BEFORE THE
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

In the Matter of the Accusation Against:
Case No. 5534
SIERRA COMPOUNDING PHARMACY
ROBERT HILBERT SEIWERT, OWNER OAH No. 2016061130
1101 Maidu Drive #200
Auburn, CA 95603 STIPULATED SETTLEMENT
AND DISCIPLINARY ORDER
Pharmacy Permit No. PHY 49228 FOR PUBLIC REPROVAL

Respondents.

DECISION AND ORDER
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 become effective at 5:00 p.m. on June 29, 2017.

It is so ORDERED on May 30, 2017.

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

By

Amy Gutierrez, Pharm.D.
Board President
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XAVIER BECERRA
Attorney General of California
JANICE K. LACEMAN
Supervising Deputy Attorney General
ANAHITA S. CRAWFORD
Deputy Attorney General
State Bar No. 209545

1300 I Street, Suite 125

P.O. Box 944255 ,

Sacramento, CA 94244-2550
Telephone: (916) 322-8311
Facsimile: (916) 327-8643
Attorneys for Complainant

BEFORE THE
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

In the Matter of the Accusation Against: Case No. 5534

SIERRA COMPOUNDING PHARMACY OAH No. 2016061130
ROBERT HILBERT SEIWERT, OWNER
1101 Maidu Drive, #200

Auburn, CA 95603 STIPULATED SETTLEMENT AND

DISCIPLINARY ORDER FOR PUBLIC
RE
Pharmacy Permit No. PHY 49228 FROVAL

[Bus. & Prof. Code § 495]
Respondents

IT IS HEREBY STIPULATED AND AGREED by and between the parties to the above-

entitled proceedings that the following matters are true:
PARTIES

1. Virginia Herold (Complainant) is the Executive Officer of the Board of Pharmacy
(Board). She brought this action solely in her official capacity and is represented in this matter by
Xavier Becerra, Attorney Genergtl of the State of California, by Anahita S. Crawford, Deputy
Attorney General.

2. Rcspondent Sierra Compounding Pharmacy; Robert Hilbert Seiwert, Owner,

(Respondent) is represented in this proceeding by attoriey Jeffrey B. Setness, whose address is:
601 South Tenth Street, Suite 204, Las Vegas, Nevada 8§9101.
/!
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JURISDICTION

3. On or about December 29, 2008, the Board issued Pharmacy Permit No. PHY 49228
to Sierra Compounding Pharmacy; Robert Hilbert Seiwert, Owner, (Respondent). The Pharmacy
Permit was in full force and effect at all times relevant to the charges brought in Accusation No.
5534 and will expire on December 1, 2017, unless renewed.

4.  Accusation No. 5534 was filed before the Board of Pharmacy (Board), Department of
Consumer Affairs énd is currently pending against Respondent. The Accusation and all other
statutorily required documents were properly served on Respondent on May 24, 2016.
Respondent tir’ﬁe]y filed its Notice of Defense contesting the Accusation. A copy of Accusation
No. 5534 is attached as exhibit A and incorporated herein by reference.

ADVISEMENT AND WAIVERS

5. Respondent has caréfully read, fully discussed with counsel, and understands the
charges and allegations in Accusation No. 5534. Respondent has also carefully read, fully
dis’cussed with counsel, and understands the effects of this Stipulated Settlement and Disciplinary
Otrder for Public Reproval.

6.  Respondent is fully aware of its legal rights in this matter, including the right to a
hearing on the charges and allegations in the Accusation; the right to be represénted by éounsel at
its own expense; the right to confront and cross—e_).(amine the witnesses against him; the right to
present evidence and to testify on its own behalf; the right to the issuance of subpoenas to compel
the attendance of witne;s,ses and the production of documents; the right to reconsideration and
coutt review of an adverse decision; and all other tights accorded by the California
Administrative Procedure Act and other applicable laws. |

7. Respondent voluntarily, knowingly, and intelligently waives and gives up each and
every right set forth above.

CULPABILITY

8. Respondent understands and agrees that the charges and allegations in Accusation

No. 5534, if proven at a hearing, constitute cause for imposing discipline upon its Pharmacy

Permit.
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9.  For the purpose of resolving the Accusation without the expense and uncertainty of
further proceedings, Respondent agrees that, at a hearing, Complainant could establish a factual
basis for the charges in the Accusation, and that Respondent hereby gives up its right to contest

those charges.

10. Respondent agrees that its Pharmacy Permit is subject to discipline and it agrees to be

bound by the Disciplinary Order below.

CONTINGENCY

11. This stipulation shall be subject to approval by the Board of Pharmacy. Respondent
understands and agrees that counsel for Complainant and the staff of the Board of Pharmacy may
communicate directly with the Board regarding this stipulation and scttlement, without notice to
or participation by Respondent or its counsel. By signing the stipulation,.Respondent understands
and agrees that it may not withdraw its agreement or seek to rescind the stipulation priof to the
time the Board considers and acts upon it. If the Board fails to adopt this stipulation as its
Decision and Order, the Stipulated Settlement and Disciplinary Order for Public Reproval shall
be of no force or effect, except for this paragraph, it shall be inadmissible in any legal action
between the parties, and the Board shall not be disqualified from further action by having
considered this matter.

12.  The parties understand and agree that Portable Document Format (PDF) and facsimile
copies of this Stipulated Settlement and Disciplinary Order for Public Reproval, including
Portable Document Format (PDF) and facsimile signatures thereto, shall have the same force and
effect as the originals.

13. This Stipulated Settlement and Disciplinary Order on1' Public Reproval is intended by
the parties to be an integrated writing represenﬁng the complete, final, and exclusive embodiment
of their agreement. It supersedes any and all prior or contemporaneous agreements,
understandings, discussions, negotiations, and commitments (written or oral). This Stipulated
Settlement and Disciplinary Order for Public Reproval may not be altered, amended, modified,

supplemented, or otherwise changed except by a writing executed by an authorized representative

of each of the parties.

3

STIP SETTLEMENT & DISC ORDER FOR PUBLIC REPROVAL (5534)




14. In consideration ofthe foregoing admissions and stipulations, the parties agree that

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

Disciplinary Order:

DISCIPLINARY ORDER

IT IS HEREBY ORDERED that Phafmacy Permit No. PHY 49228 issued to Respondent
Sierra Compounding Pharmacy; Robert Hilbert Seiwert, Owner (Respondent) shall be publicly

reproved by the Board of Pharmacy under Business and Professions Code section 495 in

resolution of Accusation No. 5534, attached as exhibit A.

Cost Recovery. Respondent shall pay $12,717.50 to the Board for its costs associated with
the investigation and enforcement of this matter, Respondeﬁt shall be permitted to pay these
costs in a payment plan approv&-:d by the B_oard. If Respondent fails to pay the Board costs as
ordered, Respbndent shall not be allowed to renew its Pharmacy Permit until Respondent pays
gosts in full.

I have carefully read the above Stipulated Settlement and Disciplinary Order for Public

‘Reproval and have fully discussed it with my attorney, Jeffrey B. Setness. Iunderstand the

stipulation and the effect it will have on'my Pharmacy Permit. T enter into this Stipulated
Settlement and Dis éip]iﬂary Order for Public Reproval voluntarily, knowingly, and mtelligently,

and agree to be bound by the Decision and Order of the Board of Pharmacy.

DATED: 1,[///1%/,2()/ 7

STERRA COMPOUNDING PLARMACY; ROBERT

HILBERT SEIWERT, OWNER
Respondent
i
I
I
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I have read and fully discussed with Respondent Sierra Compounding Pharmacy; Robert

Hilbert Seiwert, Owner, the terms and conditions and other matters contained in the above

Stipulated Settlement and Disciplinary Order for Public Reproval. I approve its form and content.

DATED: %ﬂ/& /fZ'V7 /Mkﬂ

JEFF . SETNESS
Attoryey for Kespondent

ENDORSEMENT

The foregoing Stipulated Settlement and Disciplinary Oxder for Public Reproval is hereby

respectfully submitted for consideration by the Board of Pharmacy of the Department of

Consumer Affairs.

Dated: 4

SA2015104447
12562327.doc

L2517

Respectfully submitted,

X AVIER BECERRA

Attorney General of California
JANICE K. LACHMAN

Supervmng Deputy Attoyix 1}y General

Am{%( '

Dcputy ney General
Attorneys for Complainant
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Exhibit A

Accusation No. 5534



KAMALAD. HARRIS :
Attorney General of California
JANICE K. LACHMAN
Supervising Deputy Attorney General
ANAHITA S. CRAWFORD
Deputy Attorney General
State Bar No. 209545
1300 I Street, Suite 125
P.O. Box 944255
Sacramento, CA. 94244-2550
Telephone: (916) 322-8311
. Facsimile: (916) 327-3643
Attorneys for Complainant

BEFORE THE -
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS -
-~ STATE OF CALIFORNIA _

In the Matter of the Accusation Against: Case No. 5534

STERRA COMPOUNDING PHARMACY
ROBERT HILBERT SEIWERT, OWNER

ANGALINE MARIE WUSSTIG, PIC ACCUSATION
1101 Maidu Drive, #200

Avuburn, CA 95603

Pharmacy Permit No. PHY 49228

'ANGAL]NE MARIE WUSSTIG
3813 Rogue River Circle
West Sacramento, CA 95691

Pharmacist License No, RPH 69944,

and

KRISTEN R, GORSKI
12188 Colfax Highway
Grass Valley, CA 95945

Pharmacist License No. RPH 67057

NN -Réspondenté.‘------ EE R T P

Complainant alleges: )
| ARTIES

Al. Virginia Herold (“Complamant”) brmgs this Accusatmn solely in her ofﬁcml capaclty

as the Executive Officer of the Board of Pharmaoy (¢ ‘Board”), Department of Consumer Affairs.
1 .
(SIBRRA COMPOUNDING PHARMACY) ACCUSATION |




2. Onor about December 29, 2008, the Board issued Phamaaoy Pern:nt Number PHY
49228 to Robert Hilbert Seiwert (“Respondent”), owner of Sierra Compoundmg Pharmacy. The
phaxmacy permlt was in full force and effect at all times relevant to the charges brought herein
and will expire on December 1, 2016 unless renewed. |
3. Onor about October 3, 2013 the Board issued Pharmac1st L1cense Number RPH
| 69944 to Angaline Marie Wusstig (“ReSpondent Wusstlg”) The pharmacist license was in full
force and effect at all tlmes relevant to the charges brought herein and will expire on July 31,
2017 unless renewed . .‘
" 4. Onor about April 19, 2012, the Board 1ssued Pharmaclst License Number RPH
67057 to Kristen R. Gorski (“Respondcnt Gorskl”) The phannamst license was in full force and
effect at'all times relevant 1o the _oharges brought herein and will expire on September 30, 2017,
unless renewed. _
- JURISDICTION |
.5. This Accusation is brought before the Board under the authority of the followmg
laws. All section references a1e 10 the Business and Profes s1ons Code (*Code”) unless otherwise |
indicated. A . '
_ 6. Code section 4300.1 states: |
~ The exp1rat1on., oance]latlon, forfeiture, or suspension of a board-issued license by.’
operation of law or by order or decision of the board or a court of law, the placement -
of a license on a retited status, or the voluntary surrender of a license by a licensee
shall not deprive the board of, Jur1sd1cuon to commence or proceed with any
investigation of, or action or disciplinary proceeding against, the 11oensee or to render
a decision suspendmg or revoking the license.
’7'. Section 4011 of the Code prowdes that the Board shail admmjster and eniforce both
the Pharmacy LaW [Bus & Prof Code, § 4000 et seq] and the Uniform Contlolled Substances

8.  Code section 4300 states, in pertinent part:

(2) Bvery license issued may be suspended or revoked.

-+ «(b) The board shall discipline the holder of any 11cense issued by the board, whose
default has been entered or whose case has been heard by the board and found
g‘uﬂty, by any of the following methods: .

f 2 )
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Act [Hoalth & Safety Code, § 11000 et seq.]. - . o




" (1) Suspending judgment. = -
(2) Placing him or her upon probation,

~ (3) Suspendmg his or her right to practice for a penod not exceedlng one year.

(4) Revolcmg his or her license.

(5) Takmg any other action in relation to disciplining him or her as the board in its
discretion may deem proper .

. STATUTORY PROVISIONS

Business and Professions Code (Disciplinary Provisions)
9. Code section 4301 states, in pertinent part:

The board shall take action agamst any holder of a license who is guilty of -

unprofessional conduct . Unprofessmnal conduct shall include, but i is not limited _
to, any of the followmg

(j) The violation of any of the statutes of this state of any other state, or of the United
States regulating controlled substances and dangerous drugs.

(o) Violating or attemptmg to violate, dlrecily or indirectly, or assisting 1 in or abetting
the violation of or conspiring to violate any provision or term of this chapter or of the
applicable federal and state laws and regulations goveming pharmacy, including

1egulat1ons estabhshed by the board or by any other state or federal regulatory
agency .

- 10.  Code section 4306.5 states, in pertinent part:

Unprofessional conduct for a pharmacist méy include any of the following:

(b) Acts or omissions that involve, in Whole or in part, the failure to exercise or
iroplement his or her best professional judgment of corresponding responsibility with
regard to the dispensing.or furnishing of controlled substances, dangelous drugs, or
dangerous dev1ces, or with 1ega1d to the prov151on of services.

" appr I;ln‘w.tc patient, prescnp‘aon, and other records pertamnfg to the performance of
any pharmacy function .

11. Additionally, Code section 4113, subdivision (c), states that “[t]he pharmaclst-1n~

charge shall be responsible for a pharmacy 8 comphance with all state and_federal laws and

.Iegulations pertaining to the practice of pharmacy.”

3
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12. Section 4013(a) of the Code states:

Any facility licensed by the board shall join the board’s e- mail nouﬁcatlon list within
60 days of obtaining a hcensc or at the hme of hcense renewal,

13 Section 4169 of the Code states:

(a)AA person or entity shall not do any of the following:

(3) Purchase, trade, sell, or transfer dangerous drugs that the person knew or

reasonably should have known were misbranded, as defined in Sectmn 111335 of
the Health and Safety Codo

State and Federal Drug Codes ngsbran'_ded Drﬁgs)

14. Health and Safety Code section 111335 states that “la]ny diug or dt;vioe is

misbranded if its labeling or packaging does not conform to the requirements of Chapter 4

,(commencmg with, Section 110290).”
15.

Health and Safety Code section 111400 prowdes 1hat a drug is Imsbranded if it is

dangerous to “health when used in the dosage, or with the ﬁequency or duration prescribed, -

recommended, of,suggested in its labeliﬁg.”

16. ‘Title 21, United States Code, section 352 states, in pertinent part:

A'Drp.g or device shall be deemed to be thisbranded --

(f) Directjons for use and warnings on label

Unless its labeling bears (1) adequate directions for use; and (2) such adequate
warnings against use in those patholo gical conditions or by.children where its use
may be dangerous to health, or against unsafe dosage or methods or duration of -
_administration or apphcat1on, in such manner and form, as are necessary for the
protection of users, except that where any requirement of clause (1) of this paragraph,
as applied to any drug or device, is not necessary for the plotection of the public
health, the Secretary.shall promulgataregulahons exempting such drug or deviee - .
from such requirement. Required labeling for prescription devices intended for use in -
health care facilities or by a health care professional and required labeling for in vitro
diagnostic devices intended solely by electronic. means, provided that the labeling -

* complies with all applicable requirements of law, and that the manufacturer affords
such users the opportunity to request the labelmg in paper form, and after such
request, promptly provides the requested information without additional cost .

Health and

Safety Codes (Prohibition on Misbranded Drugs)

4 o :
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17.  Health and Safety Code section 111440 states that “Lt is:uﬁlawful for any ﬁefson 10

manufacture, sell, deliver hold, or offer for sale any drug or device that is misbranded ?
18. Health and Safety Code section 111450 provides that it is unlawﬁll for any person to

receive in commerce any drug or dev1oe that is Imsbranded or to dehver or proffer for dehvery
any drug or device.

REGULATORY PROVISIONS
19.  California Code of Regqlations, title 16, section 17 35, subdivision (a):
states in pertinent part: ' |

“Compounding” means any of the following agtivities occurring in a
P

licensed pharmacy, by or under the supervision-ofa licensed pharmacist, pursuaﬁt to
a prescription: :

(1) Altering the dosage form or dehvery system ofa drug
(2) Altering the strength of a dmg

3). Combmmg components or acuve mgred1ents

4) Pleparmg a drug product from chemlcals or bulk drug substances

20.  California Code of Regulations, title 16, section 1735.2 states: .

(d) A drug product shall not be corﬂpbunded until the pharmacy hais first
prepared a written master formula reco1d that includes at least the following
elements:

(1) Active ingredients to be used.

- (2) Bquipment to be used.

(3) Bxpiration daﬁng reqliifendents.

(4) Inactive ingredients 10 be used.

(5) Process and/or plocedure used to prepare the drug.

(6) Quahty reviews required at each step in pleparauon of the drug

) Post—compoundmg process or procedures 1equ1red, if any. A

5
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prokinetic agent, and is used to relieve nausea and vomiting and to increase lactation. Ttisa .

‘dangerous drug undef Business and Professions Code section 4022. ' Domperidone i not '

Food, Drug and Cosmetic Act.

- Gorski as the pharmacist-in-charge.

.paper titled, “FDA Watns Against Women Using Unapproved Drug, Domp er1done, to Increase

|- Milk-Production.”. The paper stated in pertinent part that domperidone.is. an.“unepproved.drug,”..|-. ..

™
R

(@) The pharmacist'perform‘mg or supervising compoundmg is respons1b1e

for the proper preparation, labelmg, storage, and dehv‘ery of the compounded drug
roduct ,

| COSTRECOVERY
21, Code section 125.3 provides, in pertinent part, that a Board may request the

administrative law judge to direct a licentiate found to have committed a violation or violations of

DRUG

22. “Domperidone™ is an anti-dopaminergic drug that acts as an antiemetic and a,

approved for use in humans in the Umted States by the Food and Dmg Admuustratlon Drug

pro ducts compounded using dompenodone are subject to the approval reqmrements of the fedeml

FACTUAL BACKGROUND
23. On and between October, 16, 2012 and Apr11 24, 2015 Kr1sten R. Grorslq ' ‘
(“Respondent Gorskd’ ") was the pha1mac1st—m—charge at S1crra Compoundmg Pharmacy On of

about Apnl 27, 2015, Angaline Matie Wusstlg (“Respondent Wusstxg”) replaced Respondent

24, OnJume 7, 2004, the U.S. Food and Drug Admm1strat1on (“FDA”) 1ssued a talk

and that it is not approved in the US for 4human‘ use. It also warned breast—feeding women hot to
use the product because of safety concerns, and that FDA field personnel were alerted to be on
the lookout for attempts to import dombe.ridone‘so it could be detained, The talk paper indicated
that the FDA issued six‘le‘cﬁ.ers to nharn'mcies that compound products containing’ doniperidone

and firms that supply domperidone for use in compounding. The paper- sﬁated, “[t]he letters
6 ' .
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vio late the Federal Food, Drug, and Cosmetic ‘Act (the Act)l‘because tﬂey are unapproved new
drugs and ruisbranded, Tn addition, d1str1but10n W1th1n the U.S., or importation of domperidone-
coniammg products, violates the law ” Over the next several years, the FDA continued to issue
and publish warning letters to laboratones and pharmacies that it identified wete d;stnbutmg and
‘ compounding domperidone for human Lise,_in violation of the Act. . |
25. On Mafch 18, 2011, the FIDA issued an import alert for domperidone indicating the -
agency learned domperidone was bemg 1mported asa bulk active pharmaceuilcal mgrechent for
pharmacy compoundmg, which presenled a pubhc health risk and violated the Act.

26. On March 12,2012, the FDA 1ssued a revised import alert for dompendone This

revised 1mpo1“c alert stated that “. dompendone is not appropriate for pharmacy compou_ndmg

use because th:s bulk active mgredient is not a component of an EDA approved drug, orisa’
component of a drug that was w1thd1awn or removed from the market for safety reasons.”
27. Onor about April 14, 2015, the Board of Pharmacy jssued a “subscnber alert” to
pharmacies and pharmamsts stating, “Domperldone is ot FDA-approved for any use in humans‘~ aE
in the United States. Drug products compouooe& using domperido;ne are subject to theapproval |
.reqﬁirements of the Federal Food, Drug, and Cosmetic Act.” , .
28. Respondents did not possess any FDA. approval allowing them to receive or d;lspense ‘
domper1done , ,‘ . :
" 29. Onor between Apnl 29,2014 and April 29 2013, Respondents compounded 5,191

capsules of various strengths of domperidone wh1ch were dispensed on over 50 prcscrlptlons '

{| Respondent pharmacy stated that the pharmacy compounded domperidone pursuant to

prescriptions and that 'the'drug had been purchased from PCCA.

- 30.. Tavoices from PCCA-showed that the pharmacy had. pur chased. dompeudone from...
PCCA on and between August 19, 2014 to April 29, 2015,

|/

/1

121 US.C. § 301 et seq.

7 .. .
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FIRST CAUSE FOR DISCIPLINE -

: (Failure to Exercise or Implement Best Professional Judgment

or Corresponding Responsﬂnhty)

31.. Respondent Seiwert’s pharmacy perm1t and Respondents Gorski’s and Wusstig’s
pharmacist licenses aresub3 ect.to disciplinary action for unprofessional conduct pursuant to Code
section 4301, as defined by Code section 4306.5 subdivision (h) in that Respondents faled to. -
exercise or 1mp1ement their best professmnal judgment or corresponding 1espon51b111ty by
compoundxng and dlspensmg dompendone, adrug that bad not been approved for human use by
the FDA and for which the FDA had issued a warning against its use as further set forth in
paragraphs 24-30, above and incorporated herein by reference.

| Ww

(I‘aﬂmg to Consult Appropnate Records)

32. Respondent Seiwert’s phannaoy penmt and Respondents Go1sk1 sand Wuss‘dg s
pharmacist licenses are subject to, chsclplmary action for unprofe;smnal conduct pursuant to Code |
section 4301, as defined by Code section 4306.5 subdivision (c), in that Respondents falled to
consult approprrate FDA records per“tammg to the performance of pharmacy functions when they
compounded and dispensed domperidone, a drug that had not been approved for human use by
the FDA and for which the FDA had issued warnings aguinSt its -use, 4s ﬁnther'eet forth in,
paragraphs 24—30, above a_nd inc'orporated herein by reference. '
| THIRD CAUSE FOR DISCIPLINE
(Received, Delivered and/or Sold Misbranded Drugs) ‘-

33. Respondeni Seiwert’s pharmacy pelmlt and Respondents Gorski’s and Wuss’ug §

section 4301 subdivision (j), for violating statutes regulating dangerous drugs, in that '
Respondents received, sold and/or deli'vered misbranded drugs, as defined by Health and Safety
Code sections 111335, 111400, and United States Code, title 21, section 352, subdivision (£) and |
in violation of Health and ‘Safety Code section 111440 and 111450, as further set forth in
paragraphs 24-3 0., above and incorporated hetrein by reference.

8 . ) .
(SIERRA COMPOUNDING PHARMACY) ACCUSATION

-pharmacist licenses are subjoc’r to-disciplinary-action for unprofessional conduct pursuant, fo. Code e




FOQURTH CAUSE FOR DISCIPLINE

(Commission of Prohibited Acts)

34 Respondents are subject to dlsc1p1mary ac‘tlon under Code sections 4301, subd1v181on
(0), in that Respondents violated or attempted to violate provisions of the phalmacy laws and/or
of the applicable federal and state laws and regulationé governing pharmaoy, when Respondent’s
received, compounded, delivered and/or sold domperidone wit];oﬁt FDA. approval in yiolatio'o of |-
section 4169, subdivision (a)(3), and as onore fully set forth in pafographs 24-33, above, which are|
incorporated hetein by reference. - o

' MATTERS IN AGGRAVATI.ON
35, T6 detetmine the degree of discipline to be assessed agailgst Respondents Seiwert and
Gorski if any, Complainant alleges as follows: . -

Respondent Seiwert/Siexra Compoundmg Pharmacy-

a. On or abouL June 30; 2011, the Board issued Citation and Fine No. CI 2010 46937
agamst Sierra Compoundmg Pha;rmacy for violating California Code of Reguilations (“CCR”), N
title'16, sectlon 1761, subdivision (a)/Health and Safety Code sect1on 11170 (no pharmacist shall | |
compound or dlspense any prescnp’uon Whlch contains any 31gmﬁcant error or .
omxssmn/prohlbmon of presonbmg, stc. controlled substance for self); Health and Safety Code ‘_
section 11165, subdivision (d) : (for each prescrfptioﬁ for o Sohedule II or Schedule III controfled *
substance, the dispensing pharmacy shall report to the Department of Jilétice); and section 4081,
subdivision (a)/section 4105, subdivision (5) (records of dangerous drugs kept open for
‘spection/retaining records of dangerous drugs ond dev'ices' on licensed premises; temporary
-femoval' waivers;.access to electronically maintained records) The Board ordered Respondent to|
-pay a fine of-$4, 500. by-July 30 -201.1."The cxtauon has been pa1d in full and is final....

b, Onor about March 24, 2014 the Board 1ssued Citation and Fine No. CI 2013 58024

' agamst Slerra Compoundmg Pharmacy for violating Title 21, Code of Federal Regulanons
(“CFR?), section 1304. 04, subdivisions (L)(1) and (2) (inventories and records of all contro]led ~

| substances listed in Schedules T and TT shall be mamt_ained separately from a1l other records of the

pharmacy/Sohedulos L, 1V, and FV‘ shall be maintained either separately ﬁoﬁn all other reoords of
9 o L .
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tlle pharmacy); Title 21, CFR, section 1301.75 subdivision (b) (controlled sitbstances listed in
Schedules I1, ITI, TV, and V shall be stored in a securely locked, substammlly constructed
cabinet); and CCR, title 16, section 1707.5, subdivision (d) (paucnt-centered labels for
_prescription drug containers; 1equ1rements, pharmacy shall have policies and procedm es n place
'to help patients with 11m1tecl or no English proﬁo1ency understand the information on the label).
The Board ordered Respondent to pay fines totaling $1,250 by April 23, 2014. The citation has
been paid in fnll and is final, - ' o

Respondent Gorski

c.  Onorabout March 24 2014, the Board issued Citation and Fme No. CI2013
60613 against Respondent Gorski for violating Title 21, CFR, -sect1on 1304.04, subdivisions

, (h}(l) and (2) (inventories and records of all controlled substances listed iﬁ'Schedules I and 1l
shall be maintained separately from all other records of the pharmacy/ Schedules 11T, IV, and V
shall be-maintained either separately from all other, records of the pharmacy), Title 21, CFR ‘ .
section 1301 75, SudeVlSlOIl (b) (controlled substances Yisted in Schedules II 05, IV, and V shall
be stored ina securely locked, substan‘ually constructed cabmet), and CCR, title 16, seotlon

_ 1707 5 subdivision (d) (pat1ent-centered labels for prescr1pt1on drug containers; requitéments;

pharmacy shall have pol1c1es and procedures in place to help pahents with lm:uled Or N0 Enghsh
ploﬁmeney understand the information on the label) The Board ordered Respondent to pay fines
_ totaling $1,250 by April 23 20 14. The citation has been pald in. full and is final.

PRAYDR S
‘WHEREFORE, Complam'mt requests that 2 hearing be held on the matters alleged in this

Accusahon, and that following the hearing, the Board of thmacy issue a decision:

Seiwert, owner of Sierra Comp oundmg Pharmacy,

2. Revoking or suspendmg Phaumamst License No. RPH 69944 -dssued to Aﬂgalme
Marie Wusstlg, '

3. Revokingor suspendmg I’harmamst L1cense No, RPH 67057 issued to Knsten R

Gorski;
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- L. Revokmg or suspendmg Pharmacy. Pexrmit.No. ~PI—]TY 49228 1ssued to Robeﬂ; Hllbefc B




' 4,  Ordering Robert Hilbert Seiwert, owner of Sierra Compounding Pharmacy, Angaline
Marie Wusstig, and Kristen R. Gorski to pay the Board of Pharmacy the 1easonable costs of the
investigation and enforcement of thls case, pursuant ‘to Business and Professions Code section
125.3; and

5. Taking suoh other and further action as deemed necessary and proper. .
- et/ 0 o W
DATED: - | g /76 . ,
. . : VIRGINIA EEROLD ‘ .
Executive Officer -
Board-of Pharmacy
. Department of Consumer Affau‘s
State of California
~ Complainant
SA2015104447.
1 L
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