalized and all pharmacists have been trained. The procedure shall beimplemented as the sterite compounding resumes within the ficiriiy lnttacnment +y.
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A generic pamphlet was developed to send to patients with each sterile hazardous product. Circulation of this
pamphlet began on 30 September 2A16.

Comptetion of Observation 12
Wells Pharmacy Network ceased sterile compounding activities on September 14,2A16. A Generic Pamphlet for
Sterile Medication handling, storage, and disposal (Attachment 5) has been created however has not been
circulated as sterile compounding has not occurred. When sterile compounding resumes, the pamphlet will be
included with all sterile compounded drug shipments.

All renovation activities within the Wells Pharmacy Network facility are finalized as of October 24,2016. All other
corrective actions listed in our response letter dated September 20,2A16 have been completed in its entirety and
successfully tested. Wells Pharmacy Network is providing the Florida Department of Health 72 hours notice of its
plans to resume sterile compounding with the intent to dispense with this letter. Please do not hesitate to
contact me should you have any questions.

Sincerely,
DIgt.lly 5i9ned by

Melissa Stefko ffif.fio,,,o,
Melissa Stefko
Senior Director of Quality Assurance

I
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AGREED BOARD ORDER #L- I 5-037

RE: IN THE MATTER OF
WELLS P}IARMACY NET\YORK LLC
(PITARMACY LrCEN SE #28293)

BEFORE THE TEXAS STATE
B0ARD OF PHARIVIACY

On this day came on to be considered by the Texas State Board of Pharmacy (Board) the

matter of pharmacy license numbor 28293 issued to Wells Pharmacy Nefwork LLC

(Responden|, 1210 Southwest 33'd Avenue, Ocala, Florida 34474.

By letler dated May 5, 2016, the Board gave preliminary notice to Respondent of its

intent to take discip[inary action. This action was taken as a result of an investigation which

produced evidence indicating that Respondent may have violated:

Sections 565.002(a)(3) and (13); and 565.002(c) of the Texas Pharmacy Board
Rules, 22 Tex. AouiN. Cooe (2013), as alleged in the Count belorv,

The conduct described in the Arizona State Board of Pharmacy Consent Agreement is
substantially similar to conduct described in:

Section 565.002(a)(3) of the Texas Pharmacy Act, Tex. Occ. Cope ArN. Title 3,

Subtitle J (2013); and

Sections 291,t33(dXl2XCXv); 291.133(dxl3);29r.133(d)(1a);and 291.133(e) of
the Texas Pharmacy Board Rules ,22Tax. Aoutw. Coor (2014).

cqui.lT

On or about June 9, 2015, the Arizona State Board of Pharmacy entered a Consent
Agreement against the Arizona pharmacy permit number Y005709 held by Wells Pharmacy
Netrvork, The Order was based on findings of fact regarding inspections by the United States
Food and Drug Administration (FDA) conducted at the pharmacy's licensed location in Ocala,
Florida, between February 2L , 2014, and March 7 , 2014. During the inspections, FDA identified
violations of law conceming the pharmacy's steriie compounding operation. In addition, a

cornpliance inspeclion by the fuizona State Board of Pharmacy on October 7 and 8, 2014,
identified violations related to maintaining propff records of quality assurance of compounded
preparations. The Agreement imposed a one year probatiorl $9,000 civil penalty and an

unarmounced random inspection by the Board rvithin one year of the entry of the agreement.

By letter dated May 5,2016, Respondent rvas notified that the matters previously set oul

in this Order could be disposed of without the scheduling of an informal conference or a formal

administrative hearing. By signing this Order, Colleen Stacy Shapiro, Board Member of Wells

Pharmacy Network, LLC, on behalf of Respondent; and Michael R. Sharp, Legal Counsel for



Agreed Board Order #L-. 5-037
LLCIl/ells Pharmaq

Page 3

And it is so ORDERED.

THIS ORDER IS A PUB RECORD.

SIGNED AND ON THIS November

MEMBER, S STATE RD OF PHARMACY

ATTEST:

Gay Dodson, R.pfi., ve Director, retary
Texas State Board of

APPROVED AS TOFO AND AGREED TO:

(*.*
Colleen Stacy Shapiro, Member, Wells Pharmacy Network, LLC
For and on behalf of Wel Pharmacy Netrvork LLC

Mich/el R. Shaip, Legal I for Wells Pharmacy Nehvork, LLC
Law Firm of Sharp &

1sE day of 2016

4705 Spicewood Springs
Austin, Texas78759

APPROVED AS TO FO

Kehsil6 Arnold,

Suite 100

Texas State Board of

SlAttomeys\.PNls 0l l6 - l2l6\Wells Netvzork LLC\C.sc Prep\Wclls Phermacy Network LLC_MOAB0_656462_amcnrled.docr


