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STATE OF VISCONSIN
BEFORE THE PHARMACY EXAMINING BOARD

IN THE MATTER OF THE LICENSE(S) OF

UW HEALTH PIIARMACY SERVICES,
UNIVERSITY HOSPITAL AND CLINIC,
NICHOLAS F. ZETES, R.PH.,
STEVEN S. ROUGH, R.PH.,

LICENSEE(S).

:   FINAL DECISION AND ORI)ER
:   FORREMEDIAL EDUCATION
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Division of I,egal Services and Compliance Case No. 16 PHM 019

The parties to this action for the purposes of wis. Stat. § 227.53 are:

UW Health Pharmacy Services
600 Highland Avenue
Room 1338
Mail Code C-150
Madison, WI 53792

University Hospital and Chic
600 Higrand Avenue
F6/133
Madison, WI 53792

Nicholas F. Zetes, Rph.
1706 Heim Avenue
Madison, WI 53705

Steven S . Rough. R.Ph.
6 Hawk Feather Circle
Madison, WI 53717

Wisconsin Phamacy Examining B oard
P.O. Box 8366
Madison, WI  53708-8366

Division ctf Legal Services and Compliance
Department of Safety and Professional Services
P.O. Box 7190
Madison, WI  53707-7190



The parties in this matter agree to the tens and conditions of the attached Stipulation as
the final disposition Of this matter, subject to the approval of the Phamacy Exaniining Board
@oard).  The Board has reviewed this Stipulation and cofisiders it acceptable.

Accordingly,  the  Board  in  this  matter  adopts  the  attached  Stipulation  and  makes  the
following Findings of Fact, Conclusions of Law, and Order.

FINDINGS OF FACT

1.          Liceusee`UW Health phamacy services, is licensed in the state of wisconsin as a
pharmacy, having license number 874042, first issued on April 26, 2007, and current through
May 31, 2020. Liceusee' s most recent address on file with the Wisconsin Department of Safety
and Professional Services a)epartment) is 600 Highland Avenue, Room 133 8, Mall Code C-150,
Madison, Wisconsin 53792.

2.          Licensee university Hospital and clinic, is licensed in the state of wisconsin as a
phamaey, having license number 5940-42, first issued on June 8, 1978, and culfent through May
31, 2020. Liceusee's most recent address on file with the Department is 600 Highland Avenue,
F6/133, Madison, Wisconsin 53792.

3.          Licensee Nicholas F. Zetes, R.Ph., (DOE November 19,1978) is licensed in the
state of Wisconsin to practice pharmacy, having license number 15975-40, first issued on July 6,
2010,  and  current  through  May  31,  2020.  Licensee's  most  recent  address  on  file  with  the
Department is 1706 Helm Avenue, Madison, Wisconsin 53705 .

4.          Licensee steven s. Rough, R.Ph., (DOB December l 3,1967) is licensed in the state
of wisconsin to practice phamaey, having license number 1190740, fist issued on January 12,
1993,  and  current  through  May  31,  2020.  Licensee's  most  recent  address  on  file  with  the
Department is 6 Hawk Feather Circle, Madison, Wisconsin 53717.

5.          At all times relevant to this proceeding. Licensees zetes and Rough were engaged
in the practice of pharmacy in Madison, Wisconsin.

6.          Mercaptopulne is a chemotherapy drug, used to treat aoute lymphoblastic leukemia
aspartofacombinationregimen.

7.          Between  1953  and April  28, 2014, mercaptopurine was  commercially  available
only as a 50 mg tablet. Hospital pharlnacies commonly compounded the tablet into a suapeusion,
in order to provide the dose adjustments necessary to treat children, since splitting tablets could
not achieve the necessary dosage accuracy.

8.          On Api.il 28, 2014, the united states Food and Drug Administration approved a 20
mg/mLoralsuspeusionofmercaptopurinecalledPurixanTM.

9,          A suspension ofmercaptopurine allows more flexibility in adjusting doses than was
true of tablets. Further, the commercially produced suspension is more likely to provide consistent
doses of mel.captopurine than ad hoc compounded formulations.



10.        Despite the com]nercial availability ofa suspension ofmercaptopurine, Licensee(s)
continuedtocompoundmercaptopunineataconcentrationof5mg/inLuntilthelaterpartof2016.

11.        Upon being notified of this action by the Department, Licensee(s) discondnued the
compoundingofmercaptopurine.

12.        Compounding mercaptoprrine in a different conr,entration than the commercially
availablemercaptopurinesuspensionisnotclinicallynecessaryasPurixan"isreadilyreducedto
one-quarter dose, i.e., a 5 mg/inL suspension. Avoiding simple closing volume changes does not
constitute a medical or clinical necessity.

13.        Mercaptopurine  in a  5  mg/inL  suspension is  essentially  a copy of PurixanTM,  a
commercially available medicati on.

14.        This order does not constitute the imposition of discipline by the Board.

CONCLUSIONS OF LAW

I.          The wisconsin pharmacy. Examining Board has jurisdiction to act in this matter
pursunt to Wis, Stat. § 450.10 and is authorized to enter into the attached Stipulation pursuant to
Wis. stat. § 227.44(S.

ORDER

1.          The attached stipulation is accepted.

2.          Within one hundred twenty (120) days of the date of this order, all staff pharmacists
practicing in the phanacy Licensees' compounding facilities shall, at pharmacy, Liceusees' own
expense,  take  and  successfinly  complete  the  one  (1)  hour  education  course  provided  by  the
AmericanCollegeofApothecariesentitled,"503A/503B,USP/CGMP,BOpffDA...ExanplesOf
Government Enforcement and What Not to Do."

a.   Phalmaey Licensees shall submit proof of successful completion of the education
in the  form  of ve`rification  from the institution providing the  education to  the
Department Monitor at the address stated below.

b.   None  of the education completed |]ursuant to this requirement may be  used to
satisfy any continuing education requirements that have been or may be instituted
by the Board or Deparinent.

3.          Proof of successful course completion by the staff pharmacists shall be sent by the
Licensees to the Department Monitor at the address below:

Department Monitor
Division of Legal Services and Compliance

Department of Safety and Professional Services
P.O. Box 7190, Madison, WI 53707-7190



Telephone (608) 267-3817; Fax (608) 266-2264
BLS_P_SMonitoring@,wisconsin.gov

You may also submit this irformation online via DSPS' Monitoring Case Management System,
here:

https://a_Dp.wi.gowl)SPSMonitorine

4.          This order is effective on the date of its signing.

WIS CONSIN PHARMACY EXANINING BOARD

by:
A Member of the Board
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STATE OF WISCONSIN
BEFORE THE PHARMACY EXAMINING BOARD

IN THE MATTER OF LICENSE(S) OF

UW IHALTH PHARMACY SERVICES,
UNIVERSITY HOSPITAlj AND CLINIC,
NICHOLAS F. ZETES, R.PH.,
STEVEN S. ROUGH, R.PH.,

LICENSEE(S).

STIPULATION
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Division of Legal Seivices and Compliance Case No.  16 PHM 019

Licensee UW Health Pharmacy Services, hicense number 8740-42, and the Division of Legal
Services and Compliance, Department of Safety and Professional Services stipulate as follows:

1.          This stipulation is entered into as a result of a pending investigation by the
Division of Legal Services and Compliance.  Licensee consents to the resolution of this
investigation by Stipulati on.

2.          Licensee understands that by signing this stipulation, Licensee voluntarily and
knowingly waives the following rights:

•     the right to a hearing on the allegations against Licensee> at which time the State has the
burden of proving those allegations by a preponderance of the evidence;

•     the right to confront and cross-examine the witnesses against Licensee;
•    the right to call witnesses on Licensee's behalf and to compel their attendance by

subpoena;
•    the richt to testify on Liceusee's own behalf;
•    the right to file objections to any proposed decision and to present briefs or oral

arguments to the officials who are to render the final decision;
•    the right to petition for rehearing; and.
•     all other applicable rights afforded to Licensee under the United States Constitution, the

Wisconsin Constitution, the Wisconsin Statutes, tlie Wisconsin Administrative Code, and
other provisions of state or federal law,

3.          Licensee is aware of Liceusee's right to seek legal representation and has been
provided an opportunity to obtain legal counsel before signing this Stipulation.  Licensee is
represented by Joe Hanes.

4.          Licensee agrees to the adoption of the attached Final Decision and order by the
Wisconsin Phamaey Examining Board @oard).  The parties to the Stipulation consent to the
entry of the attached Final Decision and Order without further notice, pleading, appearance or



coasentoftheprrties.Liceuseewalvesallri8histoanyappealOftheBoard'sorder,ifadoptedin
the fro as are.cl]ed.

5.         Ifdstrms of this stipulationareno[ accquble [o thBcard, the parties shall not
beboundbythecontentsof[hisStipulgrion,andthematterchallthenberedumedtotheDivision
ofLegalServicesandCompfianceforfurtherproceedings.htheeventthattheStipulationis
notacoaprfubytheBoald,thepariiesagreejsottocontendthattheBoardhasbeenprejudieedor
biasedinanymanerbytheconsiderationOfthisatfa:ptedresolution.

6.          The parties to this stipulation agreethalthe attrmey or otheragent forthe
DivisionofLegalSeavicesalColxplianceandanymenberOftheBoardeverassignedasan
advisorindisinvestigedonmayappcarbeforetheBoardinopenorclosedsession,withoutthe
preenceofLiceuseeorLicensee'sattomey,forpurposesofspeakinginsappchOfthis
agreementandasweingquesti6rsthalanymemberOftheBoardmzyhaveincctnnectionwith
deEberations on the Stipulation.  Addifrondly, any such advisor may vote on whetha the Board
shouldacoaptthisStipulafionandissuptheattachedFindDecistonandOrder.

7.         Liceuseeis irfemed the chould theBoard adepthis stipulalon, the Board's
FindDecisionandOrderisapuuncreeordandwillbepubLichedinaacordaneewithstandard
Dqudrentprocedure.

8.         The Division of Legal services and conpriancejoins hicensee in recommending
theBoardadoptthisSdpulationandissuetheattachedFinalDeeisionandorder.

Rqusentative
600 Higbland Avenue
Room 1338, Mailcnde C-150
Medisonb WI  53792
Liceuse no. 874042

P.O. Box 7190
Madison, VI 53707-7190
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