BEFORE THE

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA
In the Matter of the Accusation Against:
: Case No. 5630 & 5643
OROVILLE HOSPITAL PHARMACY
2767 Olive Highway OAH No. 2016120865
Oroville, CA 95966
STIPULATED SETTLEMENT
Original Permit No. HSP 41557 AND DISCIPLINARY ORDER
Original Sterile Compounding License No. LSC
100404 (OROVILLE HOSPITAL PHARMACY
ONLY)
Respondent.
DECISION AND ORDER

The attached Stipulated Settlement of License and 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 pl.m. on August 10, 2017.

It is so ORDERED on July 11, 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
KeNT D, HARRS
Supervising Deputy Attorney General
ELENA L. ALMANZO
Deputy Attorney General
State Bar No, 131058
1300 I Sireet, Suite 125
P.0, Box 944255
Sacramento, CA 94244-2530
Telephone: (916) 322-5524
Facsimile: (916) 327-8643
Attorneys for Complainant

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

| In the Matter of the Aocusation Against;

OROVILLYE HOSPIT AL PHARMACY
2767 Olive Highway
Oroville, CA 95966

Original Permit No, HSP 41557
Original Sterile Compounding Permit No.
LSC 108404

Respondent,

Case No. 5630 & 5643
OAH No, 2016120865

STIPULATED SETTLEMENT AND
DISCIPLINARY ORDER

(OROVILLY, HOSPITAL PHARMACY
ONLY)

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

entitled proceedings that the following matters are frue:

PARTIES

{.  Virginia Herold (Complainant) is the Executive Officer of the Board of Phatmacy

(Board). She brought thig action solely in her official capacity and is represented in this matter by

Attorney General,

| Xavier Becerra, Altorney General of the State of California, by Elena L. Almanzo, Deputy

7. Respondent Qroville Hospital Pharmacy is represented in this proceeding by atiorney

Peter Osinoff, Bonne, Bridges, Mueller, 0'Keefe & Nichols, whose address is: 355 South Grand

Ave., Ste. 1750, Los Angeles, CA 90071-1362

STIPULATED SETTLEMENT (5630 & 5643)
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3. Onor about August 30, 1996, the Board issued Original Permit No, HSP 41557 to-
Oroville Hospital Pharmacy, The Original Permit will expire August 1, 2017, unless renewed.

4,  Onor about June 30, 201.4, the Board issued Original Sterile Compounding Permit
No. LSC 100404 to Oroville Hospital Pharmacy. The Original Sterile Compounding Permit will
expire August 1, 2017, unless renewed.

JURISDICTION

5. The First Amended Accusation No. 5630 & 5643 was filed before the Board, and is
currently pending agaillst Respondent. The First Amended Accusation and all other statutorily
required documents were properly served on Respondent on September 27, 2016. Respondent
Oroville Hospital Pharmacy timely filed its Notice of Defense contesting the Accusation,

6. A copy of the First Amended Accusation No. 5630 & 5643 is attached as Exhibit A
and incorporated herein by reference.

ADVISEMENT AND WAIVERS

7. Respondent Oroville Hospital Pharmacy has chrefully read, fully discussed with
counsel, and understands the charges and allegations in the First Amended Accusation No, 5630
& 5643. Respondent Oroville Hospital Pharmacy has also carefully read, fully discussed with
counsel, and understands the offecis of this Stipulated Settlement and Disciplinaty Order,

8.  Respondent Oroville Hospital Pharmacy is fully awate of its legal rights in this

‘matter, including ‘the'rlght to a hearing on the charges and allegations in the First Amended

Accusation; the right to confront and cross-examine the witnesses against them; the right to
present evidence andl 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 of an adverse decision; and all other rights accorded by the California
Administrative Procedure Act and éther applicable laws,

9.  Respondent Oroville Hospital Phaimacy voluniarily, knowingly, and intelligently

-~ waives and gives up each and every right set forth above,

1
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CULPABILITY

10, Respondenf Oroville Hospital Pharmacy understands and agrees that the charges and
allegations in the Frist Amended Accusation No, 5630 & 5643, if proven at a hearing, constitute
cause for imposing discipline upon its Original Permit, as well as, for its Original Sterile
Compounding Permit,

11.  For the purpose of resolving the First Amended Accusation Withaut the expense and
uncertainty of further proceedings, Respondent Oroville Hospital Phatrmacy agrees that, ata
hearing, Complainant could establish a factual basis for the chatges in the First Amended

Accusation, and that Réspondcnt Oroville Hospital Pharmacy hereby gives up its tight to contest

| those charges.

12.  Respondent Oroville Hospital Pharmacy further agrees that in any future proceedings

| before the Board all allegations set forth in the First Amended Accusations shall be deemed

admitted.

13, Respondent Oroville Hospital Pharmacy agrees that its Original Permit and its
Original Sterile Compounding Permit are subject to discibl-ine and they agree to be bound by the
Board's probationary terms as set forth in the Disciplinary Order below. |

CONTINGENCY

14, This stipulation shail be subject to approval by the Board of Pharmacy. Respondent
Oroville Hospital Pharmacy understands and agrees that counsel for Complainant and the stalf of
the Board of Pharmacy may communicate directly With the Board regarding this stipulation and
settlement, without notice to or participation by Respondent Oroville Hospital Pharmacy or its |
c()unsel.l By signing the stipulation, Respondent Oroville Hospital Pharmacy understands and
agrees that they may not withdraw its agreement c;r seek to rescind the stipulation prior to the
time the Board considers and acts upon it. 1f the Board fails to adopt this stipulation as its
Decision and Order, the Stipulated Setilement and Discipiiﬁary Order shall be of no force or
effect, 6xccpt for this paragraph, it shall be inadmissible in any legal action between the partics,
and the Board shall not be disqualified from further action by having considered thifs maiter,

N
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15, The parties understand and agree that Portable Document Format (PDF) and-facsimile
copies of this Stipulated Settlement and Disciplinary Order, including PDF and facsimile
signatures thereto, shal] have the same force and effect as the originals.

16, This Stipulated Settlement and Disciplinary Order are intended by the parties to be an
integrﬁted writing representing the complete, final, and exclusive embodiment of their agreement.
It supersedes any and all prior or contemporaneous agreements, undetstandings, discussions,
négotiutions, and commitments (written or oral), This Sti}ﬁulated Settlement and Disciplinary
Order may not be altered, amended, modified, supplemented, or otherwise changed except by a
writing executed by ah authorized representative of each of the parties,

17, 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
Digciplinary Order:

DISCIPLINARY ORDER

IT IS HEREBY ORDERED that Original Permit No. HSP 41557 and Original Sterile
Compounding Permit No. LSC 100404 issued to Respondent Oroville Hospital Pharmacy is
revoked. However; the revocation is stayed and Respondent is placed on probation for three (3)
years on the following texms and conditions,

1.  Obey All Laws

Respondent owner shéll obey all state and federal laws and regulations.

Respondent owner shall report any of the following occurrences to the board, in writing,
within seventy-two (72) hours of such occurrence:

(] an arrest or issuance of a criminal complaint for violation of any provision of the

Pharmacy Law, state and federal food and drug [aws, or state and federal controlled
-substances laws
0 aplea of guilty or nolo contendre in any state or federal criminal proceeding to any
criminal complaint, information or indictment
0  aconviction of any crime
O discipling, citation, or other administrative action filed by any state or federal agency

4
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which volves regpondent’s Permit or Sterile Compounding Permit or which is
related to the practice of pharmacy or the manufacturing, obtaining, handling or
distributing, billing, or charging for any drug, device or controlled substance.

Failure to timely report any such occurrence shall be considered a violation of probation,

2. Report te the Board
~ Respondent owner shall report to the board quarterly, on a schedule as directed by the board

or its designee. The report shall be made either in person or in writing, as direcled. Among other
requirements, respondent owner shall state in each report undet penalty of perjury whether there
has been compliance with all the terms and conditions of probation. Failure to submit timely
reports in a form as directed shall be considered a violation of probation, Any period(s) of
delinquency in submission of repbrts as directed may be added to the total peried of probation.
Moreover, if the final probatioﬁ report is not made as directed, probatién shall be automatically
extended until such time as the final report is made and accepted by the board.

3,  Imterview with the Board

Upon receipt of reasonable prior notice, resl-)ondent ownet shall appear in person for
interviews with the board or its designee, at such intervals and locations as are determined bjf the
board or its deslgnee. Failure to appear for any scheduled interview without prior notification to
board staff, or failure to appear for two (2) or more scheduled interviews with the board or its
designee during the period of probation, shall be considered a violation of probation.

4,  Cooperate witls Boavd Staff

Respondent ownet shal! cooperate with the boar_cl's inspection program and with the board's
monitoring and investigation of respondent’s compliance with the terms and conditions of their
probation. Failure to cooperate shall be considered a vielation of probation.

5. Reimbursement of Board Costs

As a condition precedent to successful completion of probation, respondent owner shall pay
to the board its costs of investigation and progecution in the amount of $35,113. Respondent
owner shall make said payrents as follows: payment within thirty days of the effective date of

5
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the decigion. There shall be no deviation from this schedule absent prior written approval by the
board or its designee. Failure to pay costs by the deadline(s) as directed shall be considered a
violation of 'probation. ' -

The filing of bankruptey by réspondent owner shall not relieve respondent of their
responsibility to reimburse the board its costs of investigation and prosecution. .

6.  Probation Monitoring Costs |

Respondent owner shall pay any costs associated with probation monitoring as determined
by the board each and every year of prebation, Such costs shall be payable to the boaid on a
schedule as-directed by the board or its designee. Failure to pay such costs by the deadline(s) as
directed shall be considered a violation of probation,

7. Status of License

Respondent owner shall, at all times while on probation, maintain current licensure with the
board. If respondent owner submits an application to the board, and the application is approved,
for a ohange of locatwn change of permit or change of owﬁe1 ship, the board shall mtam
continuing jurisdiction over the license, and-the respondent shall remain on probatton as
determined by thé board. Failure to maintain curtent licensure shall be considered a violation of
probation. ‘

If respondent owner's license expirés or is cancelled by operation of law or otherwise at any
{ime during the period of probation, including any extensions thereof or otherwise, upon renewal
or reapplication respondent owner's license shall be subject to all terms and conditions of this
probation not previously satisfied.

" 8 License Surrender While on Probation/Suspension

Following the effective date of this decision, should respondent owner discontinue
business, respondent owner may tendet the premises licenss to the bourd for surrender, The
board or .its designee shall have the discretion. whether to grant the request for surrender or take
any other action it deems appropriate and reasonable. Upon formal acceptance of the surrender of
the license, respondent will no longér be subject to the terms and conditions of probation.

Upon acceptance of the surrender, respondent owner shall relinguish the premises wall and

6
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renewal liconse to the board within ten (10) days of notification by the board that the surrender is
accepted. Respondent owrer shall further submit a completed Discontinuance of Business form
acéording to board guidelines and shall notify the board of the records inventory transfer,

Respondent owner shall also, by the effective date of this decision, atrange for the
continuation of care for ongoing patients of the pharmacy by, at minimum, providing a written
notice to ongoing patients that specifies the anticipated closing date of the pharmacy and that
identifies one or more ares, pharmacics capable of taking up the patients’ care, and by cooperating
as may be necessary in the transfer of records or prescriptions for ongoing patients. Within five
days of its provision to the pharmacy's ongoing patients, Respondent owner shall provide a copy
of the written notice to the board. For the purposes of this provision, "ongoing patients" means
those patients for whom the pharmacy has on file a prescription with one or mote refills
outstanding, or for whom the pharmacy hes filled a preseription within the preceding sixty (60)
days.

Respondent owner may not apply for any new licensure from the board for three (3) vears
from the effective date of the surrender. Respondent owner shall meet all xequirements applicable
to the license sought as of the date the application for that license is submitted to the board.

Respondent owner further stipulates that he or she shall reimburse the board for its costs of
investigation and prosecution priot to the acceptance of the surrender,

9,  Notice to Employees

Respondent owner shall, upon or before the effective date of this decision, ensure that all
employees involved in permit operations are made aware of all the terms and conditions of
probation, either by posting a notice of the terms and conditions, citculating such notice, or both.
If the notice required by this provision is posted, it shall be posted in a prominent place and shall
remain posted throughout the probation period. Respondent owner shall ensure that any
employees hired or used after the effective date of this decision are made aware of the terms and
conditions of probation by posting a notice, circulating a notice, or both. Additionally,
respondent owner shall submit written notification to the board, within fifteen (15) days cf the

effective date of this decision, that this term has been satisfied, Failure to submif such

7
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notification to the board shall be considersd a violation of probation,
"“Employees" as used in this provision includes all full-time, pari-time,

volunieer, terﬁporary and relief employees and independent contractors employed or

hired at any time during probation.

10, Owners and Officers: Knowledge of the Law

Respondent shall provide, within thirty (30) days after the cffective date of this decision,
signed and dated statements from its owners, including any owner or holder of ten percent (10%)
or more of the interest in respondent or res'pondent's stock, and any ofﬁcer; stating under penalty
of perjury that said individuals have read and are familiar with state and federal laws and

regulations governing the practice of pharmacy. The failure to timely provide said statements

| under penalty of perjury shall be considered a violation of probation.

11, Posted Notice of Probation

Respondent owner shall prominently post a probation notice provided by the board ina

| ptace conspicuous and readable to the publie. The probation notice shall remain posted during

the entire petiod of probation,
| Respondent owner shall not, directly or indirectly, engage in any conduct or make any

statement which is intended to mistead or is likely to have the effect of misieading any patient,
customer, member of the public, or other person(s) as to the nature of and reason for the probation
of the licensed entity, |

Failure to post such notice shall be considered a violation of proﬁation.

12, Violation of Probation

If a respondent owner has not complied with any term ot gondition of probation, the board
shall have continuing jurisdiction over respondent license, and probation shall be automatically
extended until all terms and conditions have been satisfied or the board has taken other action as
deemed appropriate to treat the Failure to comply as a vielation of probation, to terminate
probation, and o impose the penalty that was stayed,

If respondent owner viclates probation in any respect, the board, after giving respondent
owner notice and an opportunity to be heard, may revoke probation and carry out the disciplinary

8
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order that was stayed. Notice and opportunity to be heard are not required for those provisions
stating that a violation thereof may lead to automatic termination of the stay and/or revocation of
the license. If a petition to revoke probation or an accusation is filed against respondent during
probation, the board shall have continuing jurisdiction and the period of probation shall be
automatically extended until the petition to revoke probation or accusation is heard and decided,
and the charges and allegations in the First Amended Accusation shall be deemed true and
correct,

Consultant for Owner or Pharmacist-in-Charge

13. During the period of probation, Respondent shall retain an independent consultant
who specializes in compounding at its own expense, who shall be responsible for reviewing
pharmacy operations on a monthly basis for compliance by Respondent with state and federal
laws and regulations governing the practice of a compounding pharmacy and for compliance by
Resbondeni with the obligations of a pharmacist-in-charge. A physical inspection shall be
conipleted by the consultant on & quarterly basis. The consultant shall be a pharmacist licensed by
and not on probation with any board of pharmady and whose name shall be submitted to the
Board or its designee for prior approval within (30) days of the effective date of this declsion.
Respondent may submit the names and obtain approval of two consultants. Any consultant who is
not licensed in California may not f)articipate in or supervise any activity constituting the practice
of pharmacy in California, and shell, within 30 days of the effective date of this decision, sign and
return to the Board an acknowledgement stating that the consultant has reviewed and is familiar
with all California statutes and regulations governing practices being overseen by the consultant, '
including compounding practices. During the petiod of probation, the Board or its designee
retains the discretion to reduce the frequency of the pharmacist consultant’s review of
Respondent’s operations. Failure to timely retain, seek appro;fal of, or ensure timely reporting by
the consultant shall be considered a violation of probation, -

14. Completion of Probation

Upon written notice by the board or its designee indicating successful cbmpletion of
probation, respondent license will be Tuily restored.

9
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ACCEPTANCE
} have oarefully read the abrove Stipulated Settiement and Disolplinary Order and have fully
discussed it with my attorney, Peter Qsineff, Banne, Bridges, Mueller, 0'Keefe & Nichols, 1
undetstand the stipulation and the effiect it will baye on my Origingl Permit and Original Stexile
Compounding Permlt, [ enter into this Stipulated Seitlement and Disoiplinary Order yoluntarlly,

knowingly, and intelllgently, and agree to be bound by the Declslon and Order of the Board of

Pharmacy, o -
DATED: QQ/QJM e
OROVILLE HOSRITAT, PHARMACY

Respoundent
1 have read and fully disoussed with Rospondent Oroville Hospltal Pharmacy ihe terms and

conditions and other matters contained in the above Stipulated Settloment nd Disolplinary Order,

I approve its for d content -
DATED: bl e
T, BONNE, BRIDGES, MURLLER,
O'KEFE‘E & NICHOLS
Attorney for Respondent
.10
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I RSEMENT

The foregoing Stipulated Settlement and Disciplinai*y Oxder is hereby respectfully

submitted for consideration by the Board of Pharmacy,

Dated: (10 [‘2, [ r.)r

SA2015106096
12693303.dag

11

Respecifully submitted,

XAVIER BECERRA

Attorney Genetal of California

KENT D, HARRIS

Supervising Deputy Attorney General

~ Deputy Attorney Gener:

Atiorneys for Complainant

STIFULATED SETTLEMENT {5630 & 5643)
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Kamara D, HARRIS
Adtorney General of California
KeNTD. HARRIS
Supervising Deputy Atiorney General
BLENA L. ALMANZO
Deputy Attorney General
State Bar No. 131058
1300 I Street, Suite 125
PO, Box 944253
Sacramento, CA. 94244-2550
Telephene: (916) 322-5524
Baestimile: (916) 327-8643
Attomeys Sor Complainant

BEI‘ORE THE BOARD OF PHARMACY
STATE OF CALIFORNIA

)
.

Oroville, CA 95966.........

In the Maiter of the Accusation Against:

OROVILLE HOSPITAL PHARMACY
2767 Olive Iighway ) -~
Oroville, CA 95966 i

Original Pexmit No. HSP 415857
Original Sterile Compounding Pexrmit No.

il LSC 100404

DANIEL QUOC NGUYEN

1825 Ringnecked Pheasant Court
Gridley, CA 95948

Pharmacist License No. RPH 43487

VICTOR MICHALL MINKETTI
1392 Eagle L, -

Plumas Lake, CA 95961 - '
Phaxmacist License No. RPH 35419

SUSAN SCHMIDT
167 Solana Dy

Phar maeist License No. RPH 584)6

CHAD RAMOS

23 Avenida Brisa Ct.

Chico, CA 95928

Pharmacist License No. RPH 67245

Case Nos, 5630 & 5643

FIRST AMENDED ACCUSATION

1

(OROVILLE KOSPITAL IfHARMACY, et .gl) FIRST AMENDED ACCUSATION
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SAMUEL TONG
| Chico, CA 95973

SON NGUYEN

767 Bridlewood Ct.

Chico, CA 95926

Pharmacist License No. RPH 620061

3249 Mystery Run

Pharmacist License No, RPH 62917
JASMINE DONG

2090 Sea CLff Way

San Bruno, CA 94066
Pharmacist License No, RPH 69270

Respondents,

|| herein and will expite on August 1, 2016, unless renewed.

Complainant alloges:

‘ PARTIES
1. Virginia Herold (Complainant) bringé this First Amended Accusation solely in her official
capacity as the Executive Officer of the Beard of Pharmacy, Departinent of Consumer Affairs,

2. Onor about August 30, 19(96 , the Board of Pharmacy issued Original Permit Nuxber HSP
41557 to Oroville Hospital Pharmacy (Respondent Orovilie). The Permit was n full force and
effect at all times relevant to the charges brought herein and will expire on August 1, 2016, unless
rencwed. ’ _ ' |

3. On or about June 30;2014; the Board of Pharjgnaey issued Original Sterile Compounding
Permit Nmnio er LEC 100404 to Qroville Hospital Pharmacy (Respandent Oroville). The

Compounding Pernit was in full force and effect at all tires relevant to the charges brought

e enmyatia s meme mmeeine wer s wr b Eeaies

4, On or about July 26, 1990, the Board of Pharmaoy issued Pharmacist License No, RPH
43487 to Deniel Quoc Nguyen, (Respondent Damel Nguyen) The Pharmacist License was in

full force and effect at all times relevant to the ch'u*ges brought herein, and Wlll e,xpxre on July 31,

2016, unless renewed.

2
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5, On or gbout August 13, 1990, the Board of Pharmacy issued Pharmacist License No, RPE
35419 to Viotor Michael Minetti, (Respondent Minetti). The Pharmacigt License was in full force
and effgct at all times relevant to the charges brought herein and will expire on February 29,
2018, mﬂass renewed.

6. On or about Augnst 3, 2006, the Board of Pharmacy issued Pharmacist License No, RPH -
58496 to Susan Schimidt, (Respondent Schmidt). The Pharmacist License was in full force and
effect at all times relevant to the charges brought herein and will expire on September 30, 2017,

L}

unless renewed.

9, - Onorabout July 19, 2012, the Board of Pharmacy issued Pharmacist License No. RPH

67245 to Chad Miller Rames, (Respondem Ramos), The Pharmacist License was in full force
and effect at all times relevant #I:o the charges brought herein aald will expxire on September 30,
20177, unless renewed. - {

8. On or about December 26, 2008, the Board of I’hannécy issued Pharmacist License No.
RPH 62061 to Son Thia Nguyen, (Respondent Son Nguyen). The Pharmacist Liconse was in full
foroe and effect at all times relsvant 1o the charges brought herein and will expire on March 31,
2018, unless renewed. .

9, On oz about August 13, 2009, the Board of Pharmacy issued Phatmagist Licetise No. RPH
62917 to Samuel Tong, (Respondent Tong). The Pharmacist License was i fill force and effect

at all times relevant to the charges brought herein and will expire on July 31, 2017, uoless

. renewed,

10.  Onor about August 21, 2013, the Board of Pharlnaéy jssued Pharmacist License No, RPH

69270 to Jasmine Brittany Dong, (Respondent Dong). The Pharmacist Licanse was in full force

“?e&iéT aFtect at all tities Telovant o {6 chergey BroRgHt eren and will wxpive o Decaimber 31, =)™

2016, Imlcgs renewed,
JURKSDICTION
11. Thié Accusation 18 brought before the Board of Pharmacy (Boatd), Department of

Il Consumer Affaits, under the authority of the following laws. All section reforences are to the'

Business and Professions Code uniess otherwise indicated. .

3
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12, Seetion 4300 of the Code states in pertinent part:

"(a) Bvery license issued may be suspended or tevoled.

. "(b) The board shall disciéyline the holder of any license issued by the
board, whose default has been cntered or whose case has been heard by the board and
found guilty, by any of the following methods: '

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

"(3) Suspending his or her right to practice for a period not exceeding one
year. . . p :

"{4) Revoking his or her license.

' _"(5) Taking any other action in relation fo disciplining him or her as the
board in ity discretion may deem proper. '

i 13.  Section 4301 of the Code states:

. "The board shall take action against any holder of a license who is guilty
of unprofessional conduet or whose license has been procured by frand oy, '
misrepresentation or issued by mistake, Unprofessional conduct shall include, but is
not limited to, any of the following: .

"(1) Gross immorality,
"(b) Tncompetence.

"(c) Gross negligence,

I

) The comymission of any act involving moral turpitude, dishonesty,
frand, deceit, or corruption, whether the act is committed in the course of relations as
a licensee or olherwise, and whether the act is a felony or niisdemeanor ox not.

'“(gj Knowingly making ot signing any ceitificate or other document that
- falsely reprosents the existence or nonexistence of a state.of facts. S

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

M) Violating or attempting to violate, dixectly or indirectly, or assisting 1
" in or gbetting the violaticn of or conapiring to violate any provision or term of this
chapter or of the applicable federal and state laws and regulations governing
phatmacy, inclading regulations established by the board or by any other state or
federsl regulatory agenoy.

"(p) Actions or conduct that would have warranted denial of a license,

"((i) Engaging in any conduct that subvetts of attemypts to subvett an
investigation of the board.

4
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Section 4342 of the Code states in pertinent part:

(2) The board may institute any action or actions as may be provided by
law and that, i its disctetion, are necessary, to prevent the sale of pharmaceutical
preparations and drugs that do not conform to the standard and tests as to quality and
strength, provided in the latest edition of the United States Pharmacopoeia or the
National Formulaty, or that violate any provision of the Shertman Food, Drug, and

Cosmetic Law (Part § (commencing with Scction 109875) of Division 104 of the
Health and Safety Code). :

- Section 4073 of the Code provides:

() A pharmacist filling & prescripticn order for a drag product prescribed by its trade
or brand name may select another drug product with the same active chemical
ingredients of the same strength, quantity, and dosage form, and of the same genaric
drug name as determined by the United States Adopted Names (USAN) and accepted
by the federal Food and Drug Administration (FDA), of those drug products having
the same active chemical ingredients.

(b) In no case shall a selection be made pursuant to this section if the prescriber
personally indicates, either orally or in his or her own handwriting, “Do not
substitute,” or words of similar meaning, Nothing in this subdivision shall prohibit a
presotiber from checking a box on a prescription

Marked, “Do not substitute”; provided that the prescriber personally initials the box
or checkmark. To indicate thet a section may not be made pursuant to this section for
an electric data transmission prescription as defined in subdivision ( c) of section

440, a presoriber may indicate “Do not substitute,” or words similar meaning, in ihe
prescription as transmitted by ¢lectronic data, or may check a box marked on the
preseription “Do not substitute.” In sither instance, it shall not be required that
prohibition on substitution be manually initialed by the prescriber.

(c) Seleetion pursuant to this section is within the discretion of the pharmacist, except
ag provided in sobdivision (b). The person who selects the dryg product to be
dispensed pursuant to this section shail assume the same responsibility for selecting

the dispensed drug product as would be tneurred in filling a preseription for a drug
product prescribed by genetic name, There shall be no liability on the preseriber for

an act or omission by a pharmacist in selecting, prepariog, or dispensing a drug -
produet pursuant to this section, In no cese shall-the pharmacist select a.drug.product .
pursuant to this section unless the drug product selected costs the patient less than the
prescribed diug product. Cost, as used in this subdivision, is defined to include any
professipnal fee that may be charged by the phatmacist.

4

(d) This section shall apply to a1l prescriptions, including those presented by or on

“behalf of persons receiving assistance from the federal government or pursuant to the "~

California Medical Assistance Program set forth in Chapter 7 (commencing
with Section 1400) of Part 3 of Division 9 of the Welfare and Institution Code..

(¢} When & substitution is made pursnant to this section, the use of the cost-saving

- drug product digpensed shall be communivated to the patient and the name of the

dispensed drug product shall be indicated on the prescription label, except whete the
presoriber orders otherwise.

5
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16.

17.

18.

19,

Health and Safety Code Seeﬁoh 111295 provides:

It is unlawiid for any person to manwlacture, sell, deliver, hold, or offer
for sale any drug or device that is adulterated.

Health and Safety Code Section 111255 provides:

- Any drug or device is adulterated if it has been produced, prepared,
packed, or held under conditions whereby it may have been confaminated with filth,
or whereby it may have been rendered injurious to health,

California Code of Regulations Section 1707.1 provides:

_ {a} A phatmacy shall maintain medication profiles on all patients who
have presqrivtions filled in that vharmacy excent when the pharmacist has reasonable
belief that the patient will not continue to obtain preseription raedications from. that
pharmecy.

‘ (1) A patient medication record shall be ma:in_tained iﬁ an automaied data
processing or manual record mode such that the following information is readily
retrievable duriog the pharmacy’s normal operating hours,

(A) The patient's full name and address, telephone number, date of birth
(or age) and gender; ' . .

(B) For each prescription dispensed by the pharmacy:

1, The name, steength, dosage form, toute of administration, if other than

~ oral, quantity and directions for use of any drug dispensed;

2. The prescriber’s name and where appropriate, license numbet, DEA.
registration number or other unique identifier;

3. The date oh whick. a drug was dispeﬁsad or rafifled;
4. The prescrip‘tioﬁ munber for each prescription; and
3, The information required by section 1717, |
| .( ) Anv of the following which mav relate to drug theraﬁv:,natient '
altergies, idlosynerasies, cuxrent medications and relevant prior medications including

nonprescription medications and relevant devices, or medical conditions which are
communicated by the patient or tho patient's agent,

T D) Any other information which the phavmacist, his orher 7T T T T[T

professional judgment, desms appropriate,

(2) The patient medication record shall be maintained for at least one year

- from the date when the last prescription was filted.

California Code of Regulations Section 1712 provides:

{2) Anc‘iy requirement in this division for a pharmacist to initial or sign a
preseription record or prescription label can be satisfied by recording the identity of
the reviewing phatmacist in a computer system by a secure means, The computer

6
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used to record the reviewing pharmacist's identity shall not permit such a record to be
altered efter it is made.

(b) The record of the reviewing pharmaoist’s identity made in a computer |
system pursuant to subdivision (a) of this section shall be immediately retrievable in
the pharteacy.

20. California Code of Regulations Section 1716 provides:

Pharmacisis shall not deviate from the requirements of a preseription except upon ths
prior consent of the prescriber or to select the drug product in accordance
with Section 4073 of the Business and Professions Code.,

Nothing in this regulation is intended to prohibit a pharmacist from exerclsing
commonly-aceepted pharmaceutical practice in the compounding or dispensing of'a

1]

prescription

21, California Code of Regulations Section 1735.2 provides:

-éa) Except as specified in (b) and (0), no drug product shall be
compounded prior 1o receipt by a pharmacy of a valid prescription for an individual
patient where the prescriber has approved use of a compounded dug product either
orally or in writing. Where approval is given orally, that approval shall be noted on
the prescription prior to compounding,

(6) A pharmacy may prepare and store a limited-auantitv of a
campounded. drug produst in advance of receipt of a patient-specific prescrintion
whete and solely in such auantity as is necessary to ehsure continuity of care for an
identified pooulation of patients of the pharmacy based on a documented history of

presoriptions for that petient population. . :

(¢) A "reasonable quantity” as used in Business and Professions Code
section 4052(a) (1) means that amount of compounded drug product that;

(1} 1s sufficient for administration or application to patients in the
prescriber’s office, or for distribuiion of not more than a 72-hour supply to the
prescriber's patients, as estimated by the preseriber; and ~

; ) _
(2} {s reasonable considering the intended use of the compomnded
_medication and the neture of the préscribet's practice; and. - I

(3) for anv ndividual prescriber and for all prescribers taken as a whols,
is an amount which the pharmacy is capable of coxmpounding in compliance with
phatmaceutical standards for integrity, potency, quality and strengih of the

e COpounded deug product. . L

" (@} A drug product shall not be compounded until the pharmacy has frst
prepared a wiitten master formula record that includes at loast the following elements:

(1) Active ingredients to be used.
(2) Equipment to be used.

(3) BExpiration dating raquiremen’cs.
(4) Inactive ingredients to 'Ba used,

7
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| (5) Process anc/or procedure used to prepare the diug,
) (6) Quality reviews required at each step in preparation of the drug.
, (7) Post-compounding process or procedures re@uired,‘ if any.
(e) Where a phatmacy does not routinely compound a particular drug
4 oroduct. the master formula record for that product may be recorded on the
s presexiption document itself.
‘ ~ {DThe vharmecist performing or supervising compounding is responsible
6 for the integrity, potency, guality, and labeled strength of a compounded drug pro duct
until it is dispensed.
7 C
() All chemicals, bulk drug substances. drug products, and other
8 compongnts uged for drug compounding shall be stored and used according to
- compand:ta and other applicable requirements to maintain their integrity, potency,
9 quality, and labeled strength. :
10 () Byery compounded drog product shall be given an expiration date
tepresenting the date bevond which, in the professional fudgment of the pharmacist
11 performing or suparvising the compounding, it should not be used, This "bevond use
date" of the compounded drag product shall not exceed. 180 days from prepatation or
12 the shortest exniration date of any componient in. the compounded drug produet,
umiess a longer date is supported by stability studies of finished dmgs or gompounded
13 drug produots using the same components and packaging. Shorter dating than set
forth in this subsection may be used if it is deemed appropriate in the professional
14 judgment of the responsible pharmacist, '
15 | , (D) The pharmasist performing or supervisinig compounding is responsible
for the ptoper preparation, labeling, storage, and delivery of the compounded doug
16 product, . : :
17 (1) Priot to allowing any drug product to be compounded in a pharmacy,
fhe pharmacist-in-charge shall complete a self-assessmeont fox comnpounding
18 pharmacies developed by the board, (Incorporated by reference is "Commupity
Pharmacy & Hosvital Outpatient Pharmacy Comnounding Self-Assessment" Form
19 17M-39 Rev. 02/12.) That form contains a first section applicable to all
 compounding, and a-second section aplicable to sterile injectable compounding. The
20 . first section must be completed by the vharmacist-in-charge before any compounding
‘ is performed in the pharmacy, The second section must be completed by the
2 pharmacist-in-charge before any sterile njectable commn ounding is performed in the
' pharmacy. The applicable sections of the self-assessinent ghell subsecuently be
22 completed before Tuly 1 of each odd-numbered vear, within 30 davys of the start of a
oW new pharmecist-in-charge, and within 30 days of the issnance of a new vhaymacy
23 Tioense. The prirary purpese of the seif-assessment 1s to promote compliance though
" self-cxamination and eduoation. C
22, California Code of Regulations Section 1751.1 provides:
25 _
(a) Pharmacies compounding sterile injectable products for firture use
26 pursuant to section 1735.2 shall, in addition to those records required by section
1735.3, make and keep records indicating the name, ot number, amouit, and date on
27 which the products were provided to a preseriber. '
28 ' (b) T addition to the records required by section 1735.3 and subdivision
8
(OROVILLE HOSPITAL PHARMACY, et .al.) FIRST AMENDED ACCUSATION




(a). for sterile nroducts compounded from one or more non-sterile ingredients; the
1 following records st be made and kept by the pharmacy:

{1) The training and competency evaluation of employees in sterile
product procedures,

(2) Refiigerator and freezer temperatures.
(3) Certification of the sterile compoun&ing environment,

: (4 Other facility cuality control logs specific to the pharmacy's policies
- anid procedures (e.g., cleaning logs for facilities and equipment),

g (5) Inspection for expired or recalled pharmaceutical products ot 1aw
ingredlients. .

w0 =3 oh oW A W b

(6) Preparation records including the master work sheet, the preparation
worlk sheet, and records of end-product evaluation results,

10 (¢) Pharmacies shall maintain and retain all records required by this

article in the phatmacy in a readily retrievable form for at least three years from the
11 date the record was created. .

124 FACTUAL BACKGROUND

13 | 23, Onorabout July 6, 2015, Board of Pharmacy Inspectors performed an. inspection of

14 || Oroville Hospital Pharmacy (LSC 100404) Jocated at 2767 Olive Highway, Oroville, California.
15 l The initial inspection revealed vjola;cions of pharmacy Jaw pertaining to the Oroville.Pharmacy’s
16 || componnding of dmgs and the storage of said drugs. An inspection was performed on July 30,
17 || 2015 and violations were revis\ifeﬂ. with the Pharmacist-in-Charge Daniel Nguyen and his staff
18 1 anda Ceaso and Desist Order was issued. On September 18, 2015, a follow-up inspection was
19 1| performed in which it was discovered there were several continuing vio_lations pértaixﬂng to the
20 compounding of sterile drugs, .. . |

91 || INSPECTION OF JULY 6 AND JULY 30, 2015

2 | FIRST CAUSE FOR DISCIPLINE

e e e e St & i

o |l T Dvags Tacking o Quislidy 6 StFength)y T T T T

24 || 24, Respondmlt Oroville Hospital is subject to disciplinary action under Business and

95 1| Professions Code section 4342 section in conjunction Health and Safety Code Section 111295
26 [| and 111255, in that on or about July 30, 20 13, sterile compounded drugs were stored under

29 || conditions which did not conform to the standaijd set forth to maintain quality and strength of the

| 28 || drugs: The circumstances are as follows:

9
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25,  Onorabout July 30, 2015, pharmacists at Qroville Hospital stored the dry powdered form
of piperacillin/tazobactamT], coftriaxone, cefoxitin, celtazidime, ceftarolin fosaril, ztreonsm,
oxacillin, meropenery, ampicillin/sulbactam, doxycydline, and azithromyein under refrigerated

conditions of 4 to 6 degrees Celsius instead of at room temperature of 15 to 30 degrees Celsius.

-These drugs were stored jn the refrigerator for an unknown and undocumented length of thme. In

addition, vancomycin and penicillin G were thawed in the refrigerator and kept beyond the

acceptable 30 and 14 days expiration date, respectiw}ely. .
SECOND CAUSE FOR DISCIPLINE .
‘ (Unprofessional Conduct/ False Documenty)
26.  Respondent Oroville Hospital and Pharmacist-in Charge (hereinafter PIC) Nguyen are
subject to disciplinary action pursuent to section. 4301 subdivistons (¢} and (g) for unprofessional
cqnduct for lfnowingljf makmg or gigning anyrcert-lﬁcate or other document that falsely represents

the existence or non- existence of a state of facts as set forth more specifically below:

. A. Compounding self-assessment: On ot about July 13,2013 and June
30, 2015, Pharmacist-in Charge (hereinafter PIC) Nguyen gigned the Compounding
self-assessment form indicating the pharmacy was in compliance with pharmacy
laws, when in truth and o fact, it was not,

B. PIC Nguyen provided a document entitled Policy and Procedure
review on July 30, 2015, which indicated he had reviewed the policies and procedires
on July 16, 2015, when the same document was provided to the Board on July 23,
2015, without & signature, _

.C. On July 6, 2015, the cleaning log for the-.compomding area for July of"
2015 listed four of six days in which there was no documentation of cleaning. On July
- 30,-2015, the same log had blank dates filled in on the log, thereby falsifying the. -
cleaning log. '

D. ‘Training of compounding personnel: On Tuly 6,2015 andJaly 21,2015,
PIC Nguyen bad not ensured ail personnel had demonstrated written competence of

. thehandiing of sterile compounded products, inchuding cylotoxic agents. Infact, = . __j. .

.. there was no evidence of trainiug for any cytotoxic gomppmding parsonnel,
THIRD CAUSE FOR DISCIPLINK
(@ nprofessional Conduct/ Insufficient Training of Staff)
27.  Respondent Oroville Hospital and PIC Nguyen are subject o disciplinary action pursuant
{0 Busin‘ess and Professions Code section 4301 () and (o) in conjunetion with Title 16, California '

Code of Regulations, sections 1751.6 and 1735.7 for unprofessional conduet in that they failed to

10

© - (OROVILLE HOSPYTAL PHARMACY, et .al.) FIRST AMENDED ACCUSATION




O. 0 = o W & W B

10

11
12
i3
14
15
16
17

18

19

- 20

21
22

24
25
26
27
28

J
properly train staff assigned to compounding dmg products: The co:lﬁpounding gtaff repeatedly
demonstrated they had no ’srajr]in g in aseptic garbing, the documentation required of sterile
compounding pro dﬁcts, and requirements appropriate for clesning the compounding area and
equipxﬂent. -

Additionally, respondents failed to properly train staff and ensure demonstrated written

‘competence of the safe compounding of cytotoxic agents.
n

FOURTH CAUSE-FOR DISCIPLINE
(Uuprofessional Conduet/ Compounding Limitations)
28. Respondent Qroville Hospital and PIC Nguyen are subject to digeiplinaty action pursuant
o Business anld Professions Code section 4301 subdivisions (c) and (g) fot unprofessional
conduoct iﬁ that during the Inspection on July 6, 2015, the Board of Pharmacy Inspectors found
sompounded drug products whi_ch had beyond use dates on the products that exceeded
expectations outlined in Califorria Code of Regutations Section 1735.2 (h) as it relates o
California Code of Regulations section 1751.4 (&) and 12504, Additionally the compﬂmding
area was dirty, all areas wete nat non-porous, sm air conditioner was vented through a window
located 1o the right of the ’la;mﬁm flow hgod blowing directly in front of the hood, anda
biological safety cabinet was located in a non~ISO environment.
| | FIFTH CAUSE FOR DISCIPLINE

(Unprofessional Conducti Sterile Recordkeeping Requirements)

.29. . .. Respondent Oroville Flospital and PIC Nguyen are subject to disciplinary action pursuant

to Business and Professions Code section 4301 (0) and (j) in conjunction with Title 16, California
Code of Regulations section 1751. 1 for unprofessional conduct in that they failed to comyply with
sicrile injectable recordkeeping 1 1equ1rt,mcmb ag set forth below' ™ - 7
30.  Onor about July 6, 2015, and July 30, 2015, durmg Board inspeciions it was found that
Oroville Pharmacy through its staff compounded drug products without roaintaining phatmacy
vecords to include amaster formula, date the drug product wag compounded, the identity of the
phatmacy personnel who compounded the drag product, the identity of the pharmacist reviewing

the final drug product, the manufacivrer, axph'aﬁon date and lot number of each component, the

11
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phatmacy assigned reference or lot mumber for the cempounded drag product, 1:11(:3 quantity or
amount of drug product compounded and all records were not retrisvable for three years,
SIXTH CAUSE FOR DISCIPLINE '
(Unpfofessional Conduct/ Failure tlo Iabel Compounded drug products) |
31.  Respondent Oroville Hospital and PIC Nguyen are subj ect to disciplinary action pursuant
fo ‘Busine_ss and Professions Code section 4301 () and (o) in conjunction with Title 16, Califomia
Code of Regulations section 1735.4 for unprofessional conduet in that they dispensed

cotnpounded products withowt appropriate labeling. The circumstances ave as follows:

.32, Onorabout on July 6, 2015, compounded drug product labels intended for dispensing

to patients in the infusion center did not contain s patient name, the pharmacy name,
compounded. by the pharmacy, directions, total volume dispensed, name of 'theg prescriber,
and the date of issue. In additions, drugs were compounded for futare use and stored in the

refrigetator without any label affixed to the container in order to identify the corpoanded

drug, . _
‘ SEVENTH CAUSE FOR DISCIPLINE
{Unprofessional Conduet/ Compounding in an unsafe environment)

33, . Respondent Oroville Hospital and PIC Nguyen are subject to disciplinary action pursuant

- to Business and Professions Code section 4301 (3) and (o) in conjunction with Title 16, California

Code of Regulations section 17514 for unprofessional conduet in they permitted compounding

-of sterile injectable products. where it was knowi, or reasonably should be known that the

compounding environment failed to meet criteria specified in the pharmacy's written

policies and procedures for the safe compounding of stetile injectable drug products

“dispensed compounded prodiiets Fithout aiﬁjb’fojji'iéféffé;ﬁeﬁhg'; Theé olrcunistances are'és =~ 7|

follows; - k

34.  Omorabout July 6, 2015, coinpouriding at Oroville Hospital was conducted ina
designated area that was not olean, the designated arca was hot cleaned weekly, and an air
conditioner was vented from a window located next to the laminar flow hood. The staff was
pot garbed appropriately, in that, masks, bea;.rd covers, head covers, and sterile gldves were

12
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not worn in order to facilitate an aseptic environment. Additionally, Process validation as
outlined in the policies and procedures for Oroville Hospital was not followed.

" EIGHTH CAUSE FOR DISCIPLINE
| (Unprofessional Conduct/ Failure to maintain policies and procedures foi- cytotoxic agents)
35,  Respondent Oroville Hospital and PIC Nguyen. are'suhj eot tb disciplinary action pursnant

to Business and Professions Code section 4301 {j) and (0} in conjunction with Title 16, Califarnia

Code of Regulations section 1751,3 (a) (5) (¢) for unprofessional conduct in that they failed to
maintain policies and procedures for cylotoxic agents as required by law.
NINTH CAUSE FOR DISCIPLINE
. (Unprofgssional Conduct/ Quality Assurance) _
36,  Respondent Oroville Hospital and PIC Nguyen are subject to disciplinary action p.stumut -
1o Business and Professions Codé‘ section 4301 (3) and (o) in conjunction with Title 16, Ctﬁifomia
Code of Regulation section 1751.7 for unprofessional conduct in that hospital staff’ conducted .

cytotoxic compounding despite the fact that no personnel had completed a validation process'in

the biologic safety cabinet used fox compounding cytotoxic drug products and g validation

I, process had not been conducted in the prior twelve months as réqu_ired by regulation.

Additionally, respondents failed to produce a docomented cuality assurance plﬁn for
cleaning and sanitization of the patenteral medication preparation area. Daily cleaning was not
completed or documented completed medivim samples wero incubated but not evaluatgd ag
required by the policies and proceduxes in place. - Batch compounding was conducted under . .
“immediate use” conditions without perlodic end product testing Tor stetility. ‘

TENTI CAUSE FOR DXSCIPLINE
T “_ﬁ”"{ﬁﬁf)fﬁfébsi6na1'fC’§ihi1iiE§ff"lfﬁﬁ'éﬁﬂ‘?lé"&_i&l Recordsy =7 LY
37. ‘ReSpOndsnt Orovilie Hospital and P1IC Nguyer are subject to disciplinary action pursuatt
to Business and Professions Code section 4301 (7) and (o) in conjunction with Title 16, California

Code of Regulations seotion 1707.1 for unprofessional conduct in that they failed to 1aintein

patient records in an electronic ormenual form to identify comp ounded medications patients

13
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received. Additionally the hospital pharmacy did not maintain records to recotd the identity
of compounding personnel. ' ,
‘ ELEVENTH CAUSE FOR DISCIPLINE.
(Unprofessional Culllductf PIC Nguyen)
38.  Respondent PIC Nguyen is subject to disciplinary action pursuant o Business and

Profgssions Code seotion 4306.5 (z) for unprofessional conduct as follows;

A. PIC Nguyen failed o maititain medication in that he failed medication
profiles to identify patient specific sterile compounded products.

B. PIC Ngayen failed to store dangerous drugs vader controlled room.
tetaperature, thus demonstrating a lack of knowledge of storage conditions,

C, PIC Nguyen failed to ensure proper incubation and evaluation of

media samples provided to the lab of compounded drugs thereby readering fhe
saraples invalid. :

D. PIC Nguyen failed tb maintain medication profiles.
TWELEFTH CAUSE FOR DISCIPLINE
(Unprofessional Conduet/ Staff Pharmacist Vietor Mimetti)
39.  Respondent Minetti is su‘bj ect to disciplinary action pursuant to Business and Professions
Code section 4301 (j) and (o} in cbnj{moﬁon with Title 16, California Code of Regulations

sections 1735.4 (2) and 1751.1, for unprofessional conduct as follows:

A. On-or about July 6, 2015, Respondent Minettl dispensed
dexamethasone which was compounded for infusion but he failed to list a patient
neaoe, the pharmacy nenie, that it was sompounded by the pharmaey, directions, total
volume dispensed, name of the prescriber, and the date of issue, a

B. On or about July 6, 2015, Respondent Minetti, while working at
Oroville Hospital Pharmacy located at 2767 Olive Highway, Oroville compounded
drug products without maintaining pharmacy records to include amaster formula,
date thé drug product was compounded, the identity ofthe pharmacy personnel who

__compovmded the drug product, the identity of the pharmacist reviewing the final drug |

product, fhe manufacturet, expiration date and lot nurber of sach component, the
pharmacy assigned refetence or lot mimsber for the compounded drug product, the
quantity or amount of drug procuet compotunded,

THIRTEENTH CAUSE FOR DISCIPLINE
(Unprofessional Conduct/ Staft Pharmaeists)

\ 40, Respondent Schmidt, Tong, and Dong are -subj sot to disciplinary action pursuant to

Business and Professions code section 4366.5 (b) in conjunction with Tifle 16, California Code

14
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| to Business and Professions Code section 4301 (b) and (c) for gross negligence and/ or

of Regulations section 1735.2 (f) for unprofessional conduct in that they supervised
compovnding and/ or compounded drugs on July 6, 2015, at Oroville Hospital under cenditions
which. did not meet the minimum requirements for compounding products.
| " FOURTEENTH CAUSE FOR DISCTPLINE
(Unprofeséionai Conduct/ Staff Pharmacists)
41. Réspondent Ramos and Son Nguyen are subject o discipliriary action pursuant to
Business and Professions code section 4306.5 (b) in conjunctioil with Title 16, California Cede of
Regulations section 1735.2 (f) for unprofessional conduct in that they supervised and/ or
compounded drugs on July 30, 2015, at Oroville Hospital under conditions which did not meet
the minimum requirements for compounded products.
INSPECTION OF SEPTEMBER 18, 2015
FIETEENTH CAUSE FOR DISCIPLINE
0 (Gross Negligence/Incompetence)
42,  Respondent Oroville Hospital and PIC Nguyen !are subject to diseiplinary action u;tder
Business and Professions Code seotion 4301 (b) and (¢) for gross negligence and/ ot
imompctenée in the dispensing of compounded drug products. The circumstances are &3
follows: |
A, Réspondents Oroville Hospital and PIC Nguyen permitted the

dispensing of compounded drugs that were expired in that they were dispensed

compounded drugs as immediaie use when they were dispensed after an hour had

expired, '

. B Respoﬁdents Orovilie Hospital an@. PlC ‘Nguyen pemmted ﬁlle. _

dispensing of medivm risk compounded drugs when the documentation maintained

by the pharmacy supported low risk compounding.

et Respondants QJ:OYillQI:lgspitﬁl.andﬂC Nguyen the dispensing of

. ““chemothera_py drugs which wets not have proper documentation or demonstrated
compounding processes s required by statute,

STXTEENTH CAUSE FOR DISCIPLINE
(Gross Negligen ceﬂncbmpatence/ Compounding )

43.  Respondent Oroville Hospital and PIC Nguyen are subject t0 disciplinary action. pursnant

15

(OROVILLE HOSPITAL PHARMACY, e ,aL) FIRST AMENDED ACCUSATION




13

18

26 |
.97

|

g o8 . S v

10
11
12 |

14 “
15

16
17

19
20-

21
22

25

28

incompetence in that they permitted the dispensing of compounded drug products which did not
ensure the infegrity, potency, and quality of compounded Bevacizumab, Zometa, Tron sueTose,

vancomyein, Ancef, and Claforan. The circurnstances are as follows:

A. Onor about July 7, 2015 and September 17, 2015, Bevacizumab, was
compounded for patient FS with a total volume of 114mi instead of 100ml The
volurne altered the final concentration of the compounded drug product,

B. On or about September 17, 2015, Zometa was compounded for

patient J.M, in 100ml of sedium chloride instead of the preseribed 250ml. The
volume altered the final concentration of the compounded drug product.

C. Iron Sucrose was compounded improperly for the following patients:
M.G. on or about July 7 and 9, 2015, MLV, on or about July 28, 2015, R.T, onor
about July 29, 2015, T.R. on or gbout July 7, 2015, T.D. on or about August 3 and
13, 2015, C.S, on or about Augnst 13, 2015, and RR. on August 13, 2015, Iron
Suctose was compounded in 100 thl of sodium chloride instead of the prescribed
250ml. The volume altered the final concentration of the compounded drug product.
D. Vancomycin, Ancef, and Clarforan, were not reconstituted with the
manufacturer’s instruction. thereby altering the integrity, potency, and quality of the
final product.
— SEVENTEENTH CAUSE FOR DISCIPLINE /
(Gross Negligence/Incompetence/ Pharmacist Ldentifiers) '
44,  Respondent Qroville I-Iospital'and PIC _Nguyeﬁ are subject to diséipﬁnéry action putsuant
to Business and Professions Code section 4301 '(b) and (c) for gross negligence and/ or
incdmpetence in that they failed to maintain records which identified the identity of the reviewing
pharmacist.on a prescription or presoribers order in violation of Title 16 California Codo of
Regulations section 1712 (a).
77 FIGHTEENTH CAUSE FORDISCIPLINE -

(Gross Negligence/Incompetence/Failure to comply with Review Process for Conpounding)

45.__Respondont Orgyjllc Hospitel and PIC Nguyen are subject to disoiplinary action, putsuant
to Business and Professions Code section 4301 (b) and. (¢) for gross negligence it conjunction
with Title 16, California Code of Regulations section 1735.2 and 1751.3 (b), iv that from
February 26, 2015 to September 21, 2015, compounded dmgs did nof meet the requirements for
proper preparation and review in that there were caloulution erors such that the final drug product

strengths did not correspond with the components and qualities listed on the cotpounding logs.
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Such errors should have been reviewed by & pﬁmnnacist priorto dispensing said compounded
drugs 10 patients.
NINETEENTH C‘AUSE‘FOR DISCIPLANE,
{Unprofessional ConductN ariation from Prescripﬁoﬁ)
46,  Respondent Victor Minetti is subject to disciplinary aotion pursuant to Business and
Professions Clode section 4301 (i) and (o) in conjunction with Title 16, California Code of
Regulations seotion 1716 and 1735.2 (f) in that he compounded the following drugs inéomesﬂy

and failed to obtain consent of the prescriber for the deviation:

A, Onorabout July 11, 2015, in reference number 6849057, Respondent
Victor Minetti compounded potassium phosphate prescribed as 163.5mm byt the {inal
product was potasstum phosphate 32,7 mm.

B. On or about August 16, 2015, in reference number 8571v64,
Reapondent Victor Minetti compounded lacosamide 200mg with a 20m] dose but
labeled it lacosamide 100mg,

- C, On or about Augﬁst 16, 2015, in reference number 1228385v71,
Respondent Victor Minetti compounded with octreotide 200 meg in 250ml NS but
labeled the final product octreotide 625mg.

D. On orabout September 18, 2015 and September 21, 2015,
Respondent Victor Minett: compounded Bevacizumab with 4 total volume of 114ml
ié;s‘:ead 0(1;' 100ml. The volume altered the final concentration of the compounded

g product,

E, On or about September 18, 2015 and September 21, 2015, Respondent
Victor Minetli compounded Tron Suctose in 100ml of sodium chloride Instead of the
proscribed 250ml. of sodium chloride. The volume altered the final concentration of
. the compounded drug product. _
r
STWENTIETH CAUSE FOR DISCIPLINE
(Un];)rof essional Conduct/Vaviation from Prescription)

. 47.  TRespondent Susan Schaidt i subject to disciplinary action pursuant to Business and

Regulation section 1716 and 17352 in that she compounded the following drugs incorreotly and

failed to obtaln consent of the preseriber for the deviation:

A, Respondent Susan Schmidt failed $o constitute vancomycin. in
accordance with the manufactarers reference mumbers 8582v41 and 25816v26,
ihereby altering the final compounded drug product

B. Respondent Susan Schmidt had errors on the following compounded

17
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presoriptions: Septeber 17, 2015 reference number 205647¢7; August 17, 2015,
 reference mumber 14275v441; Tuly 22, 20185, reference number 37484v86; July 21,
20135, reference mumbers 37484v77 and 154055v2.

TWENTY-FIRST CAUSE FOR DISCIPLINE
(Unprofegsional Conduct/Variation from Prescription)
48, Respondent Samuel Tong ig subject to disciplinary action pursuant to Business and
Professions Code section 4301 {3) and (o) in conjunction with Title 16, California Code of
Regulation section 1716 and 17352 in that he compounded the following drugs incorrécﬂy and
failed to obtain consent ;:)f the prescriber for.the deviation:

A. Onor gbout July 11, 2015, Respondent Sarnuel Tong compoundéd
RCL 20meq instead of the stated product of KCL 10meq.

B. On or about July 11, 2015, Respondent Samuel Tong compovmded
Folic acid 5mg. instead of the stated product Folic acid 2mg,

TWENTY-SECOND CAUSYE. FOR DISCIPLINE
(Unprofessional Condnet/Variation from. Prescription)
49.  Respondent Jasmine Dong is subject to discipligary action pursuant to Business and
7Professions Code section 4301 (j) and (o) in confunction with Title 16, California Code of
Regulation section 1716 and 1735.2 ity tﬁat she compounded the following drugs incorrectly and
failed to obtain consent of the prescriber for the deviation: .

A. On or about Tuly 10, 2015, Respondent Jastine Dong compounded
Versed 25 mg but labeled the final product Versed 1.00 mg,

B. Onor sbout July 10, 2015, Respondent Jasmine Dong corpounded
- Gilassia 7.6gm but labeled the final product Glassialgm. ~ - - - -

C. On or sbout July 10, 2015, Respondeﬁt Jasmine Dong compounded'
vancomycin 750mg instead of the stated produot vencomyein 1750mg,

o T..0On or gbout July 10, 2015, Respondent Jasmine Dong compounded ,

" sodium phosphatoe 30mm but labeled the final product sodium phosphate 20mrm.

: B. On or about August 18, 2015, Respondent Jasmine Dong compounded
hydromorphone 12.5mg but labeled the final product Dilaundid 50mg.

F. Opor about July 22, 2015, R@spondcﬁt Tasmine Dong compounded
Fmend without a stated strength but labeled the final product Emend 150 mg.
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TWENTY-THIRD CAUSE FOR DISCIPLINE
(Unprofessional Conduct/V ariuﬁon from Prescription)
50, - .Respoudént Son Nguyen is subject o disciplinary action pursuant to Business and
Professions Code section 4301 (7 and (0} in conjunction with Title 16, California Code of '
Regulation section 1716 and 1735.2 in that he coﬁxpounded the following drugs incorrectly and

failed to obtain consent of the prescriber for the deviation:

A. On or about September 17, 2015, Respondent Son Nguyen,
compounded Bevacizamab with a volume of 114m., instead of 100ml. The volume
altered the final concentration of the compounded drug product

B. On or about Septeber Angust 13, 2015, Respondent Son Nguyen
compounded Iron Sucrose in. 100ml of sodium instead of the prescribed 250ml of
sodium. The volume altered the final concentration of the compounded drug product

‘ C. On or sbout July 30, 2015, Respondent Son Nguyen. compounded
Crofad 4mg in 50ml of NS instead of the prescribed Crofab 2mg in 250ml N8,

D, On an poknown date, Respondent Son Nguyen compounded penicillin
10MU instead of the prescribed penicillin 6 MU. '

TWENTY-FOURTH CAUSE FOR DISCIPLINE
(Unprofessional Conduet/Review of Compounded Products)
51." Respondents Vietor Minetti, Susan Schmidt, Chad Ramos, Son Nguyen, Samuel Tong,

and Jasmine Dong ‘are subject to disciplinary action pursuant to Business and Professions Code

section 4301 () and (o) in conjunction. with Tifle 16, California Code of Regulation section

1751.3 (b) and 1735.2 () in that records obtained from Febiuary 2.6, 2015 to September 21, 2015,

--demonstrate-ﬂ{at Rﬁsﬁandent Schmeidt failed to properly review compounded products in that

there were calculation errors in compounded products dispensed; components and quantities
listed on compoxmﬂing Jogs did not correspond to the stated strength of the final product or label.
T ' TTTTTOTHER MATTERS

To determine the degree of discipline, if any, to be imposed on Respondent Daniel Quoc
Ngwryen, Compla.iﬁant alleges that on or about January 28, 1993, in a prioy disciplinary action
entitled In the Matter of the Accusation Against: Daniei- Quoc Nguyen before the Board of
Pharmacy, in Case Number 1612, Respondent's license was revoked stayed and placed on three
yoars probaﬁon for stealing testosterons, Anadrol and Nolvadex. in 1991 while employed at CVS
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thmacies in Orange County. Thet decision is now final and is incorporated by reference as if
fully set forth.

Additionally, Respondent Daniel Quoe Nguyen was issued Citation No, CI2013 61899

and fined in the amount of $2,500 for & viclation of Business and Professions Code section 4312

subd, (&) & (é) :for having an issued and valid permit when the pharmacy was not built or‘open.
|
PRAYER _

WHERBFORE, Complainant requests that a hearing be held on the matters herein alleged, and
that following the hearing, the Board of Phernacy issue a decision: "

1, Revoking or suspending Original Permit Number FISP 41557, issued to Oroville
Hospital Phawmacy; | .

2. Revoking or suspending Original Sterile Compounding i’m-mit Number LSC
100404, issued to Oroville Hospital Pharmacy;

3. Revalking or suspending Phacmacist License No. RPH 43487 to Daniel Quoe
Nguyen; | .

4, Revoking or suspending Phermacist Ticense No. RPH 35419 issued to Victor
Michael Minetti; ‘ |

5. Revoking c;r suspending Phatmacist License No, RPE 58496 issued to Susan
Schidt; |

6. -  Revoking or-suspending Pharmacist License No. RPH 67243 issued to Chad.

Miller - - ‘

Ramos; _
C g TRevoldng or susp éhid{ﬁé—?ﬁ'ai:xia'cﬁt"ﬂééiﬁé‘e Mo RPH 62061 issuet to Son Thin

Nguyen;

8. Revoking or susperding Phaxmacist License No, RPH 62917 to Samuel Tong,

9.  Revoking or suspending Phermacist License No. REEL 69270 issued to Jasmine
Brittany Dong; |
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10, Ordering Respondents Oroville Hospital; Daniel Quoc Nguyen; Victor Michael
Minetti; Susan S%hnﬁdt; Chad Miller Ramos; Son Thia Nguyer, and Jasmine Brittany Dong to
pay the Board of Pharmacy the reasonable costs of the investigation and enforcement of this case,
pursuant to Business and Professions Code section 125.3;
r‘ 11, Talking such other and further action as deemed necessary and proper.
] . .
Jile Ot
| DATED: D/l L g e |
IRGINIA HEROLD \
Bxeoutive Officer
o Board of Pharmacy :
: ' Department of Consumer Affairs
“ State of California
Complainant
8A2015105444
| 12085415.coc
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