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Renewal Application

Section 1:

Since your last renewal or recent licensure have you: (Please fill in completely)

Been diagnosed or treated for any mental illness, including alcohol or substance abuse, or
Physical condition that would impair your ability to perform the essential functions of
your license?

OYes ®No

1. Been charged, arrested or convicted of a felony or misdemeanor in any state?

|
L

O Yes ®No ‘ Upload Supporting Doc.

2. Been the subject of a board citation or an administrative action whether completed or

pending in any state?

X

The California Board of Pharmacy has filed an Accusation in response to a sterile
compounding error that occurred in March of 2015 at a California Hospital in which V¥

® Yes P No CA Boé{d&ﬂd&ﬁlﬂiﬂﬂ&k&\g%@ﬂf
' (includes/Uploads/96db9addb9bf41a0981f5065a90151bf. pdf)

3. Had your license subjected to any discipline for violation of pharmacy or drug laws in any

state?

https://nvbop.com/Renewal Application.aspx 12/18/2017
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OYes ®No ; Upload Supporting Doc.

If you marked YES to any of the numbered questions (1-3) above, include the following
possible.

Board Administrative Action:
State:

information.If you are unsure of an answer please type unknown.Please be as complete as

Page 2 of 4

California

Date:

10/10/2016

Casett:

5810

Criminal Action:
State:

Date:

Case#:

County:

Court:

Section 2:

1. Are you the subject of a court order for the support of a child?

I OYes ®No

OYes ONo

https://nvbop.com/Renewal Application.aspx

2. IF you marked YES to the question above, are you in compliance with the court order?

12/18/2017
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Section 3:

Continuing Education Certification:

Calculation=1.25 hours per month Date Range= 11/01/2015 — 10/31/2017

1. Pharmacists are exempt from completing CE for the first 2 years after graduation. Did you
graduate within the last 2 years?

OYes ®No

2. If you answered No to CE question 1 above, have you completed all YOUR required
number of Continuing Education hours, including 1 hour in an approved NV law program if
living or practicing in Nevada? ( If you are a pharmacist practicing out-of-state and are
currently in compliance with that state’s continuing education requirements please select

Yes.)
® Yes O No

Section 4.
Though it is NOT required to have, SB21 required the Board to ask if you have a Nevada
State Business license and if you do, please provide the number

NON-DISCIPLINARY STATE-MANDATED QUESTIONS:

1. Though it is NOT required to have, SB21 requires the Board to ask if you have a Nevada
State Business license and if you do, please provide the

|
t

Leave blank if non-applicable.

2. Have you ever served in the military, either active, reserve or retired?

OYes ®No

State:

L

Page 3 of 4
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Military Branch:

Dates of Service:

| From Date

To Date

Section 5:

It is a violation of Nevada law to falsify this application and sanctions will be imposed for
misrepresentation. | hereby certify that | have read this application. | certify that all
statements made are true and correct. | attest to knowledge of and compliance with the
guidelines of the Centers for Disease Control and Prevention concerning the prevention of
transmission of infectious agents through safe and appropriate injection practices. |
understand that Nevada law requires a licensed pharmacist who, in their professional or
occupational capacity, comes to know or has reasonable cause to believe, a child has been
abused/neglected, to report the abuse/neglect to an agency which provides child welfare
services or to a local law enforcement agency.

Yes, | Agree

Type your First Name and Last Name to Agree

[ Mimi Clayton

Save Changeql Generate License ]

https://nvbop.com/RenewalApplication.aspx 12/18/2017



December 5, 2017
DEC 14 2017

Nevada State Board of Pharmacy
431 W. Plumb Lane
Reno Nevada 89509

Re: Mimi N. Clayton
Pharmacy License No.: 19086

Dear Board of Pharmacy:

I am writing to notify you that, on November 29, 2017, the Board of Pharmacy, Department of
Consumer Affairs of the State of California approved a Stipulated Settlement and Disciplinary
Order (“Order”) with respect to my California license (No. RHP 46784). A copy of the Order is
included with this correspondence.

Pursuant to the Order, my California license is in probationary status for five (5) years. This is
the result of a medication error made by an employee under my supervision. A copy of the
Accusation is included with this correspondence. Among other things, it was my responsibility
to immediately retrieve or provide to the California Board Inspector the employer’s quality
assurance policy and procedure, and quality assurance reports for all affected patients; to
ensure all patients who received the wrong dose of the medication were identified within two
(2) business days from the date the medication error was discovered,; and to conduct an
investigation in compliance with the Board’s standards.

| take pride in my work and have a full appreciation for the impact it has on patients and others.
This has been a very difficult situation for me, from which | have grown both personally and
professionally. | view this as an opportunity to advance my knowledge, skills and service and
am fully committed to fulfilling the terms of probation with respect to my California license.

In fact, one of the terms of my probation requires me to enroll in a course in ethics pharmacy
law and compounding within 60 days of November 29. | enrolled and completed the course,
which is endorsed by the California Board of Pharmacy, on only the third day of my probation
(December 2). And, because | am committed to adhering to the highest quality of standards, |
am voluntarily exploring advanced ethics courses.

Another term of probation requires me to provide at least 20 hours of community service per
year during each year of probation. | am to submit to the California Board of Pharmacy, for its
approval, a community service program within 60 days of November 29. Within less than seven
(7) days, | have identified a program and had preliminary discussions with the organization
regarding my providing community service; | have also provided preliminary notice to the
California Board of Pharmacy. | have a follow-up meeting with the organization on December




15 and, will then — within approximately 15 days of November 29 — submit the community
service plan to the California Board of Pharmacy for approval.

I share these examples as a demonstration of my commitment to not only fulfilling the terms of
probation, but to illustrate my commitment to the profession and its standards.

| pride myself as being an honest, professional, and hard-working pharmacist who takes
initiative. | have earned trust and respect from colleagues over the years. For the Board’s
reference, | have included several letters from current and past colleagues, which speak to my
professional character.

I hope this communication with the Board is received as it was intended — as a demonstration
of my transparency, genuine intent to meet the expectations of my license(s), and my ongoing
efforts to grow professionally.

Please feel free to contact me with any questions.

Sincerely,

Mimi N. Clayto
License No.: 19086

Enclosures:  Stipulated Settlement and Disciplinary Order
Accusation
Letters of Reference (professional)




BEFORE THE

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

In the Matter of the Accusation Against:
MIMI N, CLAYTON

18300 Avenue 296

Exeter, CA 93221

Pharmacist License No. RPH 46784

Respondent.

Case No, 5810

OAH No. 2017010178

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 p.m. on November 29, 2017.

It is so ORDERED on October 30, 2017.

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

A

Amy Gutierrez, Pharm.D,
Board President
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XAVIER BECERRA
Attorney General of California
KENTD. HARRIS
Supervising Deputy Attorney General
DAVID E, BRICE
Deputy Attorney General
State Bar No. 269443
1300 I Street, Suite 125
- P.O. Box 944255
Sacramento, CA 94244-2550
Telephone: (916) 324-8010
Facsimile: (916) 327-8643
E-mail: David.Brice@doj.ca.gov
Attorneys for Complaznant

BEFORE THE
BOARD OF PHARMACY
'DEPARTMENT OF CONSUMER AFFAIRS

STATE OF CALIFORNIA
In the Matter of the Accusation Against: Case No. 5810
MIMI N. CLAYTON OAH No. 2017010178
18300 Avenue 296
Exeter, CA 93221 STIPULATED SETTLEMENT AND
Pharmacist License No, RPH 46784 DISCIPLINARY ORDER

Respondent.

ITIS 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 actioﬁ solely in her official capacity and is represented in this matter by
Xavier Becerra, Attorney General of the State of California, by David E. Brice, Deputy Attorney
General.

2, Mimi N. Clayton (Respondent) is represented in this proceeding by attorney Rachele
Berglund, whose address is; Herr Pedersen & Berglund, 100 Willow Plaza, Suite 300, Visalia,
California, 93291. |
"
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3. Onorabout October 15, 1993, the Board issued Pharmacist License No. RPH 46784

to Respondent. The Pharmacist License was in full force and effect at all times relevant to the
charges brought in Accusation No. 5810, and will expire on April 30, 2019, unless renewed.

JURISDICTION

4. Accusation No. 5810 was filed before the Board, and is currently pending against
Respondent. The Accusation and all other statutorily required documents were properly served
on Respondent on October 27, 2016. Respondent timely filed her Notice of Defense contesting
the Accusation, |

5. A copy of Accusation No. 5810 is attached as exhibit A and incorporated herein by
reference.

ADVISEMENT AND WAIVERS

6.  Respondent has carefully read, fully discussed with counsel, and understands the
charges and allegations in Accusation No. 5810. Respondent has also carefully read, fully
discussed with counsel, and understands the effects of this Stipulated Settlement and Disciplinary
Order.

7.  Respondent is fully aware of her legal rights in this matter, including the right to a
hearing on the charges and allegations in the Accusation; the right to confront and cross-examine
the witnesses against her; the right to present evidence and to testify on her 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 other applicable laws.

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

CULPABILITY

9.  Respondent admits the truth of each and every charge and allegation in Accusation
No. 5810.
10. Respondent agrees that her Pharmacist License is subject to discipline and she agrees

to be bound by the Board's probationary terms as set forth in the Disciplinary Order below.

2
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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 sti‘pulation and settlement, without notice to
or participation by Respondent or her counsel. By signing the stipulation, Respondent
understands and agrees that she may not withdraw her agreement or seek to rescind the stipulation
prior 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 shall be of no force or
effect, eicept 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, including PDF and facsimile
signatures thereto, shall have the same force and effect as the originals.

13. This Stipulated Settlement and Disciplinary Order is intended by the parties to be an
integrated writing represent'ing 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 may not be altered, amended, modified, supplemented, or otherwise changed excépt by a
writing eﬁecuted by an authorized representative of each of the parties.

14.  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
Disciplinary Order:

DISCIPLINARY ORDER
- ITIS HEREBY ORDERED that Pharmacist License No. RPH ».4678-4 issued to Respondent

Mimi N. Clayton is revoked. However, the revocation is stayed and Respondent is placed on
probation for five (5) years on the following terms and conditions.

i

"
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1. Obey All Laws

Respondent shall obey all state and federal laws and regulations.

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

e an arrest or issuance of a criminal complaint for violation of any provision of the
Pharmacy Law, state and federal food and drug laws, or state and federal controlled
substances laws

. a plea of guilty or nolo contendere in any state or federal criminal proceeding to any
criminal complaint, information or indictment
. a conviction of any crime
. discipline, citation, or other administrative action filed by any state or federal agencsr
which involves respondent’s Pharmacist License or which is related to the practice of
pharmacy or the manufacturing, obtaining, handling, distributing, billing, or charging
for any drug, device or controlled substance.
Failure to timely report such occurrence shall be considered a violation of probation.
2. Report to the Board
Respondent 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 directed. Among other
requirements, respondent shall state in each report under 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 reports as directed may be added to the total period of probation. Moreover, if
the final probation report is not made as directed, probation shall be automatically extended until
such time as the final report is made and accepted by the board.
3. Interview with the Board
Upon receipt of reasonable prior notice, respondent shall appear in person for interviews
with the board or its designee, at such intervals and locations as are determined by the board or its

designee. Failure to appear for any scheduled interview without prior notification to board staff,

4
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((15) days of respondent undertaking any new employment by or through a pharmacy employment

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 with Board Staff

Respondent shall cooperate with the board's inspecfion program and with the board's
monitoring and ihvestigation of respondent's compliance with the terms and conditions of her
probation. Failure to cooperate shall be considered a violation of probation,

5. Continuing Educatfo‘n

Respondent shall provide evidence of efforts to maintain skill and knowledge as a
pharmacist as directed by the board or its designee.

6. Notice to Employers

During the period of probation, respondent shall notify all present and prospective
employers of the decision in case number 5810 and the terms, conditions and restrictions, imposed
on respondent by the decision, as follows: .

Within thirty (30) days of the effective date of this decision, and within fifleen (15) days of
respondent undertaking any new employment, respondent shall cause her direct supervisor,
pharmacist-in-charge (including each new pharmacist-in-charge employed during respondent’s
tenure of employmentj and owner to repdrt to the board in writing acknowledging that the listed
individual(s) has/have read the decision in case number 5810, and terms and conditions imposed
thereby. It shall be respondent’s résponsibil‘ity to ensure that her employer(s) and/or supervisor(s)
su;tnmit timely aclknowledgment(s) to the board. -

If respondent works for or is employed by or through a pharmacy employment service,
respondent must notify her direct supervisor, pharmacist-in-charge, and owner at every entity
licensed by the board of the terms and conditions of the decision in case number 5810 in advance
of the respondent commencing work at each licensed entity. A record of this notification must be
provided to the board upon réqucst.

Furthermore, within thirty (30) days of the effective date of this decision, and within fifteen

service, respondent shall cause her direct supervisor with the pharmacy employment service to

S
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report to the board in writing acknowledging that she has read the decision in case number 5810
and the terms and conditions imposed thereby. 1t shall be respondent’s responsibility to ensure
that her employer(s) and/or supervisor(s) submit timely acknowledgment(s) to the board.
Failure to timely notify present or prospective employer(s) or to cause that/those
employer(s) to submit timely acknowledgments to the board shall be considered a violation of
probation.
"Employment” within the meaning of this provision shall include any full-time,
part-time, temporary, relief or pharmacy management service as a pharmacist or any
position for which a pharmacist license is a requirement or criterion for employment,

" whether the respondent is an employee, independent contractor or volunteer.

. 7. No Supervision of Interns, Serving as Pharmacist-in-Charge (PIC), Serving as
Designated Representative-in-Charge, Supervision of Compounding, or Serving as a
Consultant

During the period of probation, respondent shall not supervise any intern pharmacist, be the
pharmacist-in-charge or designated representative-in-charge of any entity licensed by the board,
supervise any compounding practice, nor serve as a consultant unless otherwise specified in this -
order. Assumption of any such unauthorized supervision responsibilities shall be considered a
violation of probation. After respondent completes two (2) years of probation, the board or its
designee, in its discretion and without the need for respondent to petition the board, may lift the
prohibition on supervision of compounding practice as deemed appropriate; this does not
preclude respondent from exercising any right of petition that exists under California law.

8. Reimburselﬁent of Board Costs

As a condition precedent to successful completion of probation, respondent shall pay to the
board its costs of investigation and prosecution in the amount of $11,194.50. Respondent shall
make said payments according to a payment plan approved by the board.

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.

"
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The filing of; bankruptey by respondent shall not relieve respondent of her responsibility to
reimburse the board its costs of investigation and prosecution.

9. Probation Monitoring Costs

Respondent shall pay any costs associated with probation monitoring as determined by the
board each and every. year of probaﬁon. Such costs shall be payable to the board on a schedule ag
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,

10.  Status of License

Respondent shall, at all times while on probation, maintain an active, current license with
the board, including any period during which suspension or probation is tolled. Failure to
maintain an active, current license shall be considered a violation of probation,

If respondent's license expires or is cancelled by operation of law or otherwise at any time
during the period of probation, fncluding any extensions thereof due to tolling or otherwise, upon
renewal or reapplication respondent’s license shall be subject to all terms and conditions of this
probation not previously satisfied.

11.  License Surrender While on Probation/Suspe;nsion

Following the effective date of this decision, should respondent cease practice due to
retirement or health, or be otherwise unable to satisfy the terms and conditions of probation,
respondent may tender her license to the board for surrender, The board or its designee shall have
the discretion Qhether to grant the request for surrender or take any other action it deems
appropriate and reasonab]e.v Upon formal acceptance of the surrender of the license, respondent
will no longer be subject to the terms and conditions of probation. This surrender constitutes a
record of discipline and shall become a part of the respondent’s license history with the board.

Upon acceptance of the surrender, respondent shall relinquish her pocket and wall license to
the board within ten (10) days of notification by the board that the surrender is accepted.
Respondent may not reapply for any license from the board for three (3) years from the effective

date of the surrender. Respondent shall meet all requirements applicable to the license sought as

/"
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of the date the application for that license is submitted to the board, including any outstanding

costs.

12. Notification of a Change in Name, Residence Address, Mailing Address or
Employment

Respondent shall notify the board in writing within ten (10) days 'of any change of
employment. Said notification shall include the reasons for leaving, the address of the new
employer, the.name of the supervisor and owner, and the work schedule if known. Respondent
shall further notify the board in writing within ten (10) days of a change in name, residence
address, mailing address, or phone number.

Failure to timely notify the board of any change in employer(s), name(s), address(es), or
phone number(s) shall be considered a violation of probation.

13, Tolling of Probation

Except during periods of suspension, respondent shall, at all times while on probation, be
employed as a pharmacist in California for 2 minimum of forty (40) hours per calendar month.
Any month during which this minimum is not met shall toll the period of probation, i.e., the
period of probation shall be extended by one month for each month during which this minimum is
not met, During any such period of tolling of probation, respondént must nonetheless comply
with all terms and conditions of probation,

Should respondent, regardless of residency, for any reason (including vacation) cease
practicing as a pharmacist for a minimum of forty (40) hours per calendar month in California,
respondent must nofify the board in writing within ten (10) days of the cessation of practice, and
must further notify the board in writing within ten (10) days of the resumption of practice. Any
failure to provide such notification(s) shall be considered a violation of probation.

It is a violation of probation for respondent's probation to remain tolled pursuant to the
provisions of this condition for a total period, counting consecutive and non-consecutive months,
exceeding thirty-six (36) months.

"Cessation of practice" means any calendar month during which respondent is
not practicing as a pharmacist for at least forty (40) hours, as defined by Business and

Professions Code section 4000 et seq. "Resumption of practice” means any calendar
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‘extended until the petition to revoke probation or accusation is heard and decided,

month during which respondent is praoticiﬁg as a pharmacist for at least forty (40)

hours as a pharmacist as defined by Business and Professions Code section 4000 et

seq.

14.  Violation of Probation |

If a respondent has not complied with any term or condition of probation, the board shall
have continuing jurisdiction over respondent, and probation shall automatically be extended, until
all terms and conditions have béen satisfied or the board has taken other action as deemed
appropriate to treat the failure to comply as a violation of probation, to terminate probation, and
to impose the penalty that was stayed.

If respondent violates probation in any respect, the board, after giving respondent notice
and an opportunity to be heard, may revoke probation and carry out the disciplinary 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 againgt respondcﬁt during probation, the

board shall have continuing jurisdiction and the period of probation shall be automatically

15,  Completion of Probation

Upon written notice by the board or its designee indicating successful completion of
probation, respondent's license will be fully restored.

16.  Community Service Program

Within sixty (60) days of the effective date of this decision, respondent shall submit to the
board or its designee, for prior approval, a community service program in which respondent shall
provide free health-care related services on a regular basis to a commﬁﬁitf or charitable facility or
agency for at least 20 hours per year during each year of probation. Within thirty (30) days of
board approval thereof, respondent shall submit documentation to the board demonstrating
commencement of the community service program. A record of this notification must be provided

to the board upon request. Respondent shall report on progress with the community service

11
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program in the quarterly reports. Fail}Jre to timely submit, commence, or comply with the
program shall be considered a violation of probation.

17. Remedial Education

Within sixty (60) days of the effective date of this decision, respondent shall submit to the
board or its designee, for prior approval, an appropriate progtam of remedial education related to
compounding, pharmacy law, and managing/supervising a pharmacy. The program of remedial
education shall consist of at least ten (10) hours during each year of the period of probation,
which shall be completed at respondent's-own expense. At least five (5) of these ten (10) units
shall be completed by attending “in person” C.E. All remedial education shall be in addition to,
and shall not be credited toward, continuing education (CE) courses used for license renewal
purposes,

Failure to timely submit or complete the apptoved remedial education shall be considered a
violation of probation. The period of probation will be automatically extended until such
remedial education is successfully completed and written proof, in a form aéceptable to the board,
is provided to the board or its designee.

FOllowihg the completion of each course, the board or its designee may require the
respondent, at her own expense, to take an approved examination to test the respondent's
knowledge of the course. If the respondent does not achieve a passing score on the examination,
this failure shall be considered a violation of probation. Any such examination failure shall
require respondent to take another course approved by the board in the same subject area.

18.  No Ownership of Licensed Premises

Respondent shall not own, have any legal or beneficial interest in, or serve as a manager,
administrator, member, officer, director, trustee, associate, or partner of any business, firm,
partnership, or corporation currently or hereinafter licensed by the board. Respondent shall sell
or transfer any legal or beneficial interest in any entity licensed by the board within ninety (90)
days following the effective date of this decision and shall immediately thereafter provide written
proof thereof to the board. Failure to timely divest any legal or beneficial interest(s) or provide

documentation thereof shall be considered a violation of probation.

10
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18, Etldey Course

Within sisty (60) calendar days of the effactive date of this degcision, respondent shall enrol|
it a courss in ethios i pharmacy law ard compounding, at respondent’s oxpense, approved in
advance by the board or its designee. Failure to initiate the course during the first year of
probation, and complete it within the secand year of probation, 15 a violation of probation,

Respondent shall submit a gertificate of completion to the board or jis desighes within five
days after completing the churse,

discussed It with my attorney, Rachele Berglund, 1 understand the stipulation and the &ffsot it

ACCEPTANCE

Thave carefully read the above Stipulated Settlement and Disciplinary Order and have fully

will have on my Pharmasist License. I enter into this Stipulated Setlerment and Distiplinary
Order voluntarily, kriowingly, and Intelligently, und agree to be bound by the Desislon and Ordor

of the Board of Pharmacy.

DATED: 9Q-7%. |7 /MM}% .
MIMI N, CLAYTON
Respondent

Thave reud and flly discussed with Reapotdent Mimi N, Clayton the terms and conditiong |

and other matters contained in the above Stipulated Settloment and Disciplinary Order. 1approve

its form .and oontent, -
DATED: Q}«ZSA"] . M’/g% /3/’—“
' RACHELE BERGL, s
Attorney for Respondent ) /ﬁ
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ENDORSEMENT

The foregoing Stipulated Settlement and Disciplinary Order is hereby respectfully

submitted for consideration by the Board of Pharmacy.

Dad ”t\m |20 -

SA2016101615
12825606.doox
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Respectfully submitted,

XAVIER BECERRA

Attorney General of California

KeNT D, HARRIS -
upervising De

y Attorney General
¢

DAVID E. BrICR
Deputy Attorney General
Attorneys for Complainant

STIPULATED SETTLEMENT (5810
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KAMALA D, HARRIS
Attorney General of California
KENTD, HARRIS
Supervising Deputy Attorney General
DAVIDE. BRICE
Deputy Attorney General
State Bar No. 269443
1300 I Street, Suite 125
P.O. Box 944255
Sacramento, CA 94244-2550
Telephone: (916) 324-8010
Facsimile: (916) 327-8643
Attorneys for Complainant

BETFORE THE

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

In the Matter of the Accusation Against:

MIMI N. CLAYTON
18300 Avenue 296
Exeter, CA 93221

Pharmacist License No. RPH 46784

Respondent.

Case No. 5810

ACCUSATION

Complainant alleges:

PARTIES

1. Virginia Herold (“Complainant”) brings this Accusation solely in her official capacity

as the Executive Officer of the Board of Pharmacy (“Board”), Department of Consumer Affairs.

2. Onor about October 15, 1993, the Board issued Pharmacist License Number RPH

46784 to Mimi N. Clayton (“Respondent™). On or about January 31, 2015, Respondent became

the pharmacist-in-charge of Emanue] Medical Center (“EMC”) located in Turlock, California.

The pharmacist license was in full force and effect at all times relevant to the charges brought

herein and will expire on April 30, 2017, unless renewed.

i
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JURISDICTION
3. This Accusation is brought before the Board under the authority of the following

laws. All section references are to the Business and Professions Code (“Code™) unless otherwise

indicated.

4,  Code section 4300 states, in pertinent part

(a) Every license issued may be suspended or revoked.

(b) The board shall discipline the holder of any license issued by the
board, whose default has been entered 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,

(4) Revoking his or her license.

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

5. Code section 4300.1 states:

The expiration, cancellation, 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 retired status, or the voluntary surrender of a license by a
licensee shall not deprive the board of jurisdiction to commence or proceed with any
investigation of, or action or disciplinary proceeding against, the licensee or to render
a decision suspending or revoking the license.

STATUTORY AND REGULATORY PROVISIONS -

6.  Code section 4301 states, in pertinent part:

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

(c) Gross negligence.

(0) Violating or attempting to violate, directly or indirectly, or assisting in
or abetting the violation of or conspiring to violate any provision or term of this

2
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chapter or of the applicable federal and state laws and regulations governing
pharmacy, including regulations established by the board or by any other state or
federal regulatory agency . . ..

7. Code section 4113, subdivision (c), states that “[t]he pharmacist-in-charge shall be
responsible for a pharmacy's compliance with all state and federal laws and regulations pertaining
to the practice of pharmacy.”

8. Title 16, California Code of Regulations (“CCR”), section 1711 states, in pertinent
part:

(a) Each pharmacy shall establish or participate in an established quality
assurance program which documents and assesses medication errors to determine
cause and an appropriate response as part of a mission to improve the quality of
pharmacy service and prevent errors.

(b) For purposes of this section, "medication error" means any vatiation
from a prescription or drug order not authorized by the prescriber, as described in
Section 1716. Medication error, as defined in the section, does not include any
variation that is corrected prior to furnishing the drug to the patient or patient's-agent
or any variation allowed by law,

(¢)(1) Each quality assurance program shall be managed in accordance
with written policies and procedures maintained in the pharmacy in an immediately
retrievable form.

(2) When a pharmacist determines that a medication error has occurred, a
pharmacist shall as soon as possible:

(A) Communicate to the patieht or the patient's agent the fact that a
medication error has ocourred and the steps required to avoid injury or mitigate the
error,

(B) Communicate to the prescriber the fact that a medication error has
occurred,

e

(3) The communication requirement in paragraph (2) of this subdivision
shall only apply to medication errors if the drug was administered to or by the patient,
or if the medication error resulted in a clinically significant delay in therapy.

(d) Each pharmacy shall use the findings of its quality assurance program
to develop pharmacy systems and workflow processes designed to prevent medication
errors. An investigation of each medication etror shall commence as soon as is
reasonably possible, but no later than 2 business days from the date the medication
error is discovered. All medication errors discovered shall be subject to a quality
assurance review.

"
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(e) The primary purpose of the quality assurance review shall be to
1 advance error ptevention by analyzing, individually and collectively, investigative i
: and other pertinent data collected in response to a medication error to assess the cause
2 and any contributing factors such as system or process failures. A record of the
, quality assurance review shall be immediately retrievable in the pharmacy. The
3 record shall contain at least the following: :
: . §
| - , . . !
| 4 1. the date, location, and participants in the quality assurance review; ;
: 5 2. the pertinent data and other information relating to the medication :
error(s) reviewed and documentation of any patient contact required by subdivision ;
6 O} :
7 3. the findings and determinations generated by the quality assurance
g review; and,
4, recommend changes to pharmacy policy, procedure, systems, or
: 9 processes, if any.
10 The pharmacy shall inform pharmacy personnel of changes to pharmacy
; policy, procedure, systems, or processes made as a result of recommendations
11 generated in the quality assurance program. :
12 () The record of the c%uality assurance review, as provided in subdivision
: (e) shall be immediately retrievable in the pharmacy for at least one year from the .
: 13 date the record was created . . . ;
i ]
: 14 9.  Title 16, CCR, section 1735.2 states, in pertinent part: :
E
15
%
16 (d) A drug product shall not be compounded until the pharmacy has first
| prepared a written master formula record that includes at least the following elements: 5
7 é
| (1) Active ingredients to be used.
8 ?
9 (2) Equipment to be used.
20 (3) Expiration dating requirements. ‘
. (4) Inactive ingredients to be used. [
(5) Process and/or procedure used to prepare the drug, E
22 ;
2 (6) Quality reviews required at each step in preparation of the drug,
, j
o (7) Post-compounding process or procedures required, if any . . .
25 COST RECOVERY
26 10. Code section 125.3 provides, in pertinent part, that a Board may request the
27 || administrative law judge to direct a licentiate found to have committed a violation or violations of
28 || /M
4
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the licensing act to pay a sum not to exceed the reasonable costs of the investigation and

enforcement of the case.

DRUG CLASSIFICATIONS

11.  *“Vancocin” is the brand name for vancomycin, an antibiotic, Vancocin is a
dangerous drug pursuant to Code section 4022,
STATEMENT OF FACTS

12, Onor about March 9, 2015, Respondent contacted Board Inspector D. P. and
informed her that L. L., a staff pharmacist at EMC, had made a medication error on March 8,
2015. Respondent reported that L. L, had prepared vancomycin [V bags with a medication dose
less than the Jabeled dose. Respondent asked the inspector if the medication error needed to be
reported to the Board. The inspector told Respondent that the Board’s first concern was the
determination of patient care issues related to the mecllication etror; the Board’s second concern
was that the medication error was appropriately investigated per Title 16, CCR, section 1711.

13.  On or about March 10, 2015, Respondent called the inspector and told her that the
medication error had caused the death of a patient (Respondent informed the inspector later that
the sub-therapeutic dose of vancomycin was not a factor in the patient’s death), Respondent also
stated that L. L. had been placed on administrative leave because she admitted she had not
checked the strength of the vancomycin stock bottle, but had just verified it was the right drug,

14.  That same day (March 10, 2015), the inspector received various emails from L. L.,
which she had sent to Respondent, including an email dated March 8, 2015. L. L. stated in the
email that she had discovered her medication error that day. L. L. explained that she had used a
stock vial containing 5 gm of vancomycin instead of 10 gm of vancomycin and that the
compounded vancomycin IV bags had contained one-half of the labeled strength of the drug.

L. L. found that 51 vancomycin IV bags had been prepared incorrectly on March 6 and 7, 2015,
and that 29 doses had been administered to patients. Once L. L. discovered the error, she
immediately pulled all of the incorrect doses from all areas of EMC, L. L. identified 14 patients,
who might have received the reduced doses of vancomycin, and contacted almost all of the

patients’ physicians. On or about March 8, 2015, Respondent sent L. L. an email asking her to

5
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see if patients needed to be notified of the medication error, and instructing her to review the

current policy. Respondent also instructed L. L. to create a new storage bin for the vancomycin 5
gm dose and to contact “Thao” (pharmacist T, L., EMC’s Clinical Pharmacy Coordinator) to
create a new compound worksheet,

15.  Onor about March 9, 2015, L. L. sent Respondent an email, stating that she had
contacted all of the physicians whose patients may have received a reduced dose of vancomycin
and that the kinetic pharmacist was following all of the patients who were currently on
vancomycin, Respondent sent L. L. an email stating that she (“Respondent™) would speak to the
patients, Respondent again instructed L. L. to find the policy on disclosing medication errors to
patients. L. L. sent Respondent a reply, stating that since she was working as a staff pharmacist,
T. L. would be doing the “Verge” reporting (Verge was the in-house name for the medication
error/quality assurance reports).

16.  On or about March 11, 20135, the inspector had several telephone discussions with
L. L. L. L. told the inspector EMC had discovered that other pharmacists had also made the same
medication error; i.e., they had used a 5 gm stock bottle rather than a 10 gm stock bottle of
vancomycin, L. L. stated that pharmacy staff had not been informed EMC had received a
vancomyein 5 gm stock bottle when a vancomyein 10 gm stock bottle had been used previously,
which contributed to the medication error.

17. On or about March 12, 2015, the inspector called EMC and spoke with T. L. T. L. |
told the inspector she was responsible for investigating and documenting medication errors and
that for some unknown reason, she was being excluded from the vancomyein investigation.

18, On or about March 13, 2015, the inspector went to EMC to conduct an inspection of

the pharmacy. The inspector met with T. L. and obtained copies of T, L.’s email communications |

with Respondent and EMC’s medication error policies and procedures. T. L. told the inspector
that as Clinical Coordinator, she had always been in charge of investigations of medication errors
and of entering the errors into EMC’s “Verge” system. T. L. stated that she had come a long way
in the investigation of the vancomycin error before Respondent told her to stop. The inspector

reviewed the emails and found as follows:

(MIMI N, CLAYTON) ACCUSATION
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a.  T.L.told Respondent in an email dated March 9, 2015, that she was completing the

Verge incident reports and investigation of patients affected by the vancomycin medication error,
Respondent sent T. L. a reply, asking T. L. to keep her in the loop of any updates.

. OnMarch 11, 2015, T. L. sent Respondent an email containing a summary of her
vancomycin medication error findings, including the following: 1) 25 vials of vancomycin 5 gm
had been delivered to EMC on February 26, 2015, and 15 vials had been delivered on March 9,
2015; 2) T. L. identified the 2 lot numbers involved; 3) potentially 130 bags of IV vancomycin
were compounded incorrectly, starting on February 26, 2015; 4) it was unknown how many bags
had reached the patients because the pharmacy department did not track which lot was dispensed
to which patients; and 5) T, L. ran a Meditech report, which showed that a total of approximately
87 patients received IV vancomycin between February 19, 2015 and March 8, 2015,

¢.  OnMarch 12, 2015, Respondent sent T. L. an email, stating that she (T, L.) was
“independently doing this (the investigation)” without any instructions from Respondent and that
Respondent needed her to stop.

19.  During the inspection, the inspector went to the pharmacy and observed Respondent
and pharmacy technician A. W. digging through a pharmacy waste bin. About 15 empty glass
vials were laid out on the floor. The inspector asked Respondent and A. W. what they were
doing. A. W. told the inspector they were looking at empty vancomycin bottles to try and
determine all of the vancomycin lot numbers that were involved in the medication error. The
inspector asked Respondent why they were just now looking to identify the lot numbers of the
vancomycin. Respondent stated that they just found out more patients received inaccurate doses
ofthe drug. The inspector asked Respondent who was in charge of the investigation. Respondent
stated L. L. The inspector asked Respondent how that would work since L. L. was on
administrative leave. Respondent claimed that A. W. was actually in charge, then admitted that
she, herself, was in charge of the investigation. The inspector asked A, W, if there was a master
formula or compounding log worksheet for 5 gm vancomycin in the pharmacy prior to the time
the vancomycin 5 gm was received. A, W. said no.

1
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20.  The inspector asked Respondent if she had written quality assurance reports on all of

the affected patients. Respondent stated that medication etror information on 19 patients had
been input into the Verge program, but admitted that quality assurance reports were not prepared
for 68 patients, The inspector asked Respondent to show her the medication error forms.
Respondent stated that she did not have access to the Verge program, but would have the forms
printed. Respondent left to obtain copies of the forms. Later, A. W. provided the inspector with
only one of the 19 medication error forms. The inspector asked Respor;dent for a copy of EMC’s
medication error policy. Respondent began checking her computer. About 15 minutes later,
Respondent found the policy and provided a copy to the inspector.
FIRST CAUSE FOR DISCIPLINE
(Failure to Comply with Quality Assurance Program)

21. Respondent is subject to disciplinary action for unprofessional conduct pursuant to
Code section 4301, subdivision (o), in that Respondent failed to comply with Title 16, CCR,
section 1711, as follows:

a. On or about March 1 3, 2015, Respondent failed to immediately retrieve or provide to
Board Inspector D. P. EMC pharmacy’s quality assurance policy and procedure.

b.  Respondent provided Board Inspector D. P. with a copy of only one quality assurance
report relating to the pharmacy’s vancomyein medication error when, in fact, there were a total of
approximately 87 patients who could have been affected by the medication error.

SECOND CAUSE FOR DISCIPLINE

(Gross Negligence)

22. Respondent is subject to disciplinary action for unprofessional conduct pursuant to
Code section 4301, subdivision (b), in that Respondent committed acts or omissions constituting
gross negligence, as follows:

8. Respondent failed to identify the patients who received the wrong dose of the
vancomyein within 2 business days from the date the medication error was discovered.
n
"
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b.  Respondent made an assessment that no patient had been harmed by the pharmacy’s
vancomycin medication error prior to identifying all of the patients who were possibly affected by
the medication error.

¢.  Respondent failed to concentrate on patient care issues during the initial investigation
of the vancomycin medication error and instead, focused the investigation on assigning blame to
the person(s) involved in the error,

d. Respondent failed to follow EMC’s Administrative Policy No, 07-09-01 to promote a
non-punitive process in the investigation of the vancomycin medication error in that Respondent
initiated punitive action against L. L., who discovered and reported the medication error.

e.  Respondent failed to utilize all resources available to her to investigate and determine
the cause of the vancomycin medication error, to identify the patients who could possibly have
been affected by the medication error, and to provide an appropriate response to the medication
error as part of a mission to improve the quality of EMC’s pharmacy service and prevent errors.

f.  Respondent failed to identify the lot numbers of the vancomycin 5 gm vials that were
obtained and used in error in the preparation of the compounded vancomycin IV bags within 5
days from the discovery of the vancomycin medication error.

g.  Respondent failed to review the pharmacy’s compounding records to determine the
actual number of vancomycin preparations that were compounded in error.

h.  Respondent failed to immediately retrieve or provide to Board Inspector D. P. the
pharmacy’s quality assurance policy and procedure, as set forth in subparagraph 21 (a) above.

i Respondent failed to immediately identify herselfto Board Inspector D. P, as the
person in charge of EMC’s investigation of the vancomycin medication error.

Je Respondent failed to provide accurate medication error event data to Board Inspector
DR

k.  Respondent subverted, or attempted to subvert, a thorough investigation of the
vancomycin medication error.

i
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THIRD CAUSE FOR DISCIPLINE

(Faﬂuré to Prepare Master Formulas Prior to Compounding)

23, Respondent is subject to disciplinary action for unprofessional conduct pursuant to
Code section 4301, subdivision (o), in that Respondent violated Title 16, CCR, section 1735.2,
subdivision (d), as follows: Respondent failed to prepare a written master formula for the use of
the vancomycin 5 gm that was used in the compounding of the vancomycin IV bags, which
contributed to the pharmacy’s vancomycin medication error.

PRAYER

WHEREFORE, Complainant requests that a hearing be held on the matters herein alleged,
and that following the hearing, the Board of Pharmacy issue a decision: |

1. Revoking or suspending Pharmacist License Number RPH 46784, issued to Mimi N,
Clayton;

2. Ordering Mimi N. Clayton 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; and

3. Taking such other and further action as deemed necessary and proper.

DATED: [/ O//O // 4

VIRGINIA HEROLD

Executive Officer

Board of Pharmacy

Department of Consumer Affairs
State of California

Complainant

SA2016101615
12423535.docx
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Nevada State Board of Pharmacy — Renewal Application - PHARMACIST

431 W Plumb Lane * Reno, NV 89509 « nvbop.com

For the period of November 1, 2017 to October 31, 2019
Money Order ONLY (NO BUSINESS or PERSONAL CHECKS, NO CASH)
$180.00 (postmarked on or before 10/31/2017) OR $320.00 (postmarked after 10/31/2017)

LICENSE: 16985

Kristen Rae Gorski
COLFAX HWY,

Grass Valley, CA 95945

Please make any changes lo name or address next to the old infarmation

RENEW BY MAIL RENEW ONLINE

1. Complete ALL sections on this form 1. Go to nvbop.com
2. Sign and date this form <OR> | 2 FOLLOW the instructions on the page
3. Sen.d I\IO with this form (do NOT staple) 3. Once you've successfully completed your license renewal, you will receive an
4, Mail original form/payment to address above oo . . . A A r
5. NO COPIES email with a link to your certificate. We no longer mail certificates so
6. NO SIGNATURE STAMPS ACCEPTED please/do not discaid (hisllints
Section 1:  Since your last renewal or recent licensure have you:  (Please fill in completely) Yes No

Been diagnosed or treated for any mental iliness, including alcohol or substance abuse, or

Physical condition that would impair your ability to perform the essential functions of your license?........ o x
1. Been charged, arrested or convicted of a felony or misdemeanor in any state? ... R (
2. Been the subject of a board citation or an administrative action whether completed or pending in any state?....... K O
3. Had your license subjected to any discipline for violation of pharmacy or drug laws in any state?.........coceemennnenne q 0
If you marked YES to any of the numbered questions (1-3) above, include the following information & letter of explanation:
Board Administrative Action: State _____Date: Case #:

Ch (oo zonyt 59%4

Criminal State Date: i __Case #: County Court
Action: / / |
Section 2: Yes No
Are you the subject of a court order for the support of a chiid? m} =4
IF you marked YES to the question above, are you in compliance with the court order? [m] =]

Section 3: (Fees apply to either status) (see colored insert for details)

By signing below, you certify that you have completed ALL required CE Hours due for the 17/19 Renewal period.

(Dated from Nov. 1, 15— Oct. 31, 17, 1.25hrs per mo.). The exemption period is 2yrs after graduation only.

OR vou may check the box for Inactive if you did NOT complete CE  You cannot renew online if you change to Inactive
Inactive - O By checking this box you certify that you are NOT practicing in NV and do not wish to comply with the CE requirements of NV and would
like your license changed to inactive status. Before re-activating your license it will be necessary to submit an application and to become compliant
with current CE requirements (NAC 639.219). See reverse of insert for more information.

Section 4: NON-DISCIPLINARY STATE-MANDATED QUESTIONS
1. Though it is NOT required to have, S821 requires the Board to ask if you have a Nevada State Business license and if you do, please provide the
#: Leave blank if non-applicable

2. Have you ever served in the military, either active, reserve or retired?  YesO No Branch: -

Military Occupation/Specialty: Dates of Service:_
Section 5: It is a violation of Nevada law to faisify this application and i will be imposed lor misrep i | hereby certity thal | have read this application. | certlfy that all
stataments madse are true and correct. | attest ta k [ of and pli with the guideli of the Cenlers for Disease Control and Pravention concerning the Pravention of transmission of

infectious agents through safe and appropriale Injection practices. | understand that Nevada law requires a licensed pharmacist who, in their p | or pacity, comas to know
or has reasonable cause to bellave, a child hag been abused/neglected, to report the abuse/neglact to an agency which provides child welfara services or to a local law enforcement agency.

Original Signature: Date: 10 /_30/_1F

0




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
ANGALINE MARIE WUSSTIG, PIC -

1101 Maidu Drive, #200 ' STIPULATED SETTLEMENT AND
Auburn, CA 95603 DISCIPLINARY ORDER
Pharmacy Permit No, PHY 49228,

ANGALINE MARIE WUSSTIG

3813 Rogue River Circle

West Sacramento, CA 95691
Pharmacist License No. RPH 69944,

and

KRISTEN R. GORSKI
+ Colfax Highway
Grass Valley, CA 95945
Pharmacist License No. RPH 67057
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 March 1, 2017,

It is so ORDERED on January 30, 2017,
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

By

Amy Gutierrez, Pharm.D.
Board President
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KAMALA D, HARRIS
Attorney General of California
JANICE K. LACHMAN
Supervising Deputy Attorney General
ANAHITA S. CRAWFORD
Deputy Attorney General
State Bat 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:

SIERRA COMPOUNDING PHARMACY
ROBERT HILBERT SETWERT, OWNER
ANGALINE MARIE WUSSTIG, PIC
1101 Maidu Drive, #200
Auburn, CA 95603
Pharmacy Permit No. PHY 49228,
ANGALINE MARIE WUSSTIG
3813 Rogue River Circle
West Sacramento, CA 95691
Pharmacist License No, RPH 69944,

and
KRISTEN R. GORSKI

Colfax Highway
Grass Valley, CA 95945

Pharmacist License No, RPH 67057

Respondents,

IT 1S HEREBY STIPULATED AND AGREED by and between the parties to the above-

Case No. 5534
OAH No. 2016061130

STIPULATED SETTLEMENT AND
DISCIPLINARY ORDER

entitled proceedings that the following matters are true:

I

STIPULATED SETTLEMENT (5534)
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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
Kamala D. Harris, Attorney General of the State of California, by Anahita S. Crawford, Deputy
Attorney General

2. Respondent Kirsten R. Gorski, PIC {Respondent) is represented in this proceeding by
attorney Natalia Mazina of Kelly, Hocket, & Klein, P.C. whose address is: 44 Montgmery Street,
Suite 1500, San Francisco, CA. 94104,

3. Onor about April 19, 2012, the Board issued Pharmacist License Number RPH
67057 to Kristen R. Gorski (“Respondent Gorski”). The pharmacist license was in filll force and
effect at all times relevant to the charges brought herein and will expire on September 30, 2017,
unless tenewed. |

JURISDICTION

4. Accusation No. 5534 was filed before the Board, and is cutrently pending against
Respondent. The Accusation and all other statutorily required documents were properly served
on Respondent on May 24, 2016. Respondent timely filed her Notice of Defense contesting the
Accusation.

5. Acopy of Accusation No. 5534 is attached as exhibit A and incorporated herein by

teference.

ADYISEMENT AND WAIVERS

6.  Respondent has carefully tead, fully discussed with counsel, and understands the
charges and allegations in Accusation No. 5534. Respondent has also carefilly read, folly
discussed with counsel, and understands the effects of this Stipulated Settlement and Disciplinary
Order; ‘

7. Respondent is fully éware of her legal rights in this matter, including the right to a
hearing on the charges and allegations in the Accusation; the right to confront and cross-examine
the witnesses against her; the right to present evidence and to testify on her own behalf; the right

to the issuance of subpoenas to compel the attendance of witnesses and the production of

2
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documents; the right to reconsideration and court review of an adverse decision; and all other

rights accorded by the California Administrative Procedure Act and other applicable laws.

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

CULPABILITY

9. Respondent admits the truth of each and every charge and allegation in Accusation
No. 5534.

10.  Respondent agrees that her Pharmacist License is subject to discipline and she agrees
io be bound by the Board's probationary termns as set forth in the Diseiplinary Order below.

~ CONTINGENCY

11.  This stipylation 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 settlement, without notice to
or participation by Respondent or her counsel. By signing the stipulation, Respondent
undetstands and agrees that he may not withdraw her agreement or seek to rescind the stipulation
prior 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 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, including PDF and facsimile
signatures thereto, shall have the same force and effect as the originals,

13.  This Stipulated Settlement and Disciplinary Order is intended by the parties to be an
integrated writing representing the completé, 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 may not be altered, amended, modified, supplemented, or otherwise changed except by a

writing executed by an authorized representative of each of the patties.

3
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14.  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
Discipiir_xary Order: .
DISCIPLINARY ORDER

IT IS HEREBY ORDERED that Pharmacist License Number RPH 67057 issued to Kristen
R. Gorski is revoked. However, the revocation is stayed and Respondent is placed on probation
for two (2) years on the following terms and conditions.

1. Obey All Laws

Respondent shall obey all state and federal laws and regulations.

Respondent shall report any of the following occurrences to fhe board, in writing, within

seventy-two (72) hours of such occurrence:

*  anarrestor issuance of a criminal complaint for violation of any provision of the
Pharmacy Law, state and federal food and drug laws, or state and federal coutrolled
substances laws

’ a plea of guilty or nolo contendre in any state or federal criminal proceeding to any

| criminal complaint, information or indictment

* a coﬁviciion of any crime

. discipline, citation, or other administrative action filed by any state or federal agency
which involves respondent’s Pharmaist License or which is related to the practice of
pharmacy or the manufacturing, obtaining, handliné, distributing, billing, or charging
for any drug, device or controlled substance.

Failure to timely report such dccurrence shall be considered a violation of probation.

2. Reéport to the Board

Respondent shall repiort to the board quafteriy, on a schedule as directed by the board or its

designee. The report shall be @de either in person or in writing, as directed. Among other

requirerents, respondent shall state in each report under 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
4

STIPULATED SETTLEMENT (5534)




—

0 0 N N W N

8 IR RBRIVREEBEGEGs I & R2& L 2B

in submission of reports as directed may be added to the total period of probation. Moreover, if

the final probation report is not made as directed, probation shall be automatically extended until
such time as the final report is made and accepted by the board.
3. Inmterview with the Board

Upon receipt of reasonable prior notice, respondent shall appear in person for interviews
with the board or its designee, at such intervals and locations as are determined by the board or its
designee. Failure to appear for any scheduled interview without prior notification to board staff,
or failure to appeat 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 with Board Staff

Respondent shall cooperate with the board's inspection program and with the board's
monitoring and investigation of respondent's compliance with the terms and conditions of her
probation. Failure to cooperate shall be cansidered a violation of probation.

5. Continuing Education

Respondent shall provide evidence of efforts to maintain skill and knowledge as a
pharmacist as directed by the board or its designee. &

6. Notice to Employers

During the period of probation, respondent shall riotify all present and prospective
employers of the decision in case number 5534 and the terms, conditions and restrictions irnposed
on respondert by the decision, as follows:

Within thirty (30) days of the effective date of this decision, and within fifteen (15) days of
respondent undertaking any new employment, respondent shall cause her direct supervisor,
pharmacist-i-charge (including each new pharmacist-in-charge employed during respondent’s
tenure of employment) and owner to report to the board in writing acknowledging that the listed
individual(s) bas/have read the decision in case number 5534, and terms and conditions imposed
thereby. It shall be regpondent’s responsibility to ensure that her employer(s) and/or supetvisor(s)

submit timely acknowledgment(s) to the board.

STIPULATED SETTLEMENT (5534)
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If respondent works for or is employed by or through a pharmacy employment service,

respondent must notify her direct supervisor, pharmacist-in-charge, and owner at every entity
licensed by the board of the terms and conditjons of the decision in case muraber 5534 in advance
of the respondent commencing work at each licensed entity. A record of this notification must be
provided to the board upon request. |

Furthermore, within thirty (30) days of the effective date ofthis decision, and within fifteen
(15) days of respondent undertaking any new employment by or through a pharmacy employment
service, respondent shall cause her direct supervisor with the phatmacy employment service to
report to the board in writing acknowledging that he has read the decision in case number 5534
and the terms and conditions imposed thereby. It shall be respondent’s responsibility to ensure
that her employer(s) and/or supervisor(s) submit timely acknowledgment(s) to the board.

 Failure to timely notify present or prospective employer(s) or to cause that/those

employex(s) to submit timely acknowledgments to the board shall be considered a violation of

_ probation.

"Bmployment" within the meaning of this provision shall include any full-time,
part-time, temporary, relief or pharmacy management service as a pharmacist or any
position for which a pharmacist license is a requirement or criterion for employment,

whether the respondent is an employee, independent contractor or volunteer.

7. No Supervision of Interns, Serving as Pharmacist-in-Charge (PIC), Serving as
Designated Representative-in-Charge, or Serving as a Consultant

During the period of probation, respondent shall not supervise any intern pharmacist, be the
pharmacist-in-charge or designated representative-in-charge of any entity licensed by the board

nor serve as a consultant unless otherwise specified in this order. Assumptior of any such

unauthorized supervision responsibilities shall be considered a violation of probation.

8.  Probation Monitoring Costs

Respondent shall pay any costs associated with probation momnitoring as determined by the

' board each and every year of probation. Such costs shall be payable to the board on & schedule as

STIPULATED SETTLEMENT (3534)
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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.

9.  Status of License

Respondent shall, at all times while on probation, maintain an active, current license with
the board, including any period during which suspension or probation is tolled, Failure to
mnaintain an active, current license shall be considered a violation of probation.

Ifrespondent's license expires or is cancelled by operation of law or otherwise at any time
during the period of probation, including any extensions thereof due to tolling or otherwise, upon
renewal or reapplication respondent's license shall be subject to all terms and conditions of this
probation not previously satisfied.

10. License Surrender While on Probation/Suspension

Following the effective date of this decision, should respondent cease practice due to
retirement or health, or be otherwise unable to satisfy the terms and conditions of probation,
respondent may tender her license to the board 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 Ionger be subject to the terms and conditions of probation. This surrender constitutes a
record of discipline and shall becorne a part of the respondent’s license hertory with the board.

Upon acceptance of the surrender, respondent shall relinquish her pocket and wall license to
the board within ten-(10) days of notification by the board that the surrender is accepted.
Respondent may nth reapply for any license from the board for three (3) years from the effective |
date of the surrender. Responident shall meet all requirements applicable to the license sought as
of the date the application for that licenss is submitted to the board, including any cutstanding

costs.

11. Notification of a Change in Name, Residence Address, Mailing Address or
Employment

Respondent shall notify the board in writing within ten (10) days of any change of

employment. Said notification shall include the reasons for leaving, the address of the new

7
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|| employer, the name of the supervisor and owner, and the work schedule if known. Respondent

shall further notify the board in writing within ten (10) days of a change in name, residence
address, mailing address, or phone number.

Failute to timely notify the board of any change in employer(s), name(s), address(es), or
phone number(s) shall be considered a violation of probation.

12.  Tolling of Probation

Except during periods of suspension, respdndent shall, at all times while on probation, be
employed as a pharmacist in California for a minimum of 40 hours per calendar month. Any
month during which this mininum is not met shall toll the period of probation, i.e., the period of
probation shall be extended by one month for each month during which this minimum is not met.
During any such period of tolling of probation, respondent must nonetheless comply with all
terins and conditions of pfobation. |

Should respondent, regardless of residency, for any reason (including vacation) cease
practicing as a pharmacist for a minimum of 40 hours per calendar month in California,
respondent must notify the board in writing within ten (10) days of the cessation of practice, and
must further notify the board in writing within ten (10) days of the resumption of practice. Any
failure to provide such hotiﬂca'tion(s) shall be considered a violation of probation.

It is a violation of probation for respondent's probation to remain tolled pursuant to the
provisions of this condition for a total petriod, counting consecutive and non-consecutive months,
exceeding thirty-six (36) months.

"Cessation of practice" means any calendar month during which respondent is

not practicing as 4 pharmacist for at least 40 hours, as defined by Business and

Professions Code section 4000 et seq . "Resumption of practice” means any calendar

month during which respondent is practicing &5 a pharmacist for at Jeast 40 hours as a

pharmacist as defined by Business and Professions Code section 4000 et seq.

13. Vielation of Probation

If a respondent has not complied with any term or condition of probation, the board shall

have continuing jurisdiction over respondent, and probation shall automatically be extended, until

8
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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 violation of probation, to terminate probation, and
to impose the penalty that was stayed.

If respondent violates probation in any respect, the board, after giving tespondent notice
and an opportunity to be heard, may revoke probation and carry out the disciplinary 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. 1f
a petition to revoke probation or an accusation is filed against respondent diring 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.

14.  Completion of Probation

Upon written notice by the board or its designee indicating successful completion of
probation, respondent's license will be fully restored.

15. Remiedial Education

Within thirty (30) days of the effective date of this decision, respondent shall submit to the
board or its designee, for prior approval, an appropriate program of remedial education related to
compounding drugs. The program of remedial education shall consist of at Ieast 10 hours, which
shall be completed within 30 months at respondent's own expense. All remedial education shall
be in addition to, and shall not be credited toward, continuing education (CE) courses used for
license renewal purposes.

Failure to timely submit or complete the approved remedial education shall be considered a
violation of probation. The period of probation will be automatically extended until such
remedial education is successfully completed and written proof, in a form acceptable to the board,
is provided to the board or its desighee.

Following the completion of each course, the board or its designee may require the
respondent, at her own expense, to take an approved examination to test the respondent's
knowledge of the course. If the respondent does not achieve a passing score on the examination,

N
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, Hliberc Semert Owner Angalme Marle ‘Wusstig, PIC the terms and conditions and other rnatters

|| this failure shall be considered a violation of probation. Any such examination failure shall

i voluntanly, knowirigly, and mtclhgenﬂy, and agree to be bound by the D801810n and Order of the S
" Board of Pharmacy. '

_have on my Pharmacist License, I enter into this Stipulated Settlement and Dlsciphna:y Order

content o 7
(,, e T
DATED; | AT
B Nov. 17 2016 i .
' ‘ ' . NATALIA MAZINA -
KELLY, HOCKEL, & KLEIN P.C.
A!torney for Respondent
i
n
W
10

réquire respondent to take another course approved by the board in the same subject area, »
| ACCEPTANCE | |

| he;vc carefully read the above Stipulated Settlement and Disciplinary Order and have fully
discussed it with my attorney, Natalia Mazina, I understand the stipﬁlaﬂon and the effect it will

oaten: 1) 1% 2olle . Jaugiun Fyndinn
, , KRISTEN R, GORSK1
Respondent

1 have read and full}k discussed with Reapondent Sierra Compounding Pharmacy; Robert

contamed in the above Stxpu]ated Settlement and Digeiplinary Order. I approve its form and

STIPULATED SETILEMENT (5534)
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ENDORSEMENT

The foregoing Stipulated Settlement and Disciplinary Order is hereby respectfully

submitted for consideration by the Board of Pharmacy.

Dated: / / . / ;l - J Q Respectfully submitted,

KAMALA D. HARRIS
Attorney General of California
JANICE K. LACHMAN
Supervising Deputy

ttorney General

Deputy t(.)mey General
Attorneys for Complainant

SA2015104447
12484921.doc
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Accusation No, 5534.




EAMALA D, HARRIS
Attorney General of Cahforma

|| JANICE K. LACHMAN
4l Supervising Deputy Attormey Geheral

ANAHITA S. CRAWFORD
| Deputy Attorney General

| State Bar No. 209545

1l 1300 I Street, Suite 125
P.O. Box 944255

Telephone: 516) 322-8311
i Facsmﬂe (916) 327-8643
Arromeys for Complainant

Sacramento, CA 94244-2550

BEFORE THE -
BOARD OF PHARMACY

DEPAQRTMENT OF CONSUMER AFFAIRS -

STATE OF CALIFORNIA

4l 1101 Maidu Drive, #200
il Anburn, CA 95603

Il 3813 Rogue River Circle
West Sacramento, CA 95691

and

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

In the Matter of the Accusation Against:

|l STERRA COMPOUNDING PHARMACY
|| ROBERT HILBERT SEIWERT, OWNER
ANGALINE MARIE WUSSTIG, PIC

Pharmacy Permit No. PHY 49228,
|| ANGALINE MARIE WUSSTIG

Pharmacist License No. RPH 69944,

il Pharmacist License No. RPH 67057

Casze Nb. 5534

T Respondents.- - =% yrEn 3. -

Comaplainant afleges:

PARTIES

1. Virginia Herold (“Complamant") brings this Acmsahon solely in her official capacity
as the Executive Officer of the Board of Phaxmacy (“Boazd”), Department of Consuster Affirs.

i
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2. Onor about December 29, 2008, the Board issued_PhaxmacyiPemii’t Number PHY :
49228 to Robert Hilbert Setwert (“Respdn&enf’), owner of Sierra .Compouﬁdm,g Pharmacy. The
pharmacy permit was in full force and effect at all times relevant to the charges brought herein
and will expire on December 1, 2616, unless renewed, ' |

3. Onorabout October 3, 2013, the Board issued Pharmacist License Nutiber RPH
69944 10 Angaline Marie Wusstig (“Respondert Wosstig™). The pharmacist license was in fall
force and effect at all times relevant to the charges brought herein and will expire on Jlliy 31,

2017, unlegs; rengwed, . |

4. Onorabout April 19, 2012, the Board issued Pharmacist Liconse Nummber RPE
67057 16 Eristen R. Gorski (“Respon&ent G.orsh”;). The phaxhaacﬁ license was in full force and
effect at'all times relevant 1o the charges brought herein and will expire on September 30, 2017,
unless renewed. o T ‘

. JURISDICTION | .
3. This Acousation is brought before the Board tinder the authority of the following _
laws. All section references are to the Business'and Professions Code ("“Code’y unless otherwise . ,
indicated. _ _ _
6. Code section 430Q.1 states: -
The expiration, canceltation, forfeiture, or suspension of & board-isswed Hcense by.’
operation of law or by order or decision of the board or a court of law, the placement -
ofa lcense on a retired status, or the vohumtary surrender of 2 license by a licensee
shall not deprive the board ofg‘:ﬁsdiction to commence o1 proceed with any
investigation of, or action or disclplinary proceeding against, the licensee or to render
& decision suspending or revoking the license. . S o
7. Section 4011 of the Code provides that the Board shall administer and exiforce both
the Pharmacy Law [Bus. & Prof. Code, § 4000 et seq.] and the Uniforo Controlled Substances
Act [Health & Safety Code, § 11000 et geq . .
8. Code section 4300 states, in pertinent part:

TS Tt e me i tte civ e e e s

(8) Every license issued may be suspended or revoked.

+ (b) The board shall discipline the holder of any license issued by the board; whose
default has been entered or whogse case has been heard by the board and found
guilty, by any ofthe following methods: : .

‘2
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* (1) Suspending judgment, -
(2) Placing him or her upon probation,
t3) Suspending his or her right to practice for a period not exceeding one yoar.
(4) Revoking his er het license. | ) |

(5) Taking 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, C'ode section 4301 states, in pertinent part: |
The board shall take action agamst any holder ofa license who i3 guilty of *

unprofessional conduct ., Unpmfessmnal conduct shall include, but is not limited
to, any of the following: -

(j) The viclation of any of the statutes of this s‘l:até, of any other state, or of the United
States regulating controlled substances and dangerous drugs.

(o) Vl(ﬂatmg or atte:mptmg to violate, directly or indirectly, or assisting in or abetting

the violation of or conspiring to violate aty provision or term of this chapter or of the
applicable federal and state laws and regulations goveming pharmacy, inchuding
reglﬂahom estabhshed by the board or by any other state or federal regulatory
Agency . -

10. Cade section 43 06.5 states, in pertment part;

Unprofessional conduct for a pharmacist wmay inchude any of the Following:

(b) Acts or omissions that involve, in whole or ir part, the failure to exercise or

implement his or her best pmfesmonal judgment or corresponding responsibility with "

rega:(d to the dispensing or furnishing of controlled substances, dangerous drugs, or
dangerous devmes, or with regard to the prov1s1on of services.

(¢) Acts'or omissions that mvo}va mwhole orin part, the fgﬂure to consuIt
" appropriate patient, Prescuptmn, and other records pertznmng 1o the performance of
any pharmacy function . .

11, Additionally, Code section 4113, subdivision (c), states that “[t]he pharmacist-in-

charge shall be résponsible for a pharmacy’s comphance with a]l state and federal laws and
ii| Tegulations pertaining to the practme ofpharmacy

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

Any facility licensed by the board shall join the board’s e-mail ﬁotiﬁcat'ion list within
60 days of obtaining a license or at the fime of license renewal.

13.  Section 4169 of the Code states:
(2) A person or entity shall not do any of the following:

{(3) Purchase, trade, sell, or transfer dangerous drugs that the person, kﬁew or
reasoniably should have known were tnisbranded, as defined in Section 111335 of
the Health and Safety Code. :

1| State and Federal Drug Codes (Misbranded Drugs)

14.  Health and Safety Code section 111335 states that “[alny drug or devios is

3

|| misbranded if its labeling or packaging does not conform to the requirements of Chapter 4
| (commencing with Section 110290).” ‘

LS. Health and Safety Code section 111400 provides that & drug is misbranded i it is
dangerous to “health when used in the dosage, or with the frequency or duration prescribed, -

recomme'nded;vor suggested in its labeling.” - ‘

16.  Title 21, United States Code, section 352 states, in pertinent part:
A Drug or device shall be deemed to be riisbranded — |
(ij Directions for use and warhings on label

Unless its labeling bears (1) adequate diregtions for use; and (2) such adequate
warnings against use in those pZ%:ological conditions or by.children where its use
may be dangerous to health, or against unsafe dosage or methods or duration of
.administration oz application, in such manner and form, as are necessary for the
protection of users, except that where any requirement of clause (1) of this paragraph,
4y ?glied to any drug or device, is not necessary for the pratection of the public
health, the Secretary shall promulgate regulations sxempting such drog or device -

health care facilities or ealth care professional end required Iabeling for in vitro
diagnostic-devices intenided solely by electranic means, provided that the labeling -

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

Health and Safety Codes (Prohibifion on Misbranded Drugs)

4

flom such requirement, Required labeling fo prosoription deviess imended for wss 5~
a
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17.  Health and Safety Cods section 111440 sta‘tcs that *{i}t ISLmlanlﬂ for any person to
mamufacture, sell, deliver, hold, or offer for sale any drug or device that is misbranded.”

18, Health and Safety Code section 111450 provides that i is wnlawfil for any persor to
receive in commerce any drug or dévic;e that is raisbranded or to deﬁver or proffer for dqlivery' g
any d_rug or device, . ' _ - . .
| REGULATORY PROVISIONS = e

19.  California Code of Re‘gu_lations, title 16, section 1735, subdivision (a): ‘
states in pertinent part; - |
' . “Compounding” means any of the following activities eccurring in'a A
licensed pharmaoy, by or under the supervision-of a licensed pharmacist, pursuant to
a prescription:
' (1) Atforing the dosage form or delivery system ofa drug
(2) Altering the strength of & drug '
(3). Combining components or ‘éctive ingredients .
(4) Preparing a drug product from chemicals or bulk drug substances

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

(@) A drug p‘r"oduct s'h‘all not be oom.p' ounded untll the pharmacy hgis first
prepared a written master formula record that includes at least the following
elements: : . .

(1) Active ingredients to'be used.

@ Bquiproent to be used.

(3) Expiration dating requirements, |

(4) nactivs ingredients o bo used.

(5) Process 'and./ or procedure used to prepare the drug,

(6) Qualrty reviews requ,i‘r,e:i_ at each step in preparation of th;';: drug. |

@ Post—cémpdu.n'ding process or procedures quuired; if any. |

5
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Food, Dmg and Cosmetic Act,

DR

(i) The pharmacist perfonmng or supervising comp(mndmg is re@onsible
for the proper preparation, labelmg, storage, and dehvery of the compounded drug
product. .

COST ggcovmw

21, Code section 125.3 provides, in pm’tment part, that a Board may request the
administrative law judge to direct a hcentlate found to have comrmtted a violation or vmlahons of|
the hcensmg act to pay & sum not to excaed the reasonable costs of the mvesnga‘non and

. enforcement of'the case,

| : . DpRUG
22, “Dompendone” isan a.ntl-dopammergc drug that acts as an annemetlc anda

prokinetic agent, and is used to reheve nzusea and vomiting and to increase lactauon. Itis 2.

dangerous drug under Business and Professions Code sectmn 4022, Dompendone is not
approved for use in humans in the United States by the Food and Dmg Adnnmstrahon. Drug __
products oompomded using domp enodone are subject to the appmval requn-emants of the foderal

' A(_:jngL BAQKGRO UND . |

23. Onand between October 16, 2012 and Apnl 24, 2015, Knsten R Gorsh
(“Respondent Gorski™) was the pharmamst-m—charge at S1erra Compoundmg th‘macy On of
about Apnl 27, 2015, Angaline Marie Wusstig (“Respondent Wausstig”) replaced Rmpondent - ,
Gorskl as the pharmacist-in-charge, e : o

24. On June 7, 2004, the U.S, Food.and Drug Administrefion (“FDA) issued a talk

" | paper titled, “FDA Warns Against Women Usmg Unapproved Drug, Domperidone, to Inmase
A Milk Production.”- The paper stated in pertinent part thiat domperidone is. m*mapp:oveddmg;’

and that it is not approved in the US for human use. It algo warned breast-(feedmg woten ilot fo
use the product because of safety concerns, and that FDA field personnel wete alerted to be on
the Iookout for attempts to mport dompendone so it could be detamed. The talk paper mdmated
that the FDA issued six letters to pharmacies that cotnpound producfs contammg dompendone

and firms that supply domperidone for use fo compounding, Tbe.paper. s;ated, “[tihe Ietters
" (STERRA COMPOUNDING PRARMACY) ACCORATION




ﬁolate the Federal Food, Drug, and Cosmetic' Act (the Act)! because they are unapproved new
drugs and misbranded. In additioo, distribution within tho_ U.8., or importation of domperidone-
containing products, violates the Iav;r.” Over the next seoeral years, the FDA oooﬁnued to issue
and poblish watning letters to la’ooratories and pharmacies that identified were distributing and
compoundjng dompetidone for human use, in violation of the Act. - . o
. On Mat;ch 18, 2011 the I*:DA issue'd an import aIert for domperidone J’ndicating the -
agency learned domperidone was bemg Imported a3 e bulk active pharmacetmcal mgredlent for
pharmacy compounding, which presenied a pubhc health tisk and violated the Act.
26.  OnMarch 12, 2012, the FDA issued a revised impart alert for dompondone. This
revised import aleIt stated that *, . . dompéridone is not appropriate for i)hmmacy compoondipg
use becauée this bulk active ingiodi_ent is not a component of an FDA approved drug, oris a
component of a drug that was mﬁthdxm or removed from the matket for safety reasons.”

27. Onor aoom April 14, 2015, the Board of Pharmagy issued a “subs‘cn‘berhalert”.to'

in the United States. Drug products compounded usmg dompendone are subject to ther approval
.requ:rements of the Federal Food, Drug, and Cosmetic Act.”

28. Respondents did not possess any FDA approval a]lowmg them to receive or dispense -
dompcndone )

" 29, Onorbeiween April 29; 2014 and Apnl 29, 2015, Respondents compounded 5,191
capsules of various strengths of dotperidone Whlch were dlspensed on over 50 prescriptions,
Respondent pharmacy stated that tho pharmacy oo;mpomded domperidone pursuant to
- preseriptions and that the drug had been purchased from PCCA. |

- 30.- Invoices from PGCA-showed that the pharmacy had pmchased.dompendona fcom
PCCA on atid between August 19,2014 to April 29, 2015.

i
i\

121 US.C. § 301 et seq,
7

| pharmacies and ph_a:maoists stating, ‘Domperidone is not FDA-approved for any use in humans- - | -
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FIRST CAUSE FOR DISCIPLINE

: (Fallure to Exercise or Xmplement Best Professional Jud gment
| or Corresponding Responsiblhty) |

31. Rsspondent Seiwert’s pharmacy penmt and Respondents Gorski’s and Wusstig’s
pharmacist licenses are subjectto disciplinary action for unprofessional conduct pursuant to Code
section 4301, as defined by Code section 4306.5 subdivision (b), in that Respondents fajled to
exeroise or- implement their best professlonal judgment or corresponding responsfbﬂlty by
compmmchng and dispensing domperidone, a drug that had not been approved for human use b‘y
the FDA and for which the FDA had issued a warning against its use as ﬁn-ther set forth in
paragraphs 24-30, above and mcorporated herein by reference.

SECOND C&:USE FQ E DIS CIPLME
(Failing to Consult Appropnate Records)

32, Respondent Setwert’s phm’macy permxt andResponden’cs Gorskfs and Wusstlg 8
pharmacist licenses are subject to dlsmphnary action for unprofesswnal conduct pursuant to Code |
section 4301, as defined by Code section 4306.5 subdivision (c), in that Respondents faﬂedfto g
consult appropriate FDA records pertaining to the performance of pharﬁlacy functions Whégl they
compounded and dispensed domperidone, a drug that had not been approved for huwan use by
the FDA and for which the FDA had issued warnings against its-use, as further set forth in
paragraphs 24-30, above and incorporated herein by reference.

THIRD CAUSE FOR DISCIPLINE . .
(Recelved, Delivered and/or Sold Misbranded Drugs)-

33. Respoudsnt Seiwert’s pharmacy pemm and Respondents Gerski’s and 'Wusstig’s
-pharthacist licenses aresub;!ect to-disciplinary.action for unprofessional x:onduct.pur&uantto‘_CQd'e; -
section 4301 subdivision (j), for violating statutes regulating dangerons drugs, in that A
Respondents received, sold and/or delivered misbranded drugs ag defmed by Health and Safety
<Code sections 1 11335 111400 and Umted States Code, tltle 21, section 352, subdmsxon () and
in violation of Health and Safety Cods sectxon 111440 and 111450, as further set forth in

g paragraphs 2430, above and incotporated hetein by referencs.

8 . :
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FOURTH CAUSE FOR DISCIPLINE
(Comnnssmn of Prohlblted Acts)

34 Respondents are subject to d1s01phnary action under Code sections 4301, subdms:on
(0), in that Respondents violated or attempted to violate provisions of the pharmacy laws and/or
of the applicable federal and state laws and regulations. governing pharmacy, when Respondent’s
received, compounded, delivered and/or sold domperidone without FDA. approval in yiolatidﬁ of
section 4169, subdivision (2)(3), and as more fully set forth in paragraphs 24-33, above, which are
|| incorporated hetein by reference. | o

35. To determine the ﬂegre_e of discipline to be assessed against Respondents Seiwert and
Gorsld, if any, Complainant alleges 8s follows: .»

Respondent Setwert/Sierra Compoundlng Pharmacy-

a. Onor about June 30; 2011, the Board issued Citation.and Fine No. CI 2010 46937
agamst Sierra Compoundmg Phannacy for violating California Code of Regulations (“CCR”),
title 16, sechon 1761, subdivision (a)/Health and Safety Code sechon 1 11’70 (no pharmacist shall |
compound or dispense any prescnptlon Whlch contains any mgmﬁcant error of .
omlssmn/prohibmgn of prescribing, ete. confrolled substance for self); Health and Safety Code
|| section 11165, subdivision () (for each preseription for @ Sékedule TT or Schedule T cortrolled

é’ubstfmcc, the dispensing pharmacy shall report to the Department of Justice) ; end section 4081,

subdivision (a)/section 4105, subdivision (a) (records of dangerous druigs kept opea for
‘mspection/retaining records of danéerous drugs énd dev'ices’oﬁ ligensed premises; temporary
Tomoval, waivers; access to electronically maintained recorés). The Board ordeted Respondent to |-
{Lpay a fine of $4,500 by-July 30, 2011. “The citation has been paid in fill an_is final... __

b.  Onor about March 24, 2014, the Board issued Citation and Fine No. CI 2013 58004
“against Sietra Compomﬁmg Pharmacy for violsting Title 21, Code ofF_ederal Regtl}atiogs T
(“CFR?), section 1304.04, subdivisions (8)(1) and {2) (inventories and records of all controlled
substances hsted in Schedules I and I ghall be mamiamed separately from &ll other records ofthe

pharmacy/S chedules III, IV;and 'V shall be maintained either aeparately from all other records of
. \ ; _

u ; ) . (SIERRA. COMPOUNDING PHARM&CY) ACCUBATION




11 TR Revokmg or suspending Pharmacy Perrtho.,PHY 49228, lssued tnRQbm:LEIbert
3l Seiwert, owner of Sierra Compounding Pharmacy,

the pharmacy); Title 21, CFR, section 130175, subivision (b) (controlled substances fisted in
Schedules II, ITT, IV, and V shall be stored in a seourely locked, mlbstantxally constructed
cabinet); and CCR, title 16, section 1707.5, subdivision (V] (patzeni—centered labels for

prescriphon drug cotitainers; requitements; pharmacy shall have policies and procedures n plaee

"to help patlents with hmited or no English proficiency understand the information on the label),

The Board ordered Respondent to pay fines totaling $1,250 by April 23,2014, The citation has
beenpaid in full and ig final,
Respondent Goxski .
¢.  Onorabout March 24 2014, the Board issued Citation and Fme No. C12013
60613 agamst Respondent Gorski for violating Title 21, CFR, section 1304. 04, subdwis:ons

. (B)(1) and (2) (inventories and records of all controlled substances listed in Schedules 1 and It

Shﬁll be maintained separately from all other records of the phalmacy/Schedules 1L, 1V, and V
shall be-maintained either separately ﬁ'om all other records of the pharmacy) Title 21, CFR, _
section 1301 75, subdivision (b) (controlled substances listed in Schedules H j, 1v, an&VshaIl
be stored in a securely locked, substanhally constructed cabmet), and CCR, title 16, secuon |
1707 5, subdivision (d) (paﬁent—cmtared labels for prescnptmn drug containers; requirements;
phamnacy shall have pohc1es and procedures inplace to help patlsnts with limited or no Enghsh
proficiency understand the inforsation ot the label) The Board ordered Respondent to pay fines
totaling $1,250 by April 23, 2014 The cmuon hes been paid in ﬁﬂl and js final,

"WHEREFORE, Complainant requests that a heariag be held on the matters alleged in this
Accusat1on, and that following the hearing, the Board of Pharmacy issue a decision:

2. Revoking or suspendmg Pharmamst License No. RPH 69944 ;issued to Angahne

i Marze Wusstlg,

3. Revoking or susPendmg Phannaclst Llcense No. RPH 67057 1ssusd to KnstenR

Gorski;

10
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4. Ordering Robert Hilbert Seiwert, owner of Sierra Compounding Pharmacy, Angaline
Marie Wusstig, and Kristen R. Gorski 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; end

5. Taking such other and firther action as deerned necessary and proper.

DATED: g/‘r’//é | 00_%44;” w '-

VIRGINIA HEROLD
Executive Officer -
Board of Pharmacy - :
. Department of Consumer Affairs
State of Califoria
Complainant

BA2015104447
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Nevada State Board of Pharmacy - Renewal Application - PHARMACIST

431 W Plumb Lane * Reno, NV 89509 » bop.nv.gov

For the period of November 1, 2015 to Octeber 31, 201\’!\1 57 .
Money Ordsr ONLY (NO BUSINESS or PERSONAL CHECKS, NO CASH)
0.00 (postmarked on or before 10/31/2015) OR $320.00 (postmarked after 10.’3‘!;’20?5@

Sw— T %O L

Please make any changes to name or address next to the old information

LICENSE: 15622
Iroegbu Clifford Esomonu
' KINGSMILL TER,
Dublin, CA 94568

RENEW BY MAIL RENEW ONLINE
1. Complete ALY, sections on this form 1. Go to http://oop.nv.gov
2. Sign and date this form <o> 2. Click “Applications * then, “License Renewal”, FOLLOW instructions
3. Send MO with this form (do NOT staple) Ol 3. Use: USER ID: CLIFFESOMONU®@AOL.COM
4. Mail grizinal form/payment to address above PASSWORD: sk
5. NO COPIES “New Users; once logged in, when asked for OLD passwerd, vse the shove p assword,
6. NO SIGNATURE STAMPS ACCEPTED then chanae
Section 1:  Since your last renewal or recent licensure have you:  (Please fill in completely) Yes No
Been diagnosed or treated for any mental ifiness, including alcohol or substance abuse, or .
Physical condition that would impair your ability to perform the essential functions of your license?........ o X
1. Been charged, arrested or convicted of a felony or misdemeanor in any state? .......coiniiennnnciisniins o O
2. Been the subject of a board citation or an administrative action whether completed or pending in any state?........ E O
3. Had your license subjected to any discipline for violation of pharmacy or drug laws in any state?...uecevcnennnncnns ‘O
If you marked YES to any of the numbered questions (1-8) abovs, include the following Information & letier of explanation:
Board Administrative Action: Stale Date: Case #:
v — .
CA OYeY 2o (S 5 ?Cj
Criminal State Date: Case #: . County Court
Action: / /
Section 2: Yes No
Are you the subject of a court order for the support of a child? [m] x
IF you marked YES to the question above, are you in compliance with the court order? g [m]

Section 3: (Fees apply to either status) (see colored insert for details)

By signing below, you certify that you have completed ALL required CE Hours due for the 15/17 Renewal period.

(Dated from Nov. 1, 13 - Oct. 31, 15; 1.25hrs per mo.). The exemption period is 2yrs aftar graduation only.

OR vou may check the box for Inactive if you did NOT complets CE.

Inactive - O By checking this box you certify that you are NOT practicing in NV and do not wish to comply with the CE requirements of NV and would
like your license changed to inactive status, Before re-activating your license it will be necessary to submit an application and to becoms compiiant
with current CE requiraments (NAC 639.219). See reverse of insert for mare information.

Section 4: NON-DISCIPLINARY STATE-MANDATED QUESTIONS

1. Though it is NOT required to have, SB21 requires the Board to ask if you have a Nevada State Business license and if you do, please provide the
# . Leave blank if nan-applicable

he
2. Have you ever served in the military, either active, reserve or retired? YesO Nqﬁ Branch:

Military Occupation/Specialty: _ Dates of Service:

Secﬁon 5: it ts a violation of Nevada law lo falsify this application and jons will be imposed for mistepr tion. I hereby certify that I have read this application. | certify that all
statements mada are true and correct. | atiest to knowledge of and p with tho g of the Conlars for Disaass Control and P i ing the p oftr ission of
Infectious agants through safe and appropriate injecti th 1 hat Nevada law i ph {st who, In their prolessianal ar i} ¥, comes 1o know

i P lund a P | cap
or has reasonable cause to believe, a child has been abused/negl , to report the abuse/negiect tgpan agsney which provides child welfare services or ta & local law enforcement agency.
Original Signature: %_ Date: 10/ D0/ 201 F
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BEFORE THE

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA
[n the Matter of the Second Amended Accusation Case No. 4579
Against:
OAH No. 2014061007
FRUITVALE AVENUE PHARMACY INC.
2693 Franitvale Avenue STIPULATED SURRENDER OF
Oakland, CA 94601 LICENSE AND ORDER AS TO
RESPONDENT FRUITVALE AVENUE
Pharmacy License No. PHY 50064, PHARMACY INC. AND RESPONDENT
IROEGBU CLIFFORD ESOMONU
IJEOMA NWAYIOCHA ESOMONU ONLY
FRUITVALE AVENUE PHARMACY INC.
16 Minaret Road
Oakley, CA 94561
Pharmacist License No. RPH 53516,
and
IROEGBU CLIFFORD ESOMONU
FRUITVALE AVENUE PHARMACY INC.
6726 Corte Santa Maria
Pleasanton, CA 94566
Pharmacist License No. RPH 53445
- Respondents. |
DECISION AND ORDER

The attached Stipulated Surrender 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 on July 8, 2015,

It is so ORDERED on July 6, 2015.

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

A

AMARYLIS GUTIERREZ
Board President
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KAMALA D. HARRIS
Attorney General of California

DIANN SOKOLOFF
Supervising Deputy Attorney General
TIMOTHY J. MCDONOUGH
Deputy Attorney General
State Bar No, 235850
1515 Clay Street, 20th Floor
P.O. Box 70550
QOakland, CA 94612-0550
Telephone: (510) 622-2134
Facsimile; (510) 622-2270
E-mail: Tim.McDonough@doj.ca.gov
Attorneys for Complainant
BEFORE THE
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA '
In the Matter of the Second Amended Case No. 4579

Accusation Against:

FRUITVALE AVENUE PHARMACY INC.

OAH No. 2014061007

2693 Fruitvale Avenue STIPULATED SURRENDER OF

Oakland, CA 94601 LICENSE AND ORDER AS TO
RESPONDENT FRUITVALE AVENUE

Pharmacy License No. PHY 50064, PHARMACY INC. AND RESPONDENT

IROEGBU CLIFFORD ESOMONU
IJEOMA NWAYIOCHA ESOMONU )
FRUITVALE AVENUE PHARMACY INC.

16 Minaret Road ‘
Qakley, CA 94561

Pharmacist License No. RPH 53516,

and
IROEGBU CLIFFORD ESOMONU
FRUITVALE AVENUE PHARMACY INC.
6726 Corte Santa Maria
Pleasanton, CA 94566
Pharmacist License No. RPH 53445

Respondents.

Stipulated Surrender of License (Case No. 4579)
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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.
She brought this action solely in her official capacity and is represented in this matter by Kamala
D. Harris, Attorney General of the State of California, by Timothy J. McDonough, Deputy
Attorney General,

2.  Fruitvale Avenue Pharmacy, Inc. (Respondent Fruitvale) and Iroegbu Clifford
Esomonu (Respondent Esomonu) are represented in this proceeding by attorney John Fleer,
whose address is 1850 Mt. Diablo Boulevard., Suite 120, Walnut Creek, CA 94596,

3.  On or about Qctober 21, 2009, the Board of Pharl.nacy issued Pharmacy Permit No.
PHY 50064 to Fruitvale Avenue Pharmacy, Inc. The Pharmacy License was in full force and
effect at all times relevant to the charges brought in Second Amended Accusation No. 4579 and
will expire on October 1, 2015, unless renewed.

4,  On or about March 28, 2002, the Board of Pharmacy issued Pharmacist License No.
RPH 53445 to Iroegbu Clifford Esomonu. The pharmacist license was in full force and effect at
all times relevant o the charges brought in Second Amended Accusation No. 4579 and will
expire on September 30, 2015, unless renewed.

JURISDICTION

5. Second Amended Accusation No. 4579 was filed before the Board of Pharmacy
(Board), Department of Consumer Affairs, and is currently pending against Respondents. The
Second Amended Accusation and all other statutorily required documents were properly served
on Respondents on May 6, 2015. A copy of Second Amended Accusation No. 4579 is attached
as Exhibit A and incorporated by reference.

ADVISEMENT AND WAIVERS

6. Respondents have carefully read, fully discussed with counsel, and understand the

charges and allegations in Second Amended Accusation No. 4579. Respondents also have

Stipulated Surrender of License (Case No. 4579)




L= B R O - T ¥ T - ¥ B S

[ %) N ™ [ o) N [ %] N ) [\ pu—y — — [y — o p—t — e —
L B N S = Y I N VS R A =~ Y ~ N - - L B - WV R S S =]

carefully read, fully discussed with counsel, and understands the effects of this Stipulated

Surrender of License and Order,

7. Respondents are fully aware of their legal rights in this matter, including the right to a
hearing on the charges and allegations in the Second Amended Accusation; the right to be '
represented by counsel, at its own expense; the right to confront and cross-examine the witnesses
against them; the right to present evidence and to testify on its own behalf; the right to the
issuance of subpoenas to compel the attendance of witnesses and the production of documents;
the right to reconsideration and court review of an adverse decision; and all other rights accorded
by the California Administrative Procedure Act and other applicable laws.

8.  Respondents voluntarily, knowingly, and intelligently waives and gives up each and
every right set forth above.

CULPABILITY

9.  Respondents admit the truth of each and every charée and allegation in Second
Amended Accusation No. 4579, agree that cause exists for discipline and hereby surrenders their
Pharmacy Permit No. PHY 50064 and Pharmacist License Number RPH 53445 for the Board's
formal acceptance.

10. Respondents understand that by signing this stipulation, Respondent Fruitvale and
Respondent Esomonu enable fhe Board to issue an order accepting the surrender of Pharmacy
Permit No. PHY 50064 and Pharmacist License No. RPH 53445 without further process.

RESERVATION

11. The admissions made by Respondents in this stipulation are only for the purposes of
this proceeding, or any other proceedings in which the Board of Pharmacy or other professional
licensing agency is involved, and shall not be admissible in any other criminal or civil
proceeding.

CONTINGENCY
12.  This stipulation shall be subject to approval by the Board of Pharmacy. Respondents

understand and agree that counsel for Complainant and the staff of the Board of Pharmacy may

communicate directly with the Board regarding this stipulation and surrender, without notice to or

3

Stipulated Surrender of License (Case No. 4579)
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participation by Respondent or its counsel. By signing the stipulation, Respondents understand
and agree that they may not withdraw their agreement or seek to rescind the stipulation prior 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 Surrender and Disciplinary Order 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.

"13. The parties understand and agree that Portable Document Format (PDF) and facsimile
copies of this Stipulated Surrender of License and Order, including Portable Document Format
(PDF) and facsimile signatures thereto, shall have the same force and effect as the originals.

14. This Stipulated Surrender of License and Order is intended by the parties to be an
integrated writing representing 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 Surrender of License and Order
may not be altered, amended, modified, supplemented, or otherwise changed except by a writing
executed by an authorized representative of each of the parties.

15. In consideration of the foregoing admissions and stipulations, the parties agree that
the Board may, without further notice or formal proceeding, issue and enter the following Order:

ORDER

IT IS HEREBY ORDERED that Pharmacist License No. RPH 534435, issued to Respondent
Esomonu and Pharmacy Permit No. PHY 50064 issued to Respondent Fruitvale are surrendered
and accepted by the Board of Pharmacy. The effective date of the Decision as to Respondent
Fruitvale’s permit surrender, however, shall be stayed until July 8, 2015, at which time the
pharmacy shall be sold or closed.

1.  The surrender of Respondents’ Pharmacy Permit and Pharmacist License and the
acceptance of the surrendered licenses by the Board shall constitute the imposition of discipline
against Respondents, This stipulation constitutes a record of the discipline and shall become a

part of Respondents’ license history with the Board of Pharmacy,

Stipulated Surrender of License (Case No. 4579)
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2. Inthe event that Fruitvale Avenue Pharmacy, Inc. is sold and an application for a new
permit is submitted to the Board, the Board shall expedite the processing of that application,

3. Respondent Fruitvale shall lose all rights and privileges as a pharmacy in California
as of the effective date of the Board’s Decision and Order.

4. Respondent Esomonu shall lose all rights and privileges as a pharmacist in California
as of the effective date of the Board’s Decision and Order. |

5. Respondent Esomonu shall cause to be delivered to the Board its pocket license and,
if one was issued, its wall certificate, on or before the effective date of the Decision and Order.

6.  If Respondent ever applies for licensure or petitions for reinstatement in the State of
California, the Board shall treat it as a new application for licensure. Respondent must comply
with all the laws, regulations, and procedures for licensure in effect at the time the application or
petition is filed, and all of the charges and allegations contained in Second Amended Accusation
No. 4579 shall be deemed to be true, correct and admiited by Respondent when the Board -
determines whether to grant or deny the application or petition.

7. Respondent shall pay the agency its costs of investigation and enforcement in the
amount of $50,973,50 prior to issuance of a new or reinstated license.

8. If Respondent should ever appb} or reapply for a new license or certification, or
petition for reinstatement of a license, by any other health care licensing agency in the State of
California, all of the charges and allegations contained in Second Amended Accusation, No. 4579
shall be deemed to be true, correct, and admitted by Respondents for the purpose of any
Statement of Issues or any other proceeding seeking to deny or restrict licensure.

9. Inthe event that Fruitvale Avenue Pharmacy, Inc. is not sold by July 8, 2015,
Respondent Fruitvale shall, within ten (10) days of the stayed effective date of the Board;s order,
arrange for the destruction of, the transfer to, sale of or storage in a facility licensed by the Board
of all controlled substances and dangerous drugs and devices. Respondent Fruitvale shall further
provide written proof of such disposition and submit a completed Discontinuance of Busihesé

form according to Board guidelines.

Stipulated Sutrender of License (Case No, 4579)
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Respondent owner shall also, by the effective date of this decision, arrange 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 area pharmacies capable of taking up the patients' care, and by cooperating
as may be necessary in the transfer of fecords or prescriptions for ongoing patients. Within five
days of its proviéion to the pharmacy's ongoing patients, Respondent owner shéll 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 more refills

| outstanding, or for whom the pharmacy has filled a prescription within the preceding sixty (60)

days.

10. Respondent may not apply, reapply, or petition for any licensure or registration of the
Board for three (3) years from the effective date of the Decision and Order.
i
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I have éarcfully read the above Stipulated Surrender of License and Order and have fully
discussed it with my attorney, John Fleer. 1 understand the stipulation and the effect it will have
on my Pharmacy License. Ienter into this Stipulated Surrender of License and Order voluntarily,
knowingly, and intelligently, and agree to be bound by the Decision and Order of the Board of

Pharmacy.

IROEGBU CLIFFORD ESOMO
" FRUITVALE AVENUE PHARMACY, INC.,
Respondent
I have carefully read the above Stipulated Sutrender of License and Order and have fully
discussed it with my attorney, John Fleer. 1understand the stipulation and the effect it will have
on my Pharmacist License. I enter into this Stipulated Surrender of License and Order
voluntarily, knowingly, and intelligently, and agree to be bound by the Decision and Order of the

Board of Pharmacy.

paTED: _(O{p 14\

IROEGBU CLIFFORD ESOMONU\_)
Respondent

I have read and fully discussed with Respondent Fruitvale Avenue Pharmacy, Inc. and
Respondent Iroegbu Clifford Esomonu the terms and conditions and other matters contained in

this Stipulated Surrender of License and Order. 1 approve its form and content.

DATED: _b-22- 15

OHN FLEER
Attorney for Respondent
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for consideration by the Board of Pharmacy of the Department of Consumer Affairs.

Dated: é’&é“@ b/ s

SF2013901373
90518100.doc

ENDORSEMENT
The foregoing Stipulated Surrender of License and Order is hereby respectfully submitted

Respectfully submitted,

KAMALA D. HARRIS

Attorney General of California -
DIANN SOKOLOFF

isi uty Attorney General

OWMGH

DeputyAttorey General
ﬂf%uﬁeys Jor Complainant

Stipulated Surrender of License (Case No, 4579)
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ACCEPTANCE

Thave carefully read the above Stipulated Surrender of License and Order and have fully
discussed it with my attorney, John Fleer. I understand the stipulation and the effect it will have
on my Pharmacy License. I enter into this Stipulated Surrender of License and Order voluntarily,

knowingly, and intelligently, and agree to be bound by the Decision and Order of the Board of

Pharmacy.

DATED;
IROEGBU CLIFFORD ESOMONU
FRUITVALE AVENUE PHARMACY, INC.
Respondent

~ Thave carefully read the above Stipulated Surrender of License and Order and have fully
discussed it with my attorney, John Fleer. I understand the stipulation and the effect it will have
on my Pharmacist License. I enter into this Stipulated Surrender of License and Order
voluntarily, knowmgly, and intelligently, and agree to be bound by the Decision and Order of the

Board of Pharmacy.,

DATED:

IROEGBU CLIFFORD ESOMONU
Respondent
I have read and fully discussed with Respondent Fruitvale Avenue Pharmacy, In¢, and
Respondent Iroegbu Clifford Esomonu the terms and conditions and other matters contained in
this Stipulated Surrender of License and Order, I approve its form and content.

DATED:

JOHN FLEER
Attorney for Respondent

Stipulated Surrender of License (Case No., 4579)
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1 || KAMALA D. HARRIS
Attomey General of California
{ 2 || DIANN SOKOLOFF
! Supervising Deputy Attorney General
| 3 || TiIMOTHY J. MCDONOUGH
; Deputy Attorney General
4 || State Bar No, 235850
! 1515 Clay Street, 20th Floor
g 51 P.O.Box 70550
Y Qakland, CA 94612-0550
' 6 Telephone: (510) 622-2134
Facsimile: (510) 622-2270
7 | E-mail: Tim.McDonough@doj.ca.gov
g Attorneys for Complainant
BEFORE THE
9 BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
10 STATE OF CALIFORNIA
11
In the Matter of the Second Amended Case No. 4579
12 | Accusation Against;'
13 | FRUITVALE AVENUE PHARMACY INC. , _
2693 Fruitvale Avenue SECOND AMENDED ACCUSATION
14 || Qakland, CA 94601
15 || Pharmacy License No. PHY 50064,
16 | JJEOMA NWAYIOCHA ESOMONU
FRUITYALE AVENUE PHARMACY INC,
17 | 16 Minaret Road
13 Qakley, CA 94561
19 Pharmacist License No. RPH 53516,
and
20
IROEGBU CLIFFORD ESOMONU
21 || FRUITVALE AVENUE PHARMACY INC.
6726 Corte Santa Maria
22 || Pleasanton, CA 94566
23 || Pharmacist No. RPH 53445
24 Respondents.
25
26
27
28
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Complainant alleges:

PARTIES

1. Virginia Herold (Complainant) brings this Second Amended Accusation solely in her
official capacity as the Executive Officer of the Board of Phé.rmacy, Department of Consumer
Affairs.

2. On or about October 21, 2009, the Board of Pharmacy issued Pharmacy Licenéc
Number PHY 50064 to Fruitvale Avenue Pharmacy Inc, (Respondent FAP). The Phahnacy
License was in full force and effect at all times relevant to the charges brought in this Second
Amended Accusation and will expire on October 1, 2015, unless renewed.

3. Onor ab(')ut April 23, 2002, the Board of Pharmacy issued Pharmacist License
Number RPH 535 16 to Jjeoma Nwanyiocha Esomonu (Respondent INE). The Pharmacist
License was in full force and effect at all times relevant to the charges brought in this Second
Amended Accusation and will expire on April 30, 2017, unless renewed.

4.  On or about March 28, 2002, the Board of Pharmacy issued Pharmacist License
Number RPH 53445 to Iroegbu Clifford Esomonu (Respondent ICE). The Pharmacist License
was in full force and effect at all times relevant to the charges brought in this Second Amended
Accusation and will expire on September 30, 2015, unless renewed.

JURISDICTION

5. 'This Accusation is brought before the Board of Pharmacy (Board), Department of
Consuxﬁer Affairs, ﬁnder the authority of the following laws. All section references are to the
Business and Professions Code unless otherwise indicated,

6.  Section 4011 of the Code provides that the Board shall administer and enforce both
the Pharmacy Law [Bus. & Prof. Code, § 4000 et seq.] and the Uniform Controlled Substances
Act [Health & Safety Code, § 11000 et seq.].

7.  Section 4300 of the Code stzftes, in relevant part:

“(a) Every license issued may be suspended or revoked.

Second Amended Accusation
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“(b) The board shall discipline the holder of .any license iésued by the board, whose default
has been entered 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 pré.ctice for a period not exceeding one year,

“(4) Revoking his or her license. .

“(5) Taking ahy other action in relation to disciplining him or her as the board in its

discretion may deem proper.

“(e) The proceedings under this article shall be conducted in accordance with Chapter 5
(commencing with Seotion 11500) of Part 1 of Division 3 of the Government Code, .and the board
shall have all the powers granted therein. The action shall be final, except that the propriety of
the action is subject to review by the superior court pursuant to Section 1094.5 of the Code of

Civil Procedure,”

8. Section 4300.1 of the Code provides that “[t]he expiration, cancellation, forfeiture, or
suspension of a board-issued license by operation of law or by order or decision of the board or 8
court of law, the placement of a license on a retired status, or the voluntary surrender of a license
by a licensee shall not deprive the board of jurisdiction to commence or proceed with any
investigation of, or action or disciplinary proceeding against, the licensee or to render a decision

suspending or revoking the license.”

STATUTORY/REGULATORY PROVISIONS

9. Section 4301 of the Code states, in relevant part:

*The board shall take action against any holder of a license who is guilty of unprofessional
conduct or whose license has been procured by fraud or misrepresentation or issued by mistake,
Unprofessional conduct shall include, but is not limited to, any of the following;

“(a) Gross immorality,

Second Amended Accusation
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"(d) The clearly excessive furnishing of controlled substances in violation of subdivision (a)

of Section 11153 of the Health and Safety Code.

“(3) 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.

“(o) Violating or attempting to violate, directly or indirectly, or assisting 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 governing pharmacy, including regulations established by
the board or by any other state or federal ;regulagory agency.;’

10. Section 4081 of the Code states:

"(a) All records of manufacture and of sale, acquisition, or disposition of dangerous drugs
or dangerous devices shall be at all times during business hours open to inspection by authorized
officers of the law, and shall be preserved for at least three years from the date of making, A
current inventory shall be kept by every manufacturer, wholesaler, pharmacy, veterinary
food-animal drug retailer, physician, dentist, podiatrist, veterinarian, laboratory, clinic, hospital,
institution, or establishment holding a currently valid and unrevoked certificate, license, permit,
registration, or exemption under Division 2 (commencing with Section 1200) of the Health and
Safety Code or under Part 4 (commencing with éection 16000) of Division 9 of the Welfare and
Institutions Code who maintains a stock of dangerous drugs or dangerous devices,

"(b) The owner, officer, and partner of any pharmacy, wholesaler, or veferinary food-animal
drug retailer shall be jointly responsible, with the pharmacist-in-charge or representative-in-
charge, for maintaining the records and inventory described inf this section.

"(¢) The pharmacist-in-charge or representative-in-charge shall not be criminally
responsible for acts of the owner, officer, partner, or employee that violate this section and of

which the pharmacist-in-charge or representative-in-charge had no knowledge, or in which he or

| she did not knowingly participate.”

Second Amended Accusation
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1. Section 4113, subdivision (c), of the Code provides that “[t]he pharmacist-in-charge
shall be responsible for a pharmacy's compliance with all state and federal laws and regulations
pertaining to the practice of pharmacy.” _ |

12, Section 4333 of the Code states, in relevant part, that all prescriptions filled by a
pharmacy and all other records required by Section 4081 shall be maintained on the premiées and
available for inspection by authorized officers of the law for a period of at Jeast three years. In
cases whefe the pharmacy discontinues business, these records shal] be maintained in a
board-licensed facility for at least three years.

13, Health and Safety Code section 11165, subdivision (d), states: ‘
“For each prescription for a Schedule II, Schedule I1, or Schedule IV controlied substance, as
defined in the controlled substances schedules in federal law and regulations, specifically
Sections 1308.12, 1308.13, and 1308.14, respectively, of Title 21 of the Code of Federal
Regulations, the dispensing pharmacy or clinic shall provide the following information to the
Department of Justice on a weekly basis and in a format speciﬁed by the Department of Justice:

“(1) Full name, address, and the telebhone number of the ultimate user or research subject,
or contact information as determined by the Secretary of the United States Department of Health
and Human Services, and the gender, and date of birth of the ultimate user.

“(2) The prescriber's category of licensure and license number; federal controlled
substance registration number; and the state medical license nuhber of any pfescriber using the
federal controlled substance registration number of a government-exempt facility.

“(3) Pharmacy .pre‘scription number, license number, and federal controlled substance
registration number, |

“(4)NDC (Naﬁonﬁl Drug Code) number of the controlled substance dispensed,

“(5) Quantity of the controlled substance dispensed.

“(6) ICD-9 (diagnosis code), if available.

“(7) Number of refills ordered,

“(8) Whether the drug was dispensed as a refill of a prescription or as a first-time request.

“(9) Date of origin of the prescription.

Second Amended Accusation




1 *(10) Date of dispensing of the prescription.”
2 14, Health and Safety Code section 11164 states, in relevant part:
3 || “Except as provided in Section 11167, no person shall prescribe a controlled substance, nor shall
4 || any person fill, compound, or dispense a prescription for a controlled substance, unless it
5 || complies with the requirements of this section.”
6 “(a) Each prescription for a controlled substance classified in Schedule I, ITI, IV, or V,
7 || except as authorized by subdivision (b), shall be made on a controlled substance prescription form
8 || as specified in Section 11162.1 ....”
9 15, Health and Safety Code section 11162.1 states, in relevant part:
10 “(a) The prescription forms for controlied substances shall be printed with the following
11 || features:
12
13 “(7)(A) Six quantity check off boxes shall be printed on the form so that the prescriber
14 || may indicate the quantity by checking the applicable box where the following quantities shall
15 || appear:
« 1.24
16 2549
= 50-74
17 » 75-100
» 101-150
18 » 151 and over.
19 '
20 “(8) Prescription blanks shall contain a statement printed on the bottom of the
21 || prescription blank that the ‘Prescription is void if the number of drugs prescribed is not noted.””
22 |
23 “(b) Each batch of controlled substance prescription forms shall have the lot number printed
24 || on the form and each form within that batch shall be numbered sequentially beéinning with the
25 || numeral one.”
26 16. Health and Safety Code section 11153, subdivision (), states:
27 “A prescription for a controlled substance shall only be issued for a legitimate medical
28 || purpose by an individual practitioner acting in the usual course of his or her professional
6
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practice. The responsibility for the proper prescribing and dispensing of controlled substances is
upon the prescribing practitioner, but a cotresponding responsibility rests with the pharmacist
who fills the prescription. Except as authorized by this division, the following are not legal
prescriptions: (1) an order purporting to be a prescription which is issued not in the usual course
of professional treatment or in legitimate and authorized research; or (2) an order for an addict or
habifual user of controlled substaﬁces, which is issued not in the course of professional treatmeﬂt
or as part of an authorized narcotic treatment program, for the purpose of providing the user with
controllchsubstances, sufficient to keep him or her comfortable by maintaining customary use.”

17. Health and Safety Code section 111295 states:

“Jt is unlawful for any person to manufacture, sell, deli ver, hold, or offer for sale any drug
or device that is adulterated.”

18,  California Code of Regulations, title 16, section 1761, states:

“(a) No pharmacist shall compound or dispense any prescription which contains any
significant error, omission, irregularity, uncertainty, amBiguity or alteration. Upon receipt of any
such prescription, the pharmacist shall contact the prescriber to obtain the information needed to
validate the prescription,

“(b) Even after conferring with the prescriber, a pharmacist shall not compound or dispense
a controlied substance prescription where the pharmacist knows or has objective reason to know
that said prescription was not issued for a legitimate medical purpose.”

19. California Code of Regulations, title 16, section 1707.2, states, in relevant part:

“(a) A pharmacist shall provide oral consultafion to his or her patient or the patient's agent
in all care settings:

*(1) upon request; or

*(2) whenever the pharmacist deems it warranted in the exercise of his or her professional
judgment,

*(b)(1) In addition to the obligation to consult set forth in subsection (a), a pharmacist shall
provide oral consultation to his or her patient or the patient's agent in any care setting in which the

patient or agent is present:

Second Amended Accusation
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*“(A) whenever the prescription drug has not previously been dispensed tb a patient; or

“(B) whenever a prescription drug not previously dispensed to a patient in the same dosage
form, strength or with the same written directions, is dispensed by the pharmacy.”

20, California Code of Regulations, title 16, section 1716, states:

“Pharmacists shall not deviate from the requirements of a prescription except upon the
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 méulation is intended to prohibit a pharmacist from exercising commonly-
accepted pharmaceutical practice in the compoundi};g or dispensing of a prescription.”

21. California Code of Regulations, title 16, section 1718, states:

“Current Inventory’” as used in Sections 4081 and 4332 of the Business and Professions
Code shall be considered to include complete accountability for all dangerous drugs handled by
every licensee enumerated in Sections 4081 and 4332. .

The controlled substances inventories required by Title 21, CFR, Section 1304 shall be
available for inspection upon request for at least 3 years after the date of the inventory.”

22. Code section 4306.5, states; o

“Unprofessional conduct for a pharmacist may include any of the following:

“(a) Acts or omissions that involve, in whole or in part, the inappropriate exercise of his' or
her education, training, or experience as a pharmacist, whether or not the act or omission arises in
the course of the practice of pharmacy or the ownership, management, administration, or
operation of a pharmacy or other entity licensed by the board.

“(b) Acts or omissions that involve, in whole or in part, the failure to exercise or implement
his or her best professional judgment or corresponding responsibility with regard to the
dispensing or furnishing of controlled substances, dangerous drugs, or dangerous devices, or with
regard to the provision of services.

“(c) Acts or omissions that involve, in whole or in part, the failure to consult appropriate
patient, prescription, and other records pertaining to the performance of any pharmacy function.

“(d) Acts or omissions that involve, in whole or in part, the failure to fully maintain and

8
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retain a;')propﬁatc patient-specific information pertaining to the performance of any pharmacy
function,” .

23, Section 4307 of the Code states, in relevant part;

“(a) Any person who has been denied a license or whose license has been revoked or is
under suspension, or who has failed to renew his or her license while it was under suspension, or
who has been a manager, administrator, owner membei', officer, director, associate, or partner of
any partnership, oorporation, firm, or association whose application for a license has been denied
or revoked, is under suspension or has been placed on probation, and while acting as the manger,
administrator, owner, member, officer, director, associate, or partner had knowledge or
knowingly participated in any conduct for which_the license was denied, revoked, suspended, or
placed on probation, shall be prohibited from serving as a manger, administrator, owner, member,
officer, director, associate, or partner of a licensee as follows:

“(1) Where a probationary license is issued or where an existing license is placed on
probation, this prohibition éhal} remain in effect for a period not to exceed five yéar&

“(2) Where ;ch,e license is denied or revoked, the prohibition shall continue until the license
is issued or reinstated.” |

24.  Code section 4022, states:

* "*Dangerous drug’ or ‘dangerous device’ means any drug or device unsafe for self-use in
humans or animals, and includes the following:

“(a) Any drug that bears the legend: "Caution: federal law prohibits dispensing without
prescription,” "Rx only,"” or words of similar import.

“(b) Any devioe that bears the statement: "Caution: federal law restricts this device to sale
by or on the order ofa____ " "Rx only," or words of similar import, the blank to be filled in
with the designation of the practitioner licensed to use or order use of the device.

“(c) Any other drug or device that by federal or state law can be lawfully dispensed only on
prescription or furnished pursuant to Section 4006.”

m
"
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CONTROLLED SUBSTANCES
25, Section 4021 of the Code states:

““Controlled substance’ means any substance listed in Chapter 2 (commencing with Section
11053) of Division 10 of the Health and Safety Code.'”

26. Oxycodone is a Schedule 11 controlled substance as designated by Health and Safety
Code section 11055, subdivision (b)(1 )(M)

27. Hydrocodone with acetaminophen is & Schedule III controlled substance as
designated by Health and Safety Code section 11056, subdivision (e)(4).

28. Promethazme with codeine is a Schedule V controlled substance as designated by
Health and Safety Code section 11058.

_ COST RECOVERY

29, Section 125.3 of the Code provides, in re}evant part, that the Board may request the -
administrative law judge to direct a licentiate found to have committed a violation or violations of
the licensing act to iaay a sum not to exceed the reasonable costs of the investigation and
enforcement of'the case, with failure of the licentiate to comply subjecting the license to not being
renewed or reinstated. If a case settles, recovery of investigation and enforcement costs may be
included in a stipulated settlement.

FACTUAL BACKGROUND

30. From about October 21, 2009, to the present, Respondent Fruitvale Avenue Pharmacy
(FAP) has been operating as a pharmacy in Oakland, California. From on or about October 21,
2009, until about May 19, 2011, Respondent [jeoma Nwanyiocha Esomonu (INE), the owner of
FAP, was also the pharmacist-in-charge (PIC) at FAP. From on or about October 21, 2009, to the
present, Respondent Iroegbu Clifford Esomonu (ICE) worked as & pharmacist at FAP, From
about May 19, 2011, to the present, Respondent ICE worked as the PIC at FAP.

May 17, 2011 Inspection
31. OnMay 17, 2011, a Board inspector (Inspector 1) conducted an inspection at FAP

because the Board identified FAP as a pharmacy that failed to report any Controlled Substances
Utilization Review and Evaluation System {(CURES) data to the Départment of Justice (DOJ).
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During the inspection, Inspector 1 observed several pharmacy law violations, including, but not
limited to, never transmitting any CURES data to the DO)J, |
32,  While at FAP, Inspector 1 reviewed prescription documents from Bay Internal
Medicine (BIM). The prescriptions appeared legitimate but, upon further investigation, Inspector
1 found that none of the prescribers’ contact information on the prescriptions contained a valid
working phone number. Inspector 1 asked Respondent ICE to verify the BIM prescribers on the
Medical Board of California’s website. The web search revealed that none of the BIM
prescribers’ listed addresses on the Medical Board’s website matched the addresses on the
prescriptions. Significantly, Respondent ICE admitted to Inspector 1 that he had never before
verified a prescriber using the Medical Board’s website. In addition, Inspector 1 observed |
numerous other violaﬁo_ns of pharmacy laws, During his inspection, Inspector ! obtained several
materials including prescription documents, dispensing detail reports, and Cardinal Health
Narcotic Sales Reports. Inspector 1 also requested FAP to provide a_ddifiona] documents and
1 explanations regarding pharmacy law violations indicated in the réport. At the. conclusion 'of the
inspection, Inspector 1 prepared an inspection report documenting various pharmacy la\y
violations. Inspector I gave a copy of the report 1o Respondent ICE, and then had Respondent
'ICE review and sign off on it. |
"33, Onorabout May 30, 2011, Inspector 1 received and reviewed faxed responses from
FAP, Sﬁbéequently, Inspector 1 contacted 15 different prescribers listed as the supposed
prescriber on the prescription documents. Inspector 1 set each prescriber a list of preseriptions
from FAP to verify the legitimacy of the prescriptions. Egch of the prescribers responded with a
written statement that they did not authorize the prescriptions from FAP. In fact, onc prescriber
‘from Kaiser stated he did not authorize any of the prescriptions and that they were written on
prescriptions that Were stolen from his locker at the hospital. Additionally, one pfescriber from
BIM stated BIM’s practice had been closed since June 2009. All the BIM prescription documents
that Inspector 1 sent to the BIM prescribers to review were dated and filled by FAP in 2011,

11
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34. Physician Assistant G, P.' (G.P.) was one of the 15 prescribers that Inspector 1

contacted to verify the legitimacy of the prescription documents he got from FAP. On or about
June 7, 2011, Inspector 1 received a response from G.P., indicating that he did not authorize the
prescriptions and the documents were forgeries. In addition, G.P. noted that several of the
prescﬁption documents were not written on proper controlled substances prescription forms.
Significantly, during the May 17, 2012 visit to FAP, Inspector 1 made the same observation; that
FAP had improperly dispensed controlled substances on five invalid prescription documents,
These five prescription documents were invalid because they lacked several required security
features such as qﬁantity check off boxes, the required statement of “Prescription is void if the
number of drugs preseribed is not noted,” and the prescriptions were not sequentially numbered,
35, Inspector 1’s investigation revealed that from October _2009, to about April 2011,
FAP failed to transmit CURES data to the DOJ. The investigation further showed that from about
July 2010, to May 2011, Respondent INE and Respondent ICE had filled apprbximately 350
fraudulent prcscﬁptioné. Many of these prescription documents contained significant
irregularities that should have prompted Respondent.lNE anﬁ Respondent ICE to verify the
legitimacy of the prescription before dispensing the controlled substances. Inv addition, a review
of FAP’s dispensing printouts obtained during the investigation showed Respondent ICE’S initials
on most, if not all, of the printouts’ “filled by” section. Furthermore, in a written statement,
Respondent ICE admitted that he was the pharmacist on duty everyday since the opening of FAP.

September 17, 2014 Inspection
36. On or about July 7, 2014, the Board opened an investigation for pharmacies filing

prescriptions written by Dr. Tan Nguyen based on news articles stating the prescriber was

charged with excessive prescribing of controlled substances, The subsequent review of
pharmacies filling those prescriptions revealed that 44.59 percent of written prescriptions by
another prescriber, Dr. Hai Nguyen, were being filled at Fruitvale Avenue Pharmacy (FAP). That

information led to an investigation of FAP and its dispensing practices regarding several

! G.P. is used in this document rather than the actual name of the Physician Assistant,

12
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prescribers, Dr. Hai Nguyen, Dr. Collin Leong, Dr, Tan Nguyen, and Dr. Daniel Shin (the
Prescribers).

37.  OnlJuly 25, 2014, a Board inspector (Inspector 2) began an investigation which
included gathering information and conducting an inspection §f FAP. Documents and
information were requested from FAP and information was obtained regarding the prescription
pattemns of the Prescribers. These documents and inforiﬁation included, but were not limited to,
CURES reports, prescriptions, and drug usage reports,

38. On September 17, 2014, Inspector 2 reviewed the Medical Board of California’s
website and checked the license status of the Prescribers. That same day, Inspector 2 and other
board inspectors went to FAP, conducted an inépection, and reviewed pharmacy operations and
various documents, including pharmacy self-assessment data, policy and procedures on
preventing medication diversion and controlled substances, DEA biennial inventory for CIII-V
controlled substances report, dispensing reports, sample prescription labels, the current inventory
including a large box filled with approximately 80-100 prescription vials returned by patients for
destruction, and prescription hard copies for controlled substances.

39, During the inspection, Inspector 2 interviewcd the Pharmacist-in-Charge (PIC),
Respondent ICE, and asked about prescrip'tion dispensing and ﬁfling processes in general, and
specifically regarding the Prescribers. Inspector 2 requested addiﬁonﬂ documents including,
multiple dispensing histories for various prescribers, some drug usage reports, on-hand quantity
of selected drugs, the DEA biennial inventory, total prescriptions dispensed from September 17,
2011, to September 17, 2014, prescﬁption hard copiés for Dr. Tan Nguyen, purchase history for
selected drugs, policy and procedure for theft/diversion, interprétive services and quality
assurance, and patient centered labeling corrections (font and clustering information). FAP failed
to provide the current DEA biennial inventory for inspection. '

40, On October 21, 2014, Inspector 2 sent survey letters to numnerous patients listed on
FAP’s dispensing records for prescriptions written by the Prescribers. The surveys were sent to

gather information from the patients who used FAP to have their prescriptions filied,
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41, The evaluation of dispens‘mé practices of FAP demonstrates that the Prescribers aided
the medically illegitimate dispensing of controlled substances, and that FAP and Respondent ICE
filled and dispensed medically illegitimate prescriptions. The data showed that FAP dispensed
excessive amounts of controlled substances for irregular or uncertain prescriptions and ignored
key objective factors suggesting the medical illegitimacy of thé prescriptions. Some of these
objective factors were: (1) payment methods for cdntfolled substances were in excess of normal
distribution between cash and insurance; (2) there was an irregular pattern of patients willing to
pay cash for expensive medication (100% cash payment method for 2 of the 4 Prescribers); (3)
there was an jrregular pattern of patients willing to drive well over SO miles to obtain controlled
substance prescriptions from the Prescribers and to fill prescriptions ai FAP (average distance
travelled was 165.55 miles); (4) sequential or near sequential numbering of prescriptions filled for
patients of the Prescribers; (5) excessive filling of controlled substances in comparison to
competitor pharmacies in proximity to FAP; (6) failing to assess “narcotic nafve” patients to
determine if large doses of highly abused drugs were written for a legitimate medical purpose; (7)
failing to exercise professional judgment when filling prescriptions for large quantities of
controlled substances for highly abused drugs; and (8) failing to exercise education, training and
experience as a pharmacist when assessing prescri.ptions written for highly abused controlled
substances, Additionally, FAP and its PIC (Respondent ICE) did not assume their corresponding
responsibility when they failed to appropriately scrutinize patients’ drug therapy with readily
available tools such as CURES reports and industry “red flags” to verify prescriptions, so they
repeatedly prescribed controlled substances to pharmacy and doctor shoppers. Some of the “red
flags” that existed but were not heeded were: prescribers and patients from outside the pharmacy
service area, prescriptions for highly abused drugs, prescriptions paid for in cash (or debit or
credit card), large quantities outside the normal scope of dispensing, early dispensing, and
sequt;ntial filling of prescriptions from a single prescriber for multiple patients for “drug

cocktails™

2 «Drug cocktails” are typically a combination of hydrocodone/APAP 10/325 mg,

promethazine with codeine, oxycodone 30 mg, diazepam 10 mg, carjsoprodol 350 mg and other
(continued...)
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42.  During the inspection, Inspeotor 2 interviewed Respondent ICE regarding FAP’s
controlled substance filling and dispensing practices, Respondent ICE explained that FAP is
registered for the CURES PDMP program® but he does not utilize it much because he knows the
doctors are checking the CURES, so he does not do it,

43, From September 17, 2011, to September 17, 2014, FAP dispensed controlled
substanéés with an established history of high potential for abuse despite multiple cues of
irregularity and uncertainty based on the patients and pfescn'bers. In general, FAP dispensed
32,553 prescriptions and 19,502 prescriptions for various controlled substances from 4 specific
prescribers, FAP dispensed a total of 598,928 doses of hydrocodone/APAP 10/32mg, 312,680
tablets of oxycodone 30mg, and 5,336 pints of promethazine with codeine. Specifically, FAP
dispensed 15,926 controlled substance prescriptions written by Dr. Hai Nguyen, 2,822 by Dr.
Collin Leong, 704 by Dr. Daniel Shin, and 50 by Dr. Tan Nguyen with disregard or negligence to
the following factors: disfance from FAP to the prescriber’s office, distance from FAP to patient’s
home, percentage of cash patients in relation to specific prescribers, same or similar prescribing
patterns for individual patients, and filling controlled substance pmscﬁptions in groups, Also,
FAP did not scrutinize patients’ drug therapy with readily available tools, like the CURES PDMP
program, and indusiry “red flags” to verify prescriptions.” These omissions resulted in repeated
dispensing of controlled substances to patients who engaged in doctor and pharmacy shopping

activity, and filling prescriptions for large quantities of narcotics for patients who used multiple

controlled substances prescribed all together or in other combinations of 2 or 3 of these drugs.
* The CURES PDMP program allows the pharmacist to look up a patient’s prescription
fill history.

# A pharmacist must be alert to sec potential “red flags” that will suggest that the
prescriptions are not for a legitimate medical purposes some of these “red flags include, but are
not limited to:
prescriptions written by prescribers from outside the pharmacy service area;
patients are from outside the pharmacy service area;
prescriptions for highly abused drugs;
prescriptions paid for in cash;
large quantities of medicine prescribed outside the normal scope of dispensing;
early dispensing; ,

8- sequential filling of prescriptions from a single prescriber for multipl¢ patients for
“drug cocktails.”

mepe e
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prescribers and without confirming the prescriptions and that the quantities of narcotics
presoribed were for a legitimate medical purpose.

44. Inspector 2’s review of the prescription hard copies revealed: 39 prescription hard
copies were not provided; 18 prescriptions were in scanned image form, not hard copies; and
several prescriptions were processed with the wrong prescriber, Also, FAP could not account for
140.8 pints of promethazine with codeine Syrup that it purchased between September 17,2011
and September 17, 2014,

45, During the September 17, 2014, board inspector 2 spoke with two FAP clerks who
stated that when a “new” prescription is picked up, they review the patient’s profile to see if the
patient was previously on the medication and ask the patients if they have any questions for the
pharmacists, During the inspection on September 17, 2014, the inspector observed that there
were no requests for consultation from the pharmacist,

Prescriber Information

46. Dr. Collin Leung surrendered his California Medical License with an effective date of
February 4, 2014, Dr. Leung’s surrender of his license was a disciplinary resolution to
Accusation No. 03-2012-220574 brought against his medical license by the Medical Board of
California. There were numerous causes for discipline alleged in the Accusation including causes
based on excessive prescribing. ‘

47. On October 3, 2014, Dr. Tan Nguyen surrendered his California Medical License.
Dr. Tan Nguyen’s surrender of his license was a disciplinary resolution to Accusation No,
5002014000107 brought against his medical license. | '

48. On March 20, 2014, the Medical Board of California filed Accusation No., 12 2011
216564 against Dr. Hai Van Nguyen’ medical license. The Accusation alleges nurmerous causes
for discipline including several causes for discipline for prescribing dangerous drugs without
appropriate prior examination and indication. The Accusation is currently pending against Dr.
Hai Van Nguyen,

49. On March 25, 2014, Judge Longoria of the Los Angeles County Superior Court
issued an order in the case of State of California v. Daniel Shin, Case No. BA421892, that as &
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condition of his bail, Dr. Danie! Shin shall cease and desist from the practice of medicine, and
immediately surrender any and all controlled substance prescription forms. Previously, on
January 13, 2012, the Medical Board of California filed Accusation No. 19-2010-208332 against
Dr. Daniel Shin’s medical license., On August 31, 2012, the Medical Board of Califoriia placed
Dr. Shinn’s medical license on probation for 5 years.

CAUSES OF DISCIPLINE AGAINST RESPQNDENT FAP

FIRST CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Transmit Dispensing Data to CURES)
(Bus. & Prof. § 4301, subd. (j), & Health and Safety Code § 11165, subd. (d))

50. Respondent Fruitvale Avenue Pharmacy’s (FAP) Pharmacy License is subject to
diéciplinary action under Code se_ction 4301, subdivision (j), because FAP violated Health and
Safety Code section 11165, subdivision (d), in that from on or about Qctober 21, 2009, until
approximately April 2011, FAP failed to transmit dispensing data for Schedule II, Schedule I1I,
and Schedule IV controlled substances to the Department of ;Iusti(_:e for the Controlled Substances

 Utilization Review and Evaluation System (CURES) on a weekly basis. The circumstances are

further explained in paragraphs 30 through 35, above.

SECOND CAUSE FOR DISCIPLINE

(UnprofessiOnal Conduct-Filled Preseriptions with Significant Irregularity)
(Bus. & Prof, § 4301, subd. (o) and 16 CCR § 1761, subd. (a))

51. Respondent FAP’s Pharmacy License is subject to disciplinary action under Code |
section 4301, subdivision (0), because FAP violated California Code of Regulations, title 16,
section 1761, subdivision (a), in that pharmacists and staff at FAP filled approximately 350
irregular prescriptions, Many of these prescriptions reflect orders for an unusually large amount
of controlled substances for “as-needed” purposes. The circumstances are further explained in
paragraphs 30 through 35, above, |

| THIRD CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Verify Legitimacy of Prescriptions for Controlled Substances)
(Bus, & Prof. § 4301, subd. (j), and Health and Safety Code § 11153, subd. (a))

52. Respondent FAP’s Pharmacy License is subject to disciplinary action under Code
section 4301, subdivision (j), because FAP violated Health and Safety Code section 11153,

| subdivision (a), in that pharmacists and staff at FAP failed to uphold their corresponding
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responsibility of verifying the patient’s legitimate medical purposes for controlled substances.
The pharmacists and staff at FAP breached their corresponding responsibility by.fmnishing
unusually large quantities of controlled substances to patients without confirming the legitimacy
of the prescriptions with the supposed prescribers, In fact, the pharmacists and staff at FAP filled
approximately 350 fraudulent prescriptions, many of which were for unusually large quantities of
controlled substances. The circumstances are further explained in paragraphs 30-35, above.

FOURTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Dispensed Controlled Substances on Invalid Prescriptions)
(Bus. & Prof. § 4301, subd. (j) and Health and Safety Code § 11164)

53. Respondent FAP’s Pharmacy License is subject to disciplinary action under Code

section 4301, subdivision (j), because FAP violated Health and Safety Code section 1 1164, in that
the pharmacists and staff at FAP furnished controlled substances to patients based on invalid
controlled substances prescription forms. Specifically, during May 2011, FAP filled five
prescription-documents that lacked several required security measures. The circumstances are
further expléined in paragraph 34, above,

FIFTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Maintain Records of Disposition)
(Bus, & Prof. §§ 4301, subd. (j), & 4333)

54. Respondent FAP's Pharmacy License is subject to disciplinary action under Code
section 4301, subd. (j), because it violated Code section 4081, in that it did not maintain on its
premises and have available for inspection all records of disposition for three years, Specifically,
on September 17, 2014, Inspector 2 obtained prescription hard copies and requested additional
documents Iaﬁer the inspection. During the inspection, 39 prescription bard copies—which were
filled between September 17, 2011 and September 17, 2014—were missing and FAP only
provided scan images of 18 prescriptions filled by the pharmacy during this three year period for
patients of Dr. Tan Nguyen. _

SIXTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Possessing Adulterated Drugsf
(Bus. & Prof. § 4301, subd, (j), and Health and Safety Code § 111295)

55. Respondent FAP’s Pharmacy License is subject to disciplinary action under Code

sections 4301, subd. (j), in that FAP violated Health and Safety Code section 111293, in that the
18
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pharmacists and staff at FAP possessed dangerous drugs that had been adulterated. Specifically,
on September 17, 2014, during an inspection at FAP, a board inspector discovered a large box fill

with approximately 80 prescription vials returned by patients for destruction in the pharmacy.

SEVENTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Provide Record of DEA Biennial Inventory)
(Bus. & Prof. § 4301, subd. (0), & 16 CCR § 1718)

56, Respondent FAP’s Pharmacy License is subject to disciplinary action under Code
section 4301, subdivision {0), because it failed to comply with title 16 section 1718 of the
California Code of Regulations. Specifically, on September 17, 2104, during an inspection, a
Board inspector requested the record of the DEA biennial inventory for inspection, Respondent

FAP failed to provide the record for inspection,’

EIGHTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Consult with Patient)
(Bus. & Prof, § 4301, subd. (o), and 16 CCR § 1707.2, subd. (b)(1)(A))

57. Respondent FAP’s Pharmacy License is subject to disciplinary action under Code
section 4301, subdivision {0), because FAP violated California Code of Regulations, title 16,
section 1707.2, subdivision (b)(1)(A), in that FAP failed to consult with patients regarding new

medications. The circumstances are further explained in paragraph 45, above.

NINTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Verify Legitimacy of Prescriptions for Controlled Substances)
(Bus. & Prof, § 4301, subd. (d), & Health and Safety Code § 11153, subd. (a))

58. Respondent FAP’s Pharmacy License is subject to disciplinary action under Code
section 4301, subdivision (d), because FAP engaged in the excessive furnishing of controlled
substances in violation of Health and Safety Code section 11153, subdivision (a), in that
pharmacists and staff at FAP failed to uphold their corresponding responsibility of verifying the
patient’s legitimate médical purposes for controlled substances. Specifically, the pharmacists and
staff at FAP breached their corresponding responsibility by furnishing unusually large quantities

* Under title 21 of the Code of Federal Regulations (CFR) section 1304, the DEA biennial
inventory shall be available for inspection upon request for at least 3 years after the date of the
inventory.
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of controlled substances to patients from September 17, 2011 to Sepiember 17, 2014. The
circumstances are further explained in paragraphs 36-49, above.

TENTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Variation from Prescription)
(Bus, & Prof. § 4301, subd, (c) and 16 CCR § 1716)

59. Respondent FAP’s Pharmacy License is subject to disciplinary action under Code
section 4301, subdivision (o), because FAP violated California Code of Regulations, title 16,
section 1716, in that FAP deviated from the requirements of a prescription without prior consent
of the prescriber on several occasions, During the inspection of FAP on September 17, 2014,
Inspector 2 reviewed prescription hard copies which were processed with the wrong prescriber,
The circumstances are further explained in paragraph 44, above,

ELEVENTH CAUSE FOR DISCIPLINE
(Unprofessional Conduct-Failure to Maintain Records of Disposition)

(Bus, & Prof, § 4301, subd. (o), and 4081)
60. Respondent FAP’s Pharmacy License is subject to disciplinary action under Code

section 4301, subdivision (o), because FAP violated Code section 4081, in that Respondent FAP
did not have all records of manufacturer and of sale, acquisition, or disposition of dangerous
drugs or dangerous devices at all times during business hours open to inspection by an authorized
officer of the law, for at least three years, Specifically, between the dates of September 17,2011
and September 17, 2014, FAP could not account for 140.8 pints of promethazine with codeine
syrup. The circumstances are further explained in paragraphs 36 through 44, above.

CAUSES OF DISCIPLINE AGAINST RESPONDENT INE
TWELFTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure fo Transmit Dispensing Data to CURES)
(Bus. & Prof. § 4301, subd. (j) and Health and Safety Code § 11165, subd, (d))

61. Respondent ljeoma Nwanyiocha Esomonu (INE), as Pharmacist-in-Charge of FAP,
has subjected her Pharmacist License to disciplinary action under Code section 4301, subdivision
(j), by violating Health and Safety Code sections 11165, subdivision (d), in that from on or about
October 21, 2009, until approximately May 19, 2011, INE failed to insure that FAP transmit to
the Department of Justice for the Controlled Substances Utilization Review and Evaluation
System (CURES) dispensing data for Schedule II, Schedule III, and Schedule IV controlled
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substances on a weekly basis, The circumstances are fiirther explained in paragraphs 30-35,

gbove,

THIRTEENTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Filled Prescriptions with Significant Irregularity)
(Bus. & Prof. § 4301, subd. (o) and 16 CCR § 1761, subd, (a))

62, Respondent INE, as Pharmacist-in-Charge of FAP, has subjected her Pharmacist
License to disciplinary action under Code section 4301, subdivision (o), because she violated
California Code of Regulations, title 16, section 1761, subdivision (a), in that pharmacists and
staff at FAP filled approximately 350 irregular prescriptions. Meany of these prescriptions order
an unusually large amount of chtrollled substances for “as-needed” purposes. The circumstances

are further explained in paragraphs 30-35, above,

FOURTEENTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Verify Legitimacy of Prescriptions for Controlled Substances)
(Bus, & Prof, § 4301, subd, (j), & Health and Safety Code § 11153, subd. (a))

63. Respondent INE, as Pharmacist-in-Charge of FAP, has subjected her Pharmacist
License to disciplinary action under Code section 4301, subdivision (3), because she violated
Health and Safety Code section 11153, subdivision (8), in that pharmacists and staff at FAP failed
to uphold their corresponding responsibility_ of verifying the patient’s legitimate medical purposes
for controlled substances. The pharmacists and staff at FAP breached their corresponding
responsibility by furnishing unusually large quantities of controlled substances to patients without

‘confirming with the supposed prescribers the legitimacy of the prescriptions, In fact, the

pharmacists and staff at FAP filled approximately 350 fraudulent prescriptions, many of which
were for unusually large quantities of controlled substances. The circumstances are further
explained in paragraphs 30-35, above,

FIFTEENTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Dispensed Controlied Substances on Invalid Prescriptions)
(Bus. & Prof, § 4301, subd. (j), & Health and Safety Code § 11164)

64. Respondent INE, as Pharmacist-in-Charge of FAP, has subjected her Pharmacist

License to disciplinary action under Code section 4301, subdivision (j), because she violated
Health and Safety Code section 11164, in that the pharmacists and staff at FAP furnished

controlled substances to patients based on invalid controlled substances prescription forms.
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Specifically, during May 2011, FAP filled five prescription documents that lacked several
required security measures. The circumstances are further explained in paragraph 34, above.
CAUSES OF DISCIPLINE AGAINST RESPONDIEET ICE

SIXTEENTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Filled Prescriptions with Significant Irregularity)
(Bus. & Prof. § 4301, subd. (0), & 16 CCR § 1761, subd, (a))

65. Respondent Iroegbu Clifford Esomonu (ICE), as a pharmacist of FAP, has subjected

his Pharmacist License to disciplinary action under Code section 4301, subdivision (0), because
he violated California Code of Regulations, title 16, section 1761, subdivision (a), in that
Respondent ICE filled prescriptions with significant irregularity. Many of the prescriptions
ordered unusually large quantities of controlled substances including oxycodone, hydrocodone
with acetaminophen, alprazolam and promethazine with codeine. The circumstances are further

explained in paragraphs 30-35, above,
SEVENTEENTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Verify Legitimacy of Prescriptions for Controlled Substances)
(Bus. & Prof. § 4301, subd. (j), & Health and Safety Code § 11153, subd, (a))

66. Respondent ICE, as a pharmacist of FAP, has subjected his Pharmacist License to
disciplinary action under Code section 4301, subdivision (j), because he violated Health and
Safety Code section 11153, subdivision (a), in that, on DUMETous occasions, Respondent ICE
failed to verify the legitimate medical purpose for prescribing an unusually large quentity of
controlled substances. In fact, FAP’s drug dispensing printouts show that Respondent ICE filled
approximately 350 fraudulent prescriptions, many which.were for unusually large quantities of

controlled substances. The circumstances are further explained in paragraphs 30-35, above.

EIGHTEENTH CAUSE FOR DISCIPLINE
(Unprofessional Conduct-Dispensed Controlled Substances on Invalid Prescriptions)
(Bus, & Prof. § 4301, subd. (j), & Health and Safety Code § 11164)

67. Respondent ICE has subjected his Pharmacist License to disciplinary action under
Code section 4301, subdivision (j), in that Respondent ICE dispensed controlled substances based
on invalid prescription documents, Specifically, Respondent ICE’s initials were on the pharmacy
dispensing printouts for five invalid prescription documents. The circumstances are further
explained in paragraph 34, above.
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NINETEENTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Maintain Records of Disposition)
(Bus. & Prof. §§ 4301, subd. (j), & 4081)

- 68. Respond'ent ICE, as the pharmacist-in-charge of FAPS, has subjected his Pharmacist

License to disciplinary action under Code section 4301, subd, (j), because he violated Code -

. section 4081, in that he did not maintain on FAP’s premises and have available for inspection all

records of dispoéition for inspection for 3 years, Specifically, on September 17, 2014, inspectof 2
obtained prescription hard copies and fcquested additional documents afier the inspection,
During the inspection, 39 prescription hard copies—which were filled between September 17,
2011 and September 17, 2014—were missing and FAP provided scan images of 18 prescriptions
filled by the pharmacy during this three year period for patients of Dr, Tan Nguyen.

TWENTIETH CAUSE FOR DISCIPLINE

"(Unprofessional Conduct-Possessing Adulterated Drugs)
(Bus. & Prof, § 4301, subd. (j), and Health and Safety Code § 111295)

69. Respondent ICE, as pharmacist-in-charge of FAP, has subjected his Pharmacist

License to disciplinary action under Code sections 4031, subd. (j) because FAP violated Health
and Safety Code section 111295, in that the pharmacists and staff at FAP possessed dangerous
dnigs that had been adul_terated. Specifically, on September 17, 2014, during an inspegﬁon at
FAP, a board inspector discovered a large box fill with apprdximately 80 prescription vials |

returned by patients for destruction in the pharmacy.

TWENTY-FIRST CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Provide Record of DEA Biennial Inventory)
(Bus. & Prof. § 4031, subd. (0), & 16 CCR § 1718)

70. Respondent ICE, as pharmacist-in-charge of FAP, has subjected his Pharmacist
License to disciplinary action under Code Section 4301, subdivision (o), because he failed to
comj:ly with title 16 section 1718 of the California Code of _Regulétions. Specifically, on
September 17, 2104, during an inspection, a Board inspector requested the record of the DEA

biennial inventory for inspection. Respondent FAP failed to provide the record for inspection.”

8 On or about September 19, 2011, Respondent ICE became the PIC at Fruitvale Avenue

Y. _
Under title 21 of the CFR section 1304, the DEA biennial inventory shall be available -
for inspection upon request for at least 3 years after the date of the inventory.
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TWENTY-SECOND CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure o Consult with Patient)
(Bus, & Prof, § 4301, subd. (o) and 16 CCR § 17607.2, subd. (b){1)(A))

71.  Respondent ICE, as pharmacist-in-charge-of FAP, has subjected his Pharmacist
License to disciplinary action under Code section 4301, subdivision (o), because he violated
California Code of Regulations, title 16, section 1707.2, subdivision (b)(1)(A), in that pharmacists
and staff at FAP failed to consult with patients regarding new medications. The circumstances

are further explained in paragraph 45, above.
TWENTY-THIRD CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Verify Legitimacy of Prescriptions for Controlled Substances)
(Bus. & Prof. § 4301, subd. (d), & Health and Safety Code § 11153, subd, (a))

72, Respondent ICE, as pharmacist-in-charge of FAP, has subjected his Pharmacist
Lice'nse to disciplinary action under Code section 4301, subdivision (d), because FAP engaged in
the excessive furnishing of controlled substances in violation of Health and Safety Code section
11153, subdivision (a), in that pharmacists and staff at FAP failed to uphold their corresponding
responsibilify of verifying the patient’s legitimate medical purposes for controlled substances.
Specifically, the pharmacists and staff at FAP breached their corresponding responsibility by
furnishing unusually large quantities of controlled substances to patients from September 17,
2011 to September 17, 2014, The circumstances é:e further explained in paragraphs 36-49,

above,

TWENTY-FOURTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Yariation from Prescription)
(Bus. & Prof. § 4301, subd. (0), & 16 CCR § 1716)

73. Respondent ICE, as the pharmacist-in-charge of FAP, has subjected his

Pharmacist License to disbiplinaxy action under Code section 4301, subdivision (o), because FAP
violated California Code of Regulations, title 16, section 1716, in that FAP deviated from the
requirements of a prescription without prior consent of the prescriber on several occasions.
During the inspection of FAP on September 17, 2014, Inspector 2 reviewed prescription hard
copies which were processed with the wrong prescriber. The circumstances are further explained
in paragraph 44, above,
i
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JWENTY-FIFTH CAUSE FOR DISCIPLINE
(Unprofessional Conduct-Failure fo Maintain Records of Disposition)
(Bus, & Prof, § 4301, subd, (0), & 4081)

74.  Respondent ICE, as the pharmacist-in-charge of FAP, has subjected his Pharmacist

License to disciplinary action under Code section 4301, subdivision (o), becanse FAP violated
Code section 4081, in that Respondent FAP did not have all records of manufacturer and of sale,
acquisition, or disposition of dangerous drugs or dangerous devices at all times during business
hours open to inspection by an authorized officer of the law, for at least three years, Specifically,
between the dates of September 17, 2011 and September 17, 2014, FAP could not account for
140.8 pints of promethazine and codeine syrup. The circumstances are further explained in
paragraphs 36 through 44, above,

TWENTY-SIXTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Misuse of Education by Pharmacist)
(Bus. & Prof. §§ 4301, subd. (o), & 4306.5)

75.  Respondent ICE, as the pharmacisi-in-charge of FAP, has subjected his Pharmacist
License to disciplinary action under Code sections 4301, subdivision (o), and 4306 in that
between September 17, 2011 and September 17, 2014, Respondent iCE failed to use his
education, training, and experience when he filled prescriptions for large quantities of narcotics
for patients who used multiple prescribers without confirming the ﬁrescriptions and the quantities
of narcotics prescribed were for a legitimate medical purpose, The circumstances are further
explained in paragraphs 36 through 49, above.

OTHER MATTERS

76. Pursuant to Code section 4307, if discipline is imposed on Pharmacy Permit Number
PHY 50064 issued to Fruitvale Avenue Pharmacy Inc., it shall be prohibited from serving as a
manager, administrator, owner, member, officer, director, associate, or partner of a licensee for
five years if Pharmacy Permit Number PHY 50064 is placed on probation or until Pharmacy
Permit Number PHY 50064 are reinstated if they are revoked.

77.  Pursuant to Code section 4307, if discipline is imposed on Pharmacy Permit Number
PHY 50064 issued to Fruitvale Avenue Pharmacy, Inc., while Respondent.Iroegbu Clifford
Esomonu had been an officer and owner and had knowledge of or knowingiy participated in any

25
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conduct for which the licensee was disciplined, Respondent Iroegbu Clifford Esomonu shall be
prohibited from serving as a manager, administrator, owner, member, officer, director, associate,
or partner of a licensee for five years if Pharmacy Permit Number PHY 50064 are placed on
probation or until Pharmacy Permit Number PHY 50064 are reinstated if they are revoked.

78.  Pursuant to Code section 4307, if discipline is imposed on Pharmacist License No.
RPH 53445 issued to Respondent Iroegbu Clifford Esomonu, Respondent Iroegbu Clifford
Esomonu, shall be prohibited from serving as a manager, administrator, owner, member, officer,
director, associate, or partner of a licensee for five ycai’s if Pharmacist License Nymber RPH
53445 is placed on probation or until Pharmacist License Number RPH 53445 is reinstated if it is
revoked.

DISCIPLINE CONSIDERATIONS
79, To determine the degree of discipline, if any, to be imposed on Respondent ICE,

Complainant alleges that on or about December 28, 2010, in a prior action, the Board of
Pharmacy issued Citation Number CI 2010 45230 and ordered Respondent ICE to pay 2 $2,500
fine for violating sections 4301, subdivisions (h) and (1) (arrest for driving under the influence
and conyiction on the lesser charge of wet/reckless). That Citation is now final and is
incorporated by reference as if fully set forth.
PRAYER
WHEREFORE, Complainant requests that a hearing be held on the matters alleged in this

Second Amended Accusation, and that following the hearing, the Board of Pharmacy issue &
decision:

1. Revoking or suspending }I’harmacy License Number PHY 50064, issued to
Fruitvale Avenue Pharmacy Inc.;

2. Revoking or suspending Pharmacist License Number RPH 53516, issued to
Jjeorna Nwanyiocha Esomonu, Fruitvale Avenue Pharmacy Inc.;

3. Revoking or suspending Pharmacist License Number RPH 53445, issued to
Iroegbu Clifford Esomonu, Fruitvale Avenue Pharmacy Inc.;

26
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4. Prohibiting Fruitvale Avenue Pharmacy, Inc. from serving as a manager,

2 || administrator, owmer, member, officer, director, aésociate, or pariner of a Hoensee for five years if
3 || Pharmacy Permit Number PHY 50064 are placed on probation or until Pharmacy Permit Number
4 {| PHY 50004 are reinstated if Pharmacy Permitl Number PHY 50064 issued to Fruitvale Avenue
5 || Pharmacy, Inc. are revoked;
6 9. Prohibiting Respondent Iroegbu Clifford Esomonu from serving as a manager,
7 || administrator, owner, member, officer, director, associate, or partner of a licensee for five years if
8 || . Pharmacy Permit Number PHY 50064 is placed on probation or until Pharmacy Permit Numbers
.9 || PHY 50064 are reinstated if Pharmacy Permit Number PHY 50064 issued to Fruitvale Avenue
10 || Pharmacy, Inc. is revoked; ‘ _
1] 6. Prohibiting Respondent Iroegbu Clifford Esomonu from serving as a manager,
12 gdministrator, owner, member, officer, director, associate, or partner of a licensee for five years if
13 || Pharmacist License Number RPH 53445 is placed on probation or until Pharmacist License
14 || Number RPH 53445 is reinstated if Pharmacist License Number RPH 53445 issued to
15 1| Respondent Iroegbu Clifford Esomonu is revoked;
16 7. Ordcnng Fruitvale Avenuc Pharmaocy Inc., Ijéoma Nwanyi ocha Esomonu and
17 h Iroegbu Clifford Esomonu to pay the Board of Pharmacy the reasonable costs of the investigation
18 (| and enforcement of this case, pursuant to Business and Professions Code section 125.3;
19 8. Taking such other and further action as deemed neoessary and proper.
20 '
8 - »\M
22 ' Tt
DATED: 5/ @// S 7.
23 T G ROLD
Exocuti cer
24 Board of Phaymacy
Department of Consumer Affairs
25 State of California
Complainant
26
SF2013901373
27 || 90470975.d0cx
28
27
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1 KAMALA D. HARRIS
Attorney General of California
, 2 {| DIANN SOKOLOFF
i Supervising Deputy Attomney General
| 3 || TMOTHY J. MCDONOUGH
Deputy Attorney General
| 4 |l State Bar No. 235850
1 1515 Clay Street, 20th Floor
5 P.O. Box 70550
' Oakland, CA 94612-0550
l 6 || Telephone: (510) 622-2134
Facsimile: (510) 622-2270
7 B-mail: Tim.McDonough@doj.ca.gov
: Attorneys for Complainant
BEFORE THE
9 BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
10 STATE OF CALIFORNIA
11 ) |
» In the Matter of the Accusation Against: Case No, 4579
FRUITVALE AVENUE PHARMACY INC.
’ 13 (| 2693 Fruitvale Avenue
14 Qakland, CA 94601 AMENDED ACCUSATION
e Pharmacy License No, PHY 50064,
IJECMA NWAYIOCHA ESOMONU
16 || FRUITVALE AVYENUE PHARMACY INC,
16 Minaret Reoad
17 || Oakley, CA 94561
18 || Pharmacist License No, RPH 53516,
19 and
20 || IROEGBU CLIFFORD ESOMONU
FRUITVALE AVENUE PHARMACY INC.
21 ||_6726-Corte.Santa Maria e
5 Pleasanton, CA 94566
5 Pharmacist No. RPH 53445
Respondents,
24
25
26
27
28
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Complainant alleges:

' PARTIES

1. Virginia Herold (Complainant) brings this Accusation solely in her official capacity
as the Bxecutive Officer of the Board of Pharmacy, Department of Consumer Affairs.

2. On or about October 21, 2009, the Board of Pharmacy issned PHarmacy License
Number PHY 50064 to Fruitvale Avenue Pharmacy Inc. (Respondent FAP). The Pharmacy
License was in full force and effect at all times relevant to the charges brought in this Accusation
and will expire on October 1, 2013, unless renewed,

3. Onor about April 23, 2002, the Board of Pharmacy_issued Pharmacist License
Number RPH 53516 to Ijeoma Nwanyiocha Esomonu (Respondent INE). The Pharmacist
License was in full force and effect at all times relevant to the charges brought in this Accusation
and will expire on April 30, 2015, unless renewed.

4. Onor about March 28, 2002, the Board of Pharmacy issued Pharmacist Number RPH
53445 to Iroegbu Clifford Bsomonu (Respondent ICE). The Pharmacist License was in full force
and effect at all times relevant to the charges brought in this Accusation and will expire on
September 30, 2013, unless renewed. -

| JURISDICTION _

5. This Accusation is brouéht before the Board of Pharmscy (Board)A, Department of
Consumer Affairs, under the authority of the following laws. All section references are to the
Business end Professions Code unless otherwise indicated.

6. Section 4011 of the Code provides that the Board shall administer and enforce both

NONONN NN N
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the Pharmacy Law [Bus. & Prof. Code, § 4000 et seq.] and the Uniform Controlled Substances
Act [Health & Safety Code, § 11000 et seq.]. »

7. Section 4300 of the Code states:

“(a) Bvery license issued may be suspended or revoked.

*(b) The board shall discipline the holder of any license issued by the board, whose default
has been entered or whose case has been heard by the board and found guilty, by any of the

following methods:

Amended Accusation




“(1) Suspending judgment.

“(2) Placing him or her upon probation.

2

3 *“(3) Suspending hig or her right to practics for a period not exceeding one year.

4 “(4) Revoking his or her license.

5 “(5) Taking any other action in relation to disciplining him or her as the board in its

¢ || discretion may deem proper.

7

“(e) The proceedings under this article shall be conducted in accordance with Chapter 5

9 || (commencing with Section 11500) of Part.1 of Division 3 of the Government Code, and the board
10 || shall have all the powers granted therein. The action shall be final, except that the propriety of
11 || the action is subject to review by the superior court pursuant to Section 1094.5 of the Code of
12 || Civil Procedure.”
13 8.  Section 4300.1 of the Code provides that “[t]he expiration, cancellation, forfeiture, or
14 || suspension of & board-issued license by operation of law or by order or decision of the board or a
15 { court of law, the placement of a license on a retired status, or the voluntary surrender of a license
16 || by a licensee shall not deprive the board of jurisdigtion to commence or proceed with any
17 | investigation of, or actioh or disciplinary proceeding against, the licensee or to render a decision
18 || suspending or revol;:ing the license.”
19 STATUTORY/REGULATORY PROVISIONS
20 9.  Section 4301 of the Code states, in relevant part:
21 |l “The board sﬁa]l take action against any holder of a license who is guilty of unprofessional
22 || conduct or whose license has been procured by fraud or misrepresentation or issued by mistake,
23 || Unprofessional conduct shall include, but is not limited to, any of the following:
24 “(a) Gross immortality. '
25
26 “(h) The administering to oneself, of any controlled substance, or the use of any dangerous
27 || drug or of alcoholic beverages to the extent or in & manner as to be dangerous or injurious o
28 || oneself, to & person holding a license under this chapter, or to any other person or to the public, or

3

Amended Accusation




D W N

W o 3 O w

to the extent that the use impairs the ability of the person to conduct with safety to the public the

practice aythorized by the license,

“(j) The violation of s;ny of the statutes of this state, or any other state, or of the United

States regulating controlled substances and dangerous drugs.

* (1) The conviction of a crime substantially related to the qualifications, functions, and
duties of a licensee under this chapter. The record of conviction of a violation of Chapter 13
(commencing with Section 801) of Title 21 of the United States Code regulating controlled
substances or of a violation of the statutes of this state regulating controlled substances or
dangerous drugs shall be conclusive evidetice of unprofessional conduct. In all other cases, the
record of conviction shall be conclusive evidence only of the fact that the coﬁviction occurred.
The board may inquire into the circumstahces surrounding thc comrnission of the crime, in order
to fix the degree of discipline or, in the case of & convictlon not involving controlled substances
or dangerous drugs, to determine if the conviction is of an offense substantially related to the
qualifications, functions, and duties of a licensee under this chapter, A plea or verdict of guilty or
a conviction following a plea of nolo contendere is deemed to be a conviction within the meaning
of this provision. The board may take action when the time for appeal has elapsed, or the
judgment of conviction has been affirmed on appeal or when an order granting probation is made
sugpendmg the imposition of sentence, irrespective of & subsequent order under Section 1203.4 of

the Penal Code allowing the person to withdraw his or her plea of guilty and to enter a plea of not

guilty, or setting aside the verdict of guilty, or dismissing the accusation, information, or

indictment,

“(0) Violating or attempting to violate, directly or indirectly, or assisting in or abetting the
viclation of or conspiring to violate any provision or term of this chapter or of the applicable
federal and state laws and regulations governing pharmacy, including regulations established by

the board or by any other state or federal regulatory agency.”

4

Amended Accusation




E =S V0 R S )

10
11
12
13
14
15
16

18
19
20

21 |

W L~ v W

10.  Section 4113, subdivision {¢), of the Code provides that “[tJhe pharmacist-in-charge
shall be responsible for a pharmacy's compliance with all state and federal laws end regulations
pertaining to the practice of pharmacy.”

11.  Section 490 of the Code provides, in relevant part, that the Board may suspend or
revoke a license when it finds that the licensee has be¢n convicted of a crime substantially related
to the qualifications, functions or duties of the license.

12, Section 493 of the Code states:

“Notwithstanding any other provision of law, in a proceeding conducted by a board within
the department pursuant to law to deny an application for a license or to suspend or revoke a
license or otherwise take diseiplinary action against a person who holds g license, upon the
grouﬂd that the applicant or the licensee has been convicted of a crime substantially related to the
qualifications, functions, and duties of the licenseo in question, the record of tonviction of the
crime sha!l be conclusive evidence of the fact that the conviction occurred, but only of that fact,
and the board may inquir.eiinto the circurmistahces surrounding the commission of the crime in
order to fix the degree of discipline or to determine if the conviction is substantially related to the
qualifications, functions, and duties of the licensee in question.

“As used in this section, ’license’ includes ’certificate,” ‘permit,’ "authority,” and
‘registration.’” | .

13, Health and Safety Code section 11165, subdivision (d), states:

“For each prescription for 8 Schedule II, Schedule III, or Schedule IV controlled substance, as

defined in the controlled substances schedules in federal law and regulati_ons, specifically

22
23
24
25
26
27
28

Sections 1308.12, 1308,13, and 1308.14, respectively, of Title 21 of the Code of Federal
Regulations, the dispensing pharmacy or clinic shall provide the following information to the
Department of Justice on a weekly basis and in a format specified by the Department of Justice:
“(1) Full name, address, and the telephone number of the ultimate user or research subject,
or contact information as determined by the Secretary of the United States Department of Health

and Human Services, and the gender, and date of birth of the ultimate user.

Amended Accusetion




“(2) The prescriber's category of licensure and license number; federal controlled

1
i 2 || substance registration number; and the state medical license number of any prescriber using the
i . 3 |i federal controlled substance registration number of a government-exempt facility.
E 4 *(3) Pharmacy prescr_iption number, license number, and federal controlled substance
l 5 |j registration number.
l 6 “(4) NDC (National Drug Code) number of the controlled substance dispensed,
I- 7 “(5) Quantity of the controlled substance dispensed.
8 “(6) ICD-9 (diagnosis code), if available, '
9 “(7) Number of refills ordered.
10 *(8) Whether the drug was dispensed as a refill of a prescription or as a first-time request.
11 *(9) Date of origin of the prescription.
12 “(10) Date of dispensing of the presctiption.”
13 14.  Health and Safety Code section 11164 states, in relevant part:
14 || “Except ‘as provided in Section 11167, no person shall prescribe a controlled éubstance, nor shall
15 |} any person fill, compound, or dispense & prescription for a controlled substance, unless it
16 || complies with the requirements of this section,”
17 “(a) Each prescription for a controlled substance classified in Schedule 11, 11, IV, or V,
18 || except as authorized by subdivision (b), shall be made on a controlled substance prescription form
19 || as specified in Section 11162.1,....” )
20 15.. Health and Safety Code section 11162.1 states, in relevant part:
21 || “(a) The prescription forms for controlied substances shall be printed with the following features:
22
’ 23 “(7)(A) 8ix quantity check off boxes shall be printed on the form so that the prescriber
24 || may indicate the quantity by checking the applicable box where the following quantities shall
25 || appear: '
26 D 2549
. 50-74
27 »  75-100
« 101-150
28 = 151 and over.
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“(8) Prescription blanks shall contain a statement printed on the bottom of the

prescription blank that the ‘Prescription is void if the number of drugs prescribed is not noted.’”

“(b) Each batch of 00ntrolled substence prescription forms shall have the lot number printed on
the form and each form within that batch shall be numbered sequentially beginning with the
numeral one.”

16. .Health and Safety Code section 11153, subdivision (a), states: '

“A prescription for a controlled substance shall only be issued fora legitimate medical
purpose by an iﬁdividual practitioner acting in the usual course of his or her professional
practice. The responsibility for the proper prescribing and dispensing of controlled substances is
upon the prescribing praotitioner, but a corresponding responsibility rests with the pharmacist
who fills the prescription. Except as authorized by this divisidn, the following are not legal
prescriptions: (1) an order purporting to be a prescription which is issued not in the vsual course
of professional treatment or in legitimate and authorized research; or (2) an order for an addict or
habitual user of controlled substances, which is issued not in the course of professional treatment
or as part of an authorized narcotic treatment program, for the purpose of providing the user with
controlled substances, sufficient to keep him or her comfortable by maintaining customary use.”

17. California Code of Regulations, title 16, section 1761, states:

“(a)y No pharmac.ist shall compound or dispense any prescription which contains any

significant error, omission, irregularity, uncertainty, ambiguity or alteration, Upon receipt of any

] |3 S o ny avd ™
13’0 g N W b W [ %)

such prescription, the pharmacist shall contact the prescriber to obtain the information needed to
validate the prescription. ’

“(b) Bven after conferring with the presdriber, a pharmacist shail not compound or dispense
a controlled substance prescription where the pharmacist knows or has objective reason to know
that said preécription was not issued for & legitimate medical purpose.”

18. California Code of Regulations, title 16, section 1770, states:

“For the purpose of denial, suspension, or revocation of a personal or facility license

7
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pursuant to Division 1.5 (commencing with Section 475) of the Business aﬁd Professions Code, a
crime or act shall be considered substantially related to the qualifications, functions, or duties of a
licensee or registrant if to a substantial degree it evidences present or potential unfitness of a
licensee or registrant to perform the functions authorized by his license or registration in a manner
consistent with the public health, safety, or welfare.”
CONTROLLED SUBSTANCES
19, Section 4021 ofthe Code states:

“‘Controlled substance’ means any substance listed in Chapter 2 (commencing with Sectiori
11053) of Division 10 of the Health and Safety Code.”

20, Oxycodone is a Schedule II controlled substance as designated by He.a_lth and Safety' 1
Code section 11055, subdivision (b)(1)(M).

21. Hydrocodone with acetaminophen is a Schedﬁle 111 controlled substance as
designated by Health and Safety Code section 11056, subdivision (e)(4).

22.  Alprazolam is a Schedule IV controlied substance as designated by Health and Safety
Code section 11057, subdivision (d){1).

23, Promethazine with codeine is a schedule V controlled substance as designated by
Health and Safety Code section 11058. ‘

COST RECOVERY

24,  Section 125.3 of the Code provides, in relevant part, that the Board may request the
administrative law judge to direct a licentiate found to have committed a violation or violations of

the licensing act to pay 2 sum not to exceed the reasonable costs of the investigation and

NN NN NN
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enforoement of the case, with failure of the licentiats to comply subjecting the license to not being
renewed or reinstated. If a case settles, recovery of investigation and enforcement costs may be
included in # stipulated settlement,

FACTUAL BACKGROUND

25.  From about October 21, 2009, to the present, Respondent Fruitvale Avenue Pharmacy
(FAP) has been operating as a pharmacy in Oakland, California. From on or about October 21,

2009, until Mgy 19 2011, Respondent Ijeoma Nwanyiocha Esomonu (INE), the owner of FAP,
8
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was also the pharmacist-in-charge (PIC) at FAP. From on or about October 21, 2009, until May
19, 2011, Respondent Iroegbu Clifford Esomonu (ICE) worked as s pharmacist at FAP, From
May 19, 2011, to the present, Respondent ICE took over as the PIC at FAP,

26. OnMay 17, 2011, a Board inspector (inspector) conducted an inspection at FAP
because the Board had identified FAP as a phermacy that failed to report any Controlled
Substances Utilization Review and Evaluation System (CURES) data to the Department of
Justice (POJ), During the inspection at FAP, the inspéctor observed several pharmacy law
violations. Specifically, the inspector note;d that FAP had never transmitted any CURES data to
the DOJ,

27. While at FAP, the inspector looked into prescription documents from Bay Internal
Medicine (BIM). The prescriptions appeared legitimate but, upon further investigation, the
inspector found that none of prescribers’ contact information on the prescriptions contained a
valid working phone number. The inspector asked Respondent ICE to verify the BIM prescribers
on the Medical Board of California’s website. The web search revealed that none of the BIM
prescribers’ listed addresses on the Medical Board’s website matched the addresses on the
prescriptions. Significantly, Respondent ICE admitted to the inspector that he had never before
verified a prescriber using the Medical Board’s website. In addition, the inspector observed
numerous other violations of pharmacy laws. At the conclusion of the inspection, the inspector
prepared an inspection report documenting various pharmacy law violations. The inspector gave
a copy of the report to Respondent ICE, and then had Respondent ICE review and sign off on it.

During his inspection, the inspector obtained certain documents including prescription

22
23
24
25

27
28

documents, dispensing detail reports, and Cardinal Health Narcotic Sales Reports. The inspector
also requested FAP to provide additional documents and explanations regarding pharmacy law .
violations indicated in the report.

28.  On or about May 30, 2011, the inspector received and reviewed faxed responses from
FAP. Subsequently, the inspector contacted 15 different prescribers listed as the supposed
prescriber on the preseription documents. The inspector sent each prescriber a list of
preseriptions from FAP to verify the legitimacy of the prescriptions, Bach of the prescribers

8
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responded with a written statement that they did not suthorize the prescriptions from FAP, In
Tact, one prescriber from Kaiser stated he did not authorize any of the prescriptions and that they
were written on presctiptions that were stolen from his locker at the hospital. Additionally, one
prescriber from BIM stated their practice had been closed since June 2009, Allthe BIM
prescriptioh documents that the insp'ector sent to the BIM preseribers to review were dated and
filled by FAP in 2011,

29.  Physician Assistant G. P.! (G. P.) was one of the 15 prescribers that the inspector.
contacted fo verify the legitimacy of the prescription documents he got from FAP. On or about
June 7, 2011, the inspector received a response from G. P., indicating that he did not authorize the
prescriptions and the documents were forgeries, In addition, G. P. noted that several of the |
prescription documents were not written on proper controlled substances prescription forms.
Significantly, during the May 17, 2011 visit to FAP, the inspector had miade the same obsetvation
that FAP had improperly dispensed controlled substances on five invalid prescription documents,
These five prescription documents wete itfivalid because they lacked several required security
features such as quantity check off boxes, the required statement of “Prescription is void if the
number of drugs prescribed is not noted,” and the prescriptions were not sequentially numbered,

30.  The inspector’s investigation revealed that, from October 2009, to about April 2011,

- FAP failed to transmit CURES data to the DOJ. The investigation further showed that, from

about July 2010, to May 2011, Respondent INE, ahd Respondent ICE had filled over 350

| frandulent prescriptions. Many of these prescription documents contained significant

irregularities that should have prompted Resporident INE and Respondent ICE to verify the

NN
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.25

26
27
28

legitimacy of the préscription before dispensing the cohtrolled substances. In addition, a review
of FAP's dispensing printouts obtained during the investigation showed Respondent Iee’s initials
on most, if not all, of the printouts’ “filled by™ section. Furthermore, in a written statement,
Respondent ICE admitted that he was the pharmacist on duty everyday since the opening of FAP
I

' G. P. is used in this document rather than the actual name of the Physician Assistant,

10
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12

CAUSES OF DISCIPLINE AGAINST RESPONDENT FAP

FIRST CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Transmit Dispensing Data to CURES)
(Bus. & Prof, § 4301, subd, (j) and Health and Safety Code § 11165, subd, (d))

31, Respondent Fruitvale Avenue Pharmacy’s (FAP) Pharmacy License is subject to

disciplinary actiot under Code section 4301, subdivisioq (j), because FAP violated Health anci
Safety Code section 11165, subdivision (d), in that from on or about October 21, 2009, until
approximately A.pr'il 2011, FAP failed to transmit dispensing data for Schedule II, Schedule III,
and Schedule IV controlled substances to the Department of Justice for the Controlied Substences
Utilization Review and Evaluation System (CURES) on a weekly basis. The circumstances are
further explained in paragraphs 25-30, above.

SECOND CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Filled Prescriptions with Significant Irregularity)
(Bus, & Prof. § 4301, subq. (o) and 16 CCR § 1761, subd. (2))

32, Respondent FAP’s Pharmacy License is subject to disciplinary action under Code

section 4301, subdivision (o), because FAP violated California Code of Regulations, title 16,
section 1761, subdivision (2), in that pharmacists and staff at FAP filled over 350 irregular
prescriptions. Many of these prescription documents order an unusually large arﬁount of
controlled substances for “as-needed” purposes. The circurﬁstanccs are further explained in

paragraphs 25-30, above.

THIRD CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Verify Legitimacy of Prescriptions for Controlled Substances)
(Bus. & Prof. § 4301, subd. (j) and Health and Safety Code § 11153, subd. (a))

33, Respondenit FAP’s Pharmacy License is subject to disciplinary action under Code

22
23
24
25
26
27

28

section 4301, subdivision (j), because FAP violated Heaith and Sefety Code section 11153,
subdivision (g), in that pharmacists and staff at FAP failed to uphold their corresponding
respongibility of verifying the patient’s legitimate medical purposes for controlled substances.
The pharmacists and staff at FAP breached their corresponding responsibility by furnishing
unusually large quantities of controlled substances to patients without confirming with the
supposed prescribers the legitimacy of the prescriptions. In fact, the pharroacists and staff at FAP

filled approximately 350 fraudulent prescriptions, many of which were for unusually large

11
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quantities of controlled substances. The circumstances are further explained in paragraphs 25-30,

above,

‘ FOURTH CAUSE FOR DISCIPLINE
(Unprofessional Conduci-Dispensed Controlled Substances on Invalid Prescriptions)
(Bus, & Prof. § 4301, subd. (j) and Health and Safety Code §11164)

34, Respondént FAP’s Pharmacy Liqense is subject to disciplinary action under Cods
section 4301, subdivision (j), because FAP violated Health and Safety Code section 11164, in that
the pharmacists and staff at FAP furnished controlled substances to patients based on invalid
controlled substances prescription forms. Specifically, during May 2011, FAP fi!led five
prescription documents that lacked several required security measures. The circumstances are
further explained in paragraphs 25»3_0, abpve. |

CAUSES OF DISCIPLINE AGAINST RESPONDENT INE

FIETH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Transmit Dispensing Data to CURES)
(Bus. & Prof. § 4301, subd. () and Health and Safety Code § 11165, subd. (d))

35. - Regpondent Jjeoma Nwanyiocha Esomonu (INE), as Pharmacist-in-Charge of FAP,

has subjected her Pharmacist License to disciplinary action under Code section 4301, subdivision
(), by violating Health and Safety Code sections 11165, subdivision (d), in that from on'or abolut
October 21, 2009, until approximately April 2011, INR failed to insure that FAP transmit to th;
Dei)artment of Justice for the Controlled Substances Utilization Review and Evaluation System
(CURESR) dispensing data for Schedule I, Schedule 'HI, and Schedule IV controlled substances on

a weekly basis. The circuniistances are further exp]a{ined in paragraphs 25-30, above,

SIXTH CAUSE FOR DISCIPLINE

NONNDN DN
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(Unprofessional Conduct-Filled Prescriptions with Significant Irregularity)
(Bus. & Prof, § 4301, subd. (o) and 16 CCR § 1761, subd. (a))

36. Respondent INE, as Pharmacist-in-Charge of FAP, has subjected her Pharmacist
License to disciplinary action under Code section 4301, subdivision (o), because she violated
California Code of Regulations, title 16, section 1761, subdivision (a), in that pharmacists and
staff at FAP filled over 350 irregular prescriptions. Many of these prescription documents order
an unusually large amount of controlled substances for “es-needed” purposes. The circumstances

are further explained in paragraphs 25-30, above,
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SEVENTH CAUSE FOR DISCIPLINE
(Unprofessional Conduct-Failure to Verify Legitimacy of Prescriptions for Controlled Substances)
(Bus. & Prof. § 4301, subd, (j) and Ilealth and Safety Code § 11153, subd. ()

"37. Respondent INE, as Pharmacist-in-Charge of FAP, has subjected her Pharmacist

License to disciplinary action under Code section 4301, subdivision (j), because she vio lated
Health and Safety Code section 11153, subdivision (a), in that pharmacists and staff at FAP failed
to uphold their corresponding responsibility of verifying the patient’s legitimate medical purposes
for controlled substances. The pharmacists and staff at FAP breached their corresponding
responsibility by furnishing unusually large quantities of controlled substances to patients without
confirming with the supposed prescribers the legitimacy of the prescriptions, In fact, the
pharmacists and staff at FAP filled approximately 350 fraudulent prescriptions, many of which
were _for. unusually large quantities of controlled substances. The circumstances are further

explained in paragraphs 25-30, above.

EIGHTH CAUSE FOR DISCIPLINE
(Unprofessional Conduct-Dispensed Controlled Substances on Invalid Prescriptions)
(Bus. & Prof, § 4301, subd. (j) and Health and Safety Code § 11164)

38. Respondent INE, as Pharmacisi-in-Charge of FAP, has subjected her Pharmacist

License to disciplinary action under Code section 4301l, subdivision (j), because she violated
Health and Safety Code section 11164, in that the pharmacists and staff at FAP fumishec}
controlled substances to patients based on invalid controlled substances prescription forms,
Specifically, during May 2011, FAP filled five prescription documents that lacked several
required security measures. The circumstances are further explained in paragraphs 25-30, above.

CAUSES OF DISCIPLINE AGAJI_\EI’_BESPONDENT ICE

22
23
24
25
26
27
28

NINTH CAUSE FOR DISCIPLINE
(Unprofessional Conduct-Filled Prescriptions with Significant Irregularity)
(Bus. & Prof. § 4301, subd. (0) and 16 CCR § 1761, subd. (a))

39.  Respondent Iroegbu Clifford Esomonu (ICE), as a pharmacist of FAP, has subjected

his Pharmacist License to disciplinary action under Code section 4301, subdivision (o), because
he violated California Code of Reguletions, title 16, section 1761, subdivision (&), in that
Respondent ICE filled prescriptions with significant irregularity. Many of the prescriptions order

unusually large quantities of controlled substances including oxycodone, hydrocodone with

13
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acetaminiophen, alprazolam and promethazine with codsine. The circumstances are further

explained in paragraphs 25-30, above.

TENTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Verily Legitimacy of Prescriptions for Controlled Substances)
(Bus. & Prof. § 4301, subd. (j) and Health and Safety Code § 11153, subd. (a))

40. Respondent ICE, as a pharmacist of FAP, has subjectéd his Pharmgcist License to
disciplinary action under Code section 4301; subdivision (j), because he violated Health and
Safety Code section 11153, subdivision (a), i that, on numerous occasions, Respondent ICE
failed to verify the legitimate medical purpose for prescribing an umisually large quantity of '
controlled substances, va1 fact, FAP’s drug dispensing printouis show that Respondent ICE filled
approximately 350 fraudulent prescriptions, many which were for unusually large quantities of

controlled substances. The circymstances are further explained in paragraphs 25-30, above,

ELEVENTH CAUSE FOR DISCIPLINF,
(Unprofessional Conduct-Dispensed Controlled Substances on Invalid Prescriptions)
(Bus, & Prof. § 4301, subd. (j) and Health and Safety Code § 11164)

41, Respondent ICE, as a pharmacist of FAP, has subjected his Pharmacist License to
disciplinary action under Code section 4301, subdivision (j), in that Respondent ICE dispensed
controlled subsiances based on invalid prescription documents. Spéciﬁcally,'Respondent ICE’s
iniiia}s were on the pharmacy dispehsing printouts for those five invalid prescription documents,

The circumstances are further explained in pafagraphs 25-30 above.

TWELFTH CAUSE FOR DISCIPLINE s
(Unprofessional Conduct-Use of Alcohol in a Dangerous Manner)
(Bus. & Prof, § 4301, subd. (h))

42. _ Respondent ICE has subjected his Pharmacist License to disciplinary action under

TR
(9%
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Code section 4301, subdivision (h), in that on or about April 23,2012, Respondent ICE was
arrested by a San Leandro police officer for driving under the influence of alcohol, The
circumnstances are as follows: ,

43.  On or about 12:25 &.m. on April 23, 2012, a San Leandro police officer stopped
Respondent’s vehicle for a-violation of Vehicle Code section 21650 (a ‘vehicle on the highway
must be driven on the right side of the road). The officer approached Respondent’s vehicle and |

observed symptoms of intoxication including red watery eyes, alcoholic odor emitting from

14
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Respondetit’s breath and slurred speech, Respondent failed a series of field sobriety tests. Two
breath tests from Respondent at approximately 1;19 a.m. and 1:22 a.m. revealed & blood alcohol

concentration (BAC) of .13,

THIRTEENTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Conyiction)
(Bus. & Prof. §§ 490 & 4301, subd. (1)) -

44, Respondent ICE has subjected his Pharmacist License to disciplinary action under
Code section 43()1, subdivision (1), and section 490, in that Respondent ICE was convicted of &
crime substantially related to the quali.ﬁcaticms, funotions and duties of a pharmacist. The
circumstances are as follows;

45,  On or about December 13, 2012, in a criminal matter entitled People of the State of
California v. Iroegbu Clifford Esomonu, in the Alameda County Superior Court, Respondent ICE
was convicted_ upon plea of no contest to the violation of Vehicle Code section 23152,
subdivision (b) (driving with a blood al(;ohol level of ,08 or more), a misdemeanor, Réspondemt
ICE was ordered to serve 15 days in county jail. Respondent was placed on probation for 3 years
with various conditions including completing a Drinking Driver Program and paying various fees
and fines.

DISCIPLINE CONSIDERATIONS
"46. To determine the degree of discipline, if any, to be irhposed on Respondent ICE,
Complainant alleges thet on or about December 28, 2010, in a prior action, the Board of
Pharmacy issued Citation Number CI 2010 45230 and ordered Respondent ICE to pay a $2,500

fine for violating sections 4301, subdivisions (h) and (1) [arrest for driving under the influence

and conviction on the lesser charge of wet/reckless]. That Citation is now final and is
incorporated by reference as if fully set forth.
PRAYER
WHEREFORE, Complainant requests that a hearing be held on the matters alleged in this
Accusation, and that following the hearing, the Board of Pharmacy issue 2 decision:
1. Revoking or suspending Pharmacy License Number PHY 50064, issued to
Fruitvale Avenue Pharmacy Inc.;

15
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2. Reyoking or suspending Pharmacist License Number RPH 33516, issued to

2 {| ljeoma Nwanyiocha Esomonu, Fruftvale Avenue Pharmacy Inc.;
| 3 3. Revoking or suspending Pharmacist License Number RPH 53445, issued to
4 | Iroegbu Clifford Esomonu, Fruitvale Avenue Pharmacy Inc,;
5 4. Ordering Fruitvale Avenue Pharlﬁacy Inc., Jjeoma Nwanyiocha Bsomonn and
6 i Iroegbu Clifford Esomonu to pay the Board of Phafmacy the reasonable costs of the investigation
7 || and enforcement of this case, pursuant to Business and Professions Code section 125,3;
8 5, Taking such other and further action as deemed necessary and proper.
9
10 | .
11 I /
DATED: |2 (13
i2 4 ! ,
13 Board of PRarmacy
- Department of Consumer Affairs
14 State of California
Complainant
15
|l sF2013901373
16 || 90331250.docx
17
18
} 19
20
i
: 21
: 2
| 23
24
25
20
, 27
i 28
16
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KamaLa D, HARRIS
Attorney General of California
DianNN SokoLorp
Supervising Deputy Attorney General
TIMOTHY J. MCDONOUGH
Deputy Attorney General
State Bar No, 235850 .
1515 Clay Street, 20th Floor
P,O. Box 70550
QOakland, CA 94612-0550
Telephone: (510) 622-2134
Facsimile: (510) 622-2270
E-mail: Tim.McDonough@doj.ca.gov
Attorneys for Complainant '

BEFORY. THE
_ BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

In the Matter of the Accusation Against; Case No, 4579

FRUITVALE AVENUE PHARMACY INC,
2693 Fruitvale Avenue :

Oakland, CA 94601 ACCUSATION
FPharmacy Licensc No. PHY 50064,
IJEOMA NWAYIOCHA ESOMONU
FRUITVALE AVENUE PHARMACY INC.
16 Minaret Road

Qakley, CA 94561

Pharmiacist License No, RPH 53516,

and

IROEGBU CLIFFORD ESOMONU
FRUITVALE AVENUE PHARMACY INC.
6726 Corte Santa Maria

Pleasanton, CA 94566

Pharmacist No. RPH 53445

Respondents,
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Complainant alleges:

PARTIES
1. Virginia Herold (Complainant) brings this Accusation solely in her official capacity
as the Executive Officer of the Board of Pharmacy, Department of Consumer Affairs.

2. Onor about October 21, 2009, the Board of Pharmacy issued Pharmacy License
Number PHY 50064 to Fruits)ale Avenue Pharmacy Inc, (Respondent FAP). The Phé'rmacy
License was in full force and effect at all times relevant to the charges brought in this Accusation
and will expire on October 1, 2013, unless renewed.

3. Onor about April 23, 2002, the Board of Pharmacy issued Pharmacist Licensc _
Number RPH 53516 to Jjeoma Nwanyiocha Esomionu {(Respondent INE)., The Pharmacist
License was in full force and effect eﬁ all times relevant to the charges brought in this Accusation
and will exp{re on April 30,2015, unless renewed. , |

4. On or about March 28, 2002, the Board of Pharmacy issued Pharmacist Number RPH
53445 to Iroegbu Clifford Esomonu (Respondent [CB). The Pharmacist License was in full force
and offect at all times relevant to the charges brought in this Accusation and will expire on
September 30, 2013, unless renewsd.

JURISDICTION .

5, This Accusation is }g}'ought befare the Board of Phénnacy {Boaxrd), Depattment of .
Consumer Affairs, under the authority of tklze following laws, All section references are to the
Buginess and Professions Code unless otherwise indicated.

6, SecﬁOn 4011 of the Code provides that the Board shall administer and enforce both

the Pharmacy Law [Bus, & Prof. Code, § 4000 et seq.] and the Uniform Controlled Substances '
Act [Hoalth & Safety Code, § 11000 et seq.].

7. Section 4300 of the Code states:
“(a) Every license issued may be suspended or revoked,
“(b) The board shall discipline the holder of any license issued by the board, whose default

has been entered or whose case has been heard by the board and found guilty, by any of the
following methods: ' '

Accusation
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“(1) Suspending judgment.
*(2) Placing him or her upon probation.
“(3) Suspending his or her right to practice for a pericd not excesding.one year.

“(4) Revoking his or her license,

“(5) Takjrig any other action in relation 1o disciplining him or her as the board in its

discretion may deem proper.

“(e) The proceedings under this erticle shall be conducted in accordance with Chapter 5
(commencing with Section 11500) of Part'1 of Division 3 of the Government Code, and the board

shall have all the powers granted therein. The action shall be final, except that the propriety of

- the action is subject to review by the superior.court pursuant to Seetion 1094.5 of the Code of

Civil Procedure.”

8,  Section 4300.1 of the Code provides that “[tjhe expiration, cancellation, forfeiture, or
suspension of & 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 retired status, or the voluntary surrender of a license

by a licensee shall not deprive the board of jurisdiction to commence o proceed with any
investigation of, or action or disciplinary proceeding against, the licensee or to render 2 decision
suspending or revoking the license.” _

STATUTORY/REGULATORY PROVISIONS

9. Section 4301 of the Code states, in relevant part: ’

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

“(a) Gross immortality.

“(h) The administering to oneself, of any controlled substance, or the use of any dangerous
drug or of alcohalic beverages to the extent or in a manner as to be dangerous or injurious to
oneself, to a person holding a license under this chapter, or to any other petson or to the public, or

3
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-{l -dangerous drugs shall be conclusive.evidenceof unprofessionsl conduct. In.all other cases,the, [ .. .

to the extent that the use impairs the ability of the person to conduct with safety to the public the -
practice authorized by the license, .

“(5) 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,

“(1) The convistion of & crime substantially related to the qualifications, functions, and
duties of & licensee under this chapter, The record of conviction of a violation of Chapter 13
(commencing with Section 801) of Title 21 of the United States Cods regulating controlled

substanoes or of a violation of the statutes of this state regulating controlled substances or

record of conviction shall be conclusive evidence only of the fact that the conviction occurred.
The board may inquire into the circwmstances suirounding the commission of the crime, in order
to fix the degree of discipline or, in the case of a conviction net involving controlled substances

or dangerous drugs, to determine if the conviction is of an offense substantially related to the

qualifications, functions, and duties of a licensee under this chapter. A plea or verdict of guilty or
a conviction following a plea of nolo contendere is deemed to be a conviction within the meaning
of this provision. The board may take action when the tiine for appeal has elapsed, or the
Jjudgment of conviction has been aﬁuﬁed on appeal or when an order granting probation is made
suspending the imposition of sentence, irrespective of a subsequent order under Seotion 1203.4 of
the Penal Code allowing thie person to withdraw his or her plea of guilty and to enter a plea of not

guilty, or sefting aside the verdict of guilty, or disrhissing the accusation, information, or
indictment.

“(0) Violating or attempting to violate, directly or indirectly, or assisting in or abetting the
violation of or' conspiring to violate any provision or term of this chapfer or of the applicable
federal and state laws and regulations govetning pharmacy, including regulations established by

the board or by any other state or federal regulatory agency.”
4
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10, Section 4113, subdivision (c), of the Code provides that “[t}he pharmacist-in-charge
shall bé responsible for a pharmacy's compliance with all state and federal laws and regulations
pertaining to the practice of pharmacy.”

11, Section 490 of the Code provides, in relevant part, that the Board may suspend or
revoke & license when it finds that the licensee has been convicted of a crime substantially related

to the qualifications, functions or duties of the license.
12, Section 493 of the Cede states:

“Notwithstanding any other provision of law, in a proceeding conducted by a board within

the department pursuant to law to deny an application for a license or to suspend or revoke a

license or otherwise take disciplinary action against a person who holds a license, upon the

qualifications, functions, and duties of the licensee in question, the record of conviction of the
crime shall be conclusive evidence of the fact that the convietion occurred, but only of that fact,

and the board may inquire into the circumstances surrounding the commission of the crime in

order to fix the degree of discipline or to determine if the conviction is substantially related to the
qualifications, functions, and thrties of the licensee in question.

“As used in this section, ’_1icensq:‘ includes *certificate,” ‘permit,’ *authority,’ and
‘registration.’” )

13. Health and Safety Code section 11165, subdivision (d), states:

“For each prescription for a Schedule I1, Schedule I1I, or Schedule IV controlled substance, as

defined in the controlled substances schedules in federal law and regulations, specifically
Sections 1308.12, 1308.13, and 1308.14, respectively, of Title 21 of the Code of Federal
Regulations, the dispensing pharmacy or clinic shall provide the following information to the
Department of Justice on a weekly basis and in a format specified by the Department of Justice:
“(1) Full name, address, and the telephone mumber of the ultimate user or research subject,

} or contact information as determined by the Secretary of the United States Department of Health

. and Human Services, and the gender, and c,late; of birth of the nltimate user,

|

1
3
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“(2) The prescriber's category of licensure and license number; federal controlled
substance registration number; and the state medical Jicense number of eny prescriber using the
federal controlled substance registration number of a government-sxempt facility,

"‘(3) Pharmacy prescription number, lcense number, aﬁd federal controlled substance
- registration number. ' :

“(4) NDC (National Drug Code) number of the controllled substance dispensed.
“(5) Quantity of the controlled substance dispensed.
(6) ICD-9 (diagnosis code), if availeble,
*(7) Number of refills ordered. N
“(8) Whether the drug was dispcn_séd as a refill of a prescription or as a first-time request,
- %(9) Dete of origin.of the prescription. ..... .. e '
“(10) Date of dispensing of the prescription,”
14.  Health and Saf_ety Code section 11164 states, in relevant part: _
“Except as provided in Section 11167, no‘ ﬁerson shall prescribe a controlled substance, nor shall
any person fill, compound, or dispense a prescriptioﬁ for a controlled substance, unless it
complies with the requirements of this section.” | o

“(a) Each prescription for a controlled substance classified in Schedule I, IIL, IV, or V,
except as authorized by subdivision (b), shall be made ona coﬁtrolled substance prescription form
as specified in Section 11162.1 ,...” _

15.  Health and Safety Code sectiof; 11162.1 states, in relevant pert:

**(a) The prescription forms for controlled substances shall be printe_d with the following features:

*(T)(A) Bix quantity check off boxes shall be printed on the form so that the prescriber
may indicate the quantity by checking the applicable box where the following quantities shall

appear;

1-24

25-49,

$0-74

75-100
101-150

151 and over,
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*(8) Prcscrif}tion blanks shall contain a statement prﬁlted on the bottom of the

prescription blark that the ‘Prescription is void if the number of drugs presoribed is not noted,”

“(b) Bach bateh of controlled substance preseription forms shall have the lot number printed on

the form and each form within that batch shall be numbered sequentially beginning with the
numeral one.” | '

16. Health and Safety Code section 11133, subdivisior: (a), states:

“A prescription for a controlled substance shall only be issued for a legitimate medical

purpose by an individual practitioner acting in the usual course of his or her professional

practice. The responsibility. for-the proper prescribing and dispensing of controlled substancesis | ._. . .. .

upon the preseribing practitioner, but & corresponding respousibility rests with the pharmacist
who fills the prescription, Except as authorized by this division, the following are not legal
prascripﬁons: (1') an order purﬁorting ta be a prescription which is issued not in the usual course
of professional treatment or in legitimate and authorized research; or (2) an order for an addict or

habitual user of controlled substances, which is issued not in the course of professional treatment

or as part of an authorized narcotic treatment program, for the purpose of providing the user with
controlled substances, sufficient to keep him or her comfortable by maintaining custoroary use.”

17. California Code of Regulations, title 16, section 1761, states:

“(a) No pharmacist shall compound or dispense any prescription which contains any
significant error, omissiOn, irregularity, uncertainty, ambiguity or alteration. Upon receipt of any
such prescription, the pharmacist shall contact the prescriber to obtain the information needed to
validate the prescription. '

“(b) Even after conferring with the preseriber, phaﬁnacisl shall not compound or dispense
a controlled substance prescription where. the pharmacist knows or has objective reasen to know
thet said prescription was not issued for & legitimate medical purpose.”

18. California Code of Regulations, title 16, section 1770, states:

“For the purpose of denial, suspension, or revocation of a personal or facility license

7
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- Health and Safety Code section 11058. '_:s g

R
w

pursuant fo Division 1.5 (commencing with Section 475) of the Business and Professions Code, a
crirme or act shall be considered substantially related to the qualifications, functions, or duties of a
licensee or registrant if to a substantial degree it evidences present or potential unfitness of a .
licensee or registrant to perform the functions authorized by his license or registration in a manner
consistent with the public health, safety, or w_elfare,” o
CONTROLLED SUBSTANCES
19, Section 4021 of the Code States: |

*Controlled substance’ means any substance listed in Chapter 2 (cornmencing with Section

11053) of Division 10 of the Health and Safety Code.”

20. Oxycodoneisa Séhedule I controlled substance a3 designated by Health and Safety
Code section 11055, subdivision (B)(1)(M). ... ..

21.  Hydroocodone with acetaminophen is a Schedule 111 controlled substance as
designated by Health and Safety Code séction 11056, subdivision (e)(4). -

22.  Alprazolam is a Schedule IV controlled substance as designated by Health and Safety |
Code section 11057, subdivision (d)(l).'_-

23, Fromethazine with codeine is a Schedule V controlled substance as designated by

COST RECQOVERY

24, Section 125.3 of the Code provides, in relevant part, that the Board méy request the
administrative law judge to direct a lic;entiate found to have éommitted a violation or violations of
the licensing act to pay a sum not to exceed the reasonable costs of the investigation and
enforcement of the case, with failuro of the licentiate to cormply subjecting the license to not being
renewed or reinstated. If a case settles, recovery of investigation and enforcement costs may be
included in a stipulated settlement.

. FACTUAL BACKGROUND

25, From about October 21, 2009, to the present, Respondent Fruitvale Avenue Pharmacy
(FAP) has been operating as a pharmacy in Oakland, California. From on or about October 21,
2009, until May 19 2011, Respondent Jjeoms Nwanyiocha Esomomu (INE), the owner of FAP,

8
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was also the pharmacist-in-charge (PIC) at FAP. From on or about October 21, 2009, until May
19,2011, Respondent Iroegbu Clifford Esomonu (ICE) worked as a pharmecist at FAP. From
May 19, 2011, to the present, Respondent ICE took over as the PIC at FAP. _

26, OnMay 17,2011, Board Inspector -conducte'd an ingpection at FAP
because the Board had identified FAP as a pharmacy that failed to report any Controlled
Substances Utilization Review and Evaluation System (CURES) data to the Department of

Justice (DOJ). During the inspection at FAP, Inspector JJJJJif§ observed several pharmacy law

violations. Specifically, Inspector -noted that FAP had never transmitted eny CURES
data to the DOI,

27.  While at FAP, Inspeotor {JjJjjJjj locked into preseription documents from Bay

- Internal Medicine (BIM). . The prescriptions appeared legitimate but, upon further investigation, . .§..............

Inspector [l found that none of prescribers’ contact information on the preseriptions
contained a valid working phone numbér. Inspcctor-asked Respondent ICE to verify the
BIM prescribers on the Medical Board of California’s website, Tho web search revealed that
none of the BIM pre;scribers’ listed addresses on the Medical Board’s website matched the
addresses on the prescriptions. Significantly, Respondent ICE admitted to Inspector -that
he had never before verified a prescriber using the Medical Board's website. I addition,
Inspector- observed numerous other violations of pharmacy laws. At the conclusion of
the inspection, Inspector- prepared gn inspection report docmnenﬁgg 'various pharmacy
law violations. Inspector-gave a copﬁ/ of the report to Respondent ICE, and then had
Respondent ICE review and sign off on it. During his inspection, Inspector [l obtained
certain documents including prescription documents, dispensing detail-reports, and Cardinat
Health Narcotic Sales Repoﬁs. Inspector- also requested FAP to provide additional
documents and explanations regarding pharmacy law violations indicated in the report.

28. On or about May 30, 2011, Inspector - received aqd reviewed faxed responses
from FAP. Subsequently, Inspector -contacted 15 different prescribers listed as the
supposed prescriber on the prescription documents. Inspector - sent each prescriber a list
of prescriptions from FAP to verify the legitimacy of the presoriptions. Each of the prescribers

9
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responded with a written staterent fh,e,tt they did not authorize the prescriptions from FAP. In
fact, one prescriber from Kaiser stated he did not authorize any of the preseriptions and that they
were written on preseriptions that were stolen from his locker at the hospital. Additionally, one
prescriber from BIM stated their practice had been closed since June 2009. All the BIM
prescription documents that‘Inspector- sent to the BIM prescribers to review were dated
and filled by FAP in 2011.

29. Physician Assistant George Pearson was one of the 15 prescribers that Inspector
—contacted to verify the legitimacy of the pmscﬁption documents he got from FAP. On or
about June 7, 2011, Inspector - received a response from Mr. Pearson, indicating that he

did not authorize the preseriptions and the documents were forgeries. In addition, Mr. Pearson

noted that several of the prescription.documents. were not.written on proper contralled substances | ... . .

prescription forms.- Significamtly, during the May 17, 2011 visit to FAP, Inspector IR hed
made the same observation that FAP had irﬁproperiy dispensed cc’mlroll.ed substances on five
invalid prescription docurnents. These five prescription documents were invalid because they
lacked several required security features such as quantity check off boxes, the required statement
of “Presc‘riptiop is void if the number of drugs prescribed is not noted,” and the prescriptions were
not sequentially numbered.

30, Inspector [l s investigation revealed that, from October 2009, to about April
2011, FAP failed to transmit CURES data to the DOJ. The investigation further showed that,
from about July 2010, to May 2011, Respondent INE, and Respondent ICE had filled over 350
fraudulent prescriptions. Many of these prescription documents contained significant
irregularities that should have prompted Respondent INE and Respondent ICE to verify the
legitimacy of the prescription before dispcnﬁiﬂg the controlled substances. In addition, a review
of FAP’s dispensing printouts obta'm.ed duri;;g the investigation showed Respondent Ice’s initials
on most, if not all, of the printouts’ “filled by” section. Furthermore, in a writien statement,

Respondent ICE admitted that he was the pharmacist on duty everyday since the opening of FAP.
it

i
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CAUSES OF DISCIPLINE AGAINST RESPONDENT FAP

FIRST CAUSE FOR DISCIPLINE,
(Unprofessional Conduct-Failure to Transmit Dispensing Data to CURES)
(Bus. & Prof, § 4301, subd. (j) and Health and Safety Code § 11165, subd. (d))

31. Respondent Fruitvale Avenue Pharmacy’s (FAP) Pharmacy License is subject to

diséiplinary action under Code section 4301, subdivision (j), because FAP violated Health and
Safety Code section 11165, sub‘division (d); in that from on ot about October 21, 2009, until
approximately April 2011, FAP failed to transmit dispensing data for Schedule I1, Schedule I1I,
and Schedule IV controlled substances to the Department of Justice for the Controlled Substances
Utilization Review and Evaluation System (CURES) on a weekly basis. The circumstances are

further explained in pardgraphs 25-30, above.

... SECOND CAUSE FOR DISCIPLINE .. . .. oococ e on oo o
(Unprofessional Conduct-Filled Prescriptions with Significant Lrregularity)
(Bus. & Prof. § 4301, subd. (o) 2nd 16 CCR § 1761, subd. (a))

32, Respondent FAP’s Pharmacy License is subject to disciplinary action under Code

section 4301, subdivision (o), because FAP violated California Code of Regulations, title 16,
section 1761, subdivision (a), in that pharmacists and staff at FAP filled over 350 irregular
prescriptions. Many of these prescription doc¢uments order an unusually large amount of
controlled substances for “as-ngeded” purp;Jses. The circumstances are further explained in
paragraphs 25-30, above. '

THIRD CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Verify Legitimacy of Prescriptions for Controlled Substances)
(Bus. & Prof. § 4301, subd. (j) and Health and Safety Code § 11153, subd. (2))

33, Respondent FAP’s Pharmacy License is subject to disciplinary action under Code

section 4301, subdivision (j), because FAP violated Health and Safety Code section 11153,
subdivision (a), in that pharmacists and staff at FAP failed to upbold their corresponding
responsibility of verifying the patient’s legitimate medical purposes for controlled substances,
The pharmacists and staff at FAP breached their corresponding responsibility by furnishing
unusually large quantities of contrelied subs}apces to patients without confirming with the
supposed prescribers the legitimacy of the prescriptions. In fact, the pharmacists and staff at FAP
filled approximately 350 fraudulent p'rescriptic?ns, many of which were for unusually large
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| October 21, 2009, until approximately April 2011, INE failed to insure that FAP transmit to the

"(CURES) dispensing data for Schedule 11, Schedule I11, and Schedule IV controlled substances on

Caa
S

quantities of controlled substances. The circumstances are further explained in paragraphs 25-30,
above.

FOURTH CAUSE FOR DISCYPLINE

(Unprofessional Conduct-Dispensed Controlled Substances on Invalid Prescriptions)
(Bus. & Prof. § 4301, subd. (j) and Health and Safety Code § 11164)

34, Respondent FAP’s Pharmacy License is subject to disoiplinary action under Code

section 4301, subdivision (j), because FAP violated Health and Safety Code section 111 64, in that
the pharmacists aﬁd staff at FAP fumished: coutrolled substances to patients baged on invalid
cbntrolled'substances prescription forms. Spécifically, during May 2011, FAP filled five
prescription documents that lacked several required security measures, The circumstances are

further explained in paragraphs 25-30, above,

FIFTH CAUSE FOR DISCIPLINE

- {Unprofessional Conduct-Failure to Transmit Dispensing Data to CURES)
(Bus. & Prof, § 4301, subd. (j) and Health and Safety Code § 11165, subd. (d))

35.  Respondent Jjeoma Nwanyiochs Esomonu (INE), as Pharmabist—in(}harge of FAP,
has subjected her Pharmacist License to disciplinary action under Code section 4301, subdivision

(), by violating Hea}th and Safety Code sections 11165, subdivision (d), in that from on or ebout
Department of Justice for the Controlled Substances Utilization Review and Evaluation System -

a weekly basis. The circumstances are further explained in paragraphs 25-30, above.

SIXTH CAUSE FOR DISCYPLINE
(Unprofessional Conduct-Filled Prescriptions with Siguificant Irregularity)
(Bus. & Prof. § 4301, subd. (o) and 16 CCR § 1761, subd. (a))

36. Respondent INE, as Pharmacist-in-Charge of FAP, has subjected her Pharmacist
Licensé to disciplinary action under Code section 4301, subdivision (0), because she violated
California Code of Regulations, title 16, section 1761, subdivision (a), in that pharmacists and
staff st FAP filled over 350 irregular prescriptions. Many of these preseription documents order -
an unusually large amount 6f controlled substances for “as-needed” purposes. The circumstances

are further explained in paragraphs 25-30, above.

;.12
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SEVENTH CAUSE FOR DISCIPLINE,
(Unprofessional Conduct-Failire to Verify Legitimacy of Prescriptions for Controlied Substances)
(Bus. & Prof. § 4301, subd, (j) and Health and Safety Code § 11153, subd. (a))

37.  Respondent INB, as Pharmacist-in-Charge of FAP, has subjected her Pharmacist
License to disciplinary action under Code section 4301, subdivision (5), because she violated

Health and Safety Code section 11153, subdivision (), in that pharmacists and staff at FAP failed

1o uphold their corresponding responsibility of verifying the patient’s legitimate medical purposes

for controlled substances. The pharmacists and staff at FAP breached their corresponding
responsibility by furnishing unusually large quantities of controlled substances to patients without
confirming with .thc supposed prescribers the legitimacy of the prescriptions. In fact, the
pharmacists and staff at FAP filled approximately 350 fraudulent prescriptions, many of which

exﬁlaincd in paragrapbs 25-30, above, , .

EIGHTH CAUSE FOR DISCIPLINE -
(Unprofessional Conduct-Dispensed Controlled Substances on Invalid Prescriptions)
(Bus. & Prof. § 4301, subd. (j) and Health and Safety Code § 11164)

38, Respondent INE, as Pharmacist-in-Charge of FAP, has subjected her Pharmacist
License to disciplinary action under Code section 4301, subdivision (j), because she violated
Health and Safety Code section 11164, in that the pharmacists and staff at FAP furnished
controiled substances to patients based on invalid controlled substances prescription forms.
Specifically, during May 2011, FAP filled five prescription documents that lacked several
required security measurses, The circumstances are further explained in paragraphs 25-30, above.

CAUSES OF DISCIPLINE AGAINST RESPONDENT ICE

NINTH CAUSE FOR DISCIPLINE .
(Unprofessional Conduct-Filled Preseriptions with Significant Trregularity)
(Bus. & Prof. §.4301, subd. (o) and 16 CCR § 1761, subd. (a)

39. Respondent Iroegbu Clifford Esomonu (ICE), es a pharmacist of FAP, has subjected
his Pharmacist License to disciplinary action under Code section 4301 , subdivision (o), because
he violated California Code of Regulations, title 16, section 1761, subdivision (a), in that
Respondent ICE filled presoriptions with significant irregularity. Many of the prescriptions order

wnusvally large quantities of controlled substances including oxycodone, hydrocodone with
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acetaminophen, alprazolam end promethazine with codeine. The circumstances are further
explained in paragraphs 25-30, abave,

TENTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Verify Legitimacy of Prescriptions for Controlled Substances)
(Bus. & Prof, § 4301, subd. {j) and Health and Safety Code § 11153, subd. (a))

~40.  Respondent ICE, as a pharmacist of FAP, has subjected his Pharmacist License to
disciplinary action under Code section 4301, subdivision {§), because he violated Health and
Safety Code section 11153, subdivision (a), in that, on numétous occasions, Respondent ICE
failed to verify the legitimate medical purpose for prescribirig an unuswally large quantity of
controlled substances, In fact, FAP’s dfug ciiSpensing printouts show that Respondent ICE filled

approximately 350 frandulent prescriptions, many which were for unusually large quantities of

controlled substances,- The circurnstances.are further explained in paragraphs 25-30, above,.. ... | ... . .. ..

ELEVENTH CAUSE FOR DISCIPLINE .
(Unprofessional Conduct-Dispensed Controlled Substances on Invalid Prescriptions)
(Bus, & Prof. § 4301, subd. (j) and Health and Safety Code § 11164)
41. Respondent ICE, asa pharmacist of FAP, has subjected his Pharmacist License to
disciplinaﬁy action under Code section 4-13‘():1!?.‘subdivision (), in that Respondent ICE dispehsed
controlled substances based on invalid prescription documents. Specifically, Respondent ICE’s

initials were on the pharmacy dispensing printouts for those five invalid prescription documents,

| The circumstances are furthet'explained in paragraphs 25-30 above.

: TWELFTH CAUSE FOR DISCIPLINE
" (Unprofessional Conduci-Use of Alcohol in a Dangerons Manner)
(Bus. & Prof, § 4301, subd. ()

42, Responcient ICE has subjected his Pharmacist License to disciplinary action under
Code section 4301, subdivision (b), in that on or about April 23, 2012, Respondent ICE was
arresied by a San Leandro police.ofﬁcer for driving under the influence of alcohol, The
circumstances are as follows:
43.  Onorabout 12:25 a.m, on April 23, 2012, a San Leandro police officer stopped
Respondent’s vehicle for a violation of Vehicle Code section 21650 (a vehicle on the highway
must be driven on the right side of the foad). The officer approached Respondent’s vehicle and

observed symptoms of intoxication including red watery eyes, alcoholic odor emitting from

14
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Respondent’s breath and shurred speech. Respondent failed a series of field sobriety tests. Two

breath tests from Responden’t &t approximately 1:19 a.m. and 1:22 a.m. revealed a blood alcohol
congcentration (BAC) of .13.

THIRTEENTH CAUSE FOR DISCIPLINE
nprofessional Conduct-Conviction)

(Bus. & Prof. §§ 490 & 4301, subd. (1))
44, Respondent ICE has subjected his Pharmacist License to-disciplinary action under

Code section 4301, subdjvision (1), and section 490, in that Respondent ICE was convicted of a

crime substantially related o the qualifications, functions and duties of a pharmacist, The

circumstances are as follows:

45, On or about December 13, 2012, in a criminal matter entitled People of the State of

-California-v: Iroegbu Clifford Esomony;-in the -Alameda Counfy»Superior-Geuﬁi Respondet ICE ... .. ool

was convicted upon plea of no contest to the violation of Vehicle Code section 23152,
subdivision (b) {driving with & blood aleohol level of .08 or more), a misdemeanor. Respondent
ICE was ordered 1o serve 15 days in county jail. Respondent was placed on probation for 3 years
with various conditions including compleiing & Drinking Driver Program and paying various fecs
and fines,
DISCIPLINE CONSIDERATIONS

46. To determine the degree of digcipline, if any, to be imposed on Respondent 1CE,
Complainant alleges that on or about Decerfiber 28, 2010, in a prior action, the Board of
Pharmacy issued Cltation Number CI 2010 45230 and ordered Respondent 1CE to pay a $2,500
fine for violating sections 4301, subdivisions (h) and () [arrest for driving under the influence
and conviction on the lesser charge of wet/reckless]. That Citation is now final and is .
incorporatéd by reference as if fully set forth,

WHEREFORE, Complainant requests that a hearing be held on the matters alleged in this
Accusation, and that following the hearing, the Board of Pharmacy issue & decision:

1. Revoking or suspending Pharmacy License Number PHY 50064, issued to

Fruitvale Avenue Pharmacy Inc.;

15
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2. Revoking or suspending Pharmacist License Number RPH 53516, issued to
[jeoma Nwanyiocha Esomeonu, Fruitvale Avenue Pharmacy Ing,;

3. Re\zoking or suspending Pharmacist License Number RPH 53445, jssned to
Troegbu Clifford Esomony, Fruitvale Avenue Pharmacy Inc.; '

4. Ordering Fruitvale Avenue Pharmaey Iné., lieoma Nwanyiocha Bsomonu and
Troegbu Clifford Esomonu to pay the Board of Pharmacy the reasonable costs of the investigation
aﬁd enforeement of this cage, purduant to Business and Professions Code section 125.3;

5. Teking such other and further action as deemed necessary and proper,

(il NAo—
VIRG HEROLD '
Execu jcer
Board of Pharinacy .
Department of Consumer Affairs
State of Callfornia :
 Complainant

SF2013901373
90329994:docx
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KAMALA D, HARRIS

Attorney General of California

DIANN SOKOLOFF

Supemsing Deputy Attorney General
TMOTHY J, MCDONOUGH

Deputy Attorney General

State Bar No, 235850 ,
1515 Clay Street, 20th Floor

_ P.O. Box 70550

Oakland, CA 94612-0550

’I‘elephone (510) 622-2134

Facsimile: (510) 622-2270

E-mail: Tim.McDonough@doj ca. gov.
Attorneys for Complainant

BEFORE THE
BOARD OF PHARMACY

DEPARTMENT OF CONSUMER AFFAIRS

STATE OF CALIFORNIA

In the Matter of the Accusation Against; Case No, 4579

FRUITYALE, AVENUE PHARMACY INC.
2693 Fruityale Avenue

Oakland, CA 94601 = ACCUSATION
Pharmacy Licensc No. PEHY 50064,
IJEOMA NWAYIOCHA ESOMONU
FRUITVALE AVENUE PHARMACY INC.
16 Minaref Road

Oakley, CA 94561

Pharmacist License No, RPH 53516,

and

IROEGBU CLIFFORD ESOMONU
FRUITVYALE AVENUE PHARMACY INC.
6726 Corte Santa Maria

Pleasanton, CA 94566

Pharmaelst No. RPH 53445

Respondents.
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Complainant alleges:

PARTIES

1.  Virginia Herold (Complainant) brings this Accusation solely in her official capacity

as the Executive Officer of the Board of Pharmacy, Department of Consumer Affairs,

2. Onor about October 21, 2009, the Board of Phermecy issued Pharmacy License
Number PHY 50064 to Fruit‘}ale Avenue Pharmacy Inc, (Resporident FAP). The Phai*macy
License wés in full force and effect at all times relevant to the charges brought in this Accusation
and will expire on October 1, 2013, unless renewed,

3, Onor about April 23, 2002, the Board of Phariacy issued Pharmacist License
Number RPH 53516 to [jeoma Nwanyiocha Esomonu (Respondent INE). The Pharmacist

-1l Lieense was in full force and effect at all times relevant io the charges brought in this Accusation

and will expire on April 30,2015, unless renewed,

4., On or about March 28, 2002, the Board of Pharmacy issued Pharmacist Nurnber RPH

53445 to Iroegbu Clifford Esomonu (Respondent ICE). The Pharmacist License was in full force
and effect at all tirhes relevant to the charges brought in this Accusation and will expire on
September 30, 2013, unless renewed.

JURISDICTION v

5. This Accusation is }grought before. the Board of Pharmacy (Board), Department of
Consumer Affairs, under the authority of the following laws. All section references are to the
Business and Professions Code unless otherwise indicated.

6. Section4011 of the Code providcs that the Board shall administer and enforce both
the Pharmacy Law [Bus. & Prof. Code, § 4000 et seq.) and the Uniform Controlled Substances '
Act [Health & Safety Code, § 11000 et seq.).

7. Section 4300 of the Code states:

“(a) Bvery license issued may be suspended or revoked.

“(b) The board shall discipline the holder of any license issued by the board, whose default

has been entered or whose case has been heard by the board and found guilty, by any of the
following methods: .

.
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“(1) Suspending judgment.

(2) Placing him or her upon probation.

#“(3) Suspending his or her right to practice for a period not exeeeding.one yezu-". '
%(4) Revoking his or her license,

“(5) Taking any other action in relation to disciplining him or her as the board in its

discretion may deem proper.

“(e) The proceedings under this article shall be conducted in accordance with Chapter 5
(commencing with Section 11500) of Part'1 of Division 3 of the Government Code, end the board
shall have all the powers granted therein, The action shall be final, except that the propriety of
the action is subject to review by the superior court pursuant to Section 1094.5 of the Code of I
Civil Procedure.”

8.  Section 4300.1 of the Code provides that “[t]he expiration, cancellation, 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 plaqénent of a license on a retired status, or the voluntary surrender of 2 license
by a licensee shall not deprive the board of jurisdiction to commence or proceed with any
investigation of, or action or disciplinary proceeding egainst, the licensee or to render a decision
suspending or revoking the license.”

STATUTORY/REGULATORY PROVISIONS

9,  Section 4301 of the Code states, in relevant part:

“The board shall take action against any holder of a license who is guilty of unprofessional
conduct or whose license has been procured by fraud or misvepresentation or issued by mistake.
Unprofessional conduct shall include, but is not limited to, any of the following:

“(a) Gross immortality,

“(h) The administering to oneself, of any controlled substance, or the use of any dangerous
drug or of alcoholic beverages to the extent or in 8 manner as to be dangerous or injurious to

oneself, 1o a person holding a license under this chapter, or to any other perscn or to the public, or

3
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to the extent that the use impairs the ability of the person fo conduct with safety to the public the
practice authorized by the license, |

“(j) The violation of any of the statutes of this state, or ariy other state, or of the United

States regulating controlled substances and dangerous dnigs.

“(I) The conviction of & crime substantially related to the qualifications, functions, and
duties of a licensee under this chapter, The record of conviction of a violation of Cheapter 13
(commencing with Section 801) of Title 21 of the United States Code regulating controlled

substances or of a violation of the statutes of this state regulating controlled substances or

-dangerous drugs shall be conclusive-evidence of unprofessional conduct. In all other cases, the . | .. ..

record of conviction shall be conclusive evidence only of the fact that the conviction occurred.
The board may inguire into the circumstanceg, surrounding the commission of the crime, in order
to fix the degree of diseipline or, in the case of & conviction nbt involving controlled substances
or dangerous drugs, to determine if the conviction is of an offense substantially related to the
qualifications, functions, and duties of a licensee under this chapier. A plea or verdict of guilty or
a conviction following a plea of nolo contendere is desmed to be a conviction within the meaning
of this provision. The board may take action when the time for appeal has eiqpsed, or the
judgment of convic_tion has been aﬂ'urﬂcd on appeal or when an order granting probation is made
suspending the imposition of sentence, irrespective of a subsequent order under Section 1203.4 of
the Penal Code allowing the person to withdraw his or her plea of guilty and to enter a plea of not

guilty, or setting aside the verdict of guilty, or dismissing the accusation, information, or

indictment.

“(0) Violating or attempting to violate, directly or indifectly, or assisting 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 governing pharmacy, including regulations established by

the board or by any other state or federal regulatory agency.”

4
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10. Section 4113, subdivision (c), of the Code provides that “[tThe pharmacist—in—chargc‘
ghall Be responsible for & pharmacy's compliance with all state and federal laws and regulations
pertaining io the practicé of pharmacy.”

11,  Section 490 of the Code provides, in relevant paﬁ, that the Board may suspend or
revoke a license when it finds that the licenses has been convicted of a crime substantially related

to the qualifications, functions or duties of the license.

12. Section 493 of the Code states:

“Notwithstanding any other provision of law, in a proceeding conducted by a board within

the department pursuant to law to deny an application for a license or to suspend or revoke a

license or otherwise take disciplinary action against a person who holds a license, upon the

ground-that the applicant or the licensee.has been convicted of a crime substantially related tothe | .. .. .

qualifications, functions, and duties of the licensee in question, the record of conviction of the
crime shall be conclusive evidence of the fact that the conviction oceurred, but only of that fact,
and the board may inquire into the circunistances surrounding the commission of the crime in
order to fix the degree of discipline or to determine if the conviction is substantially related to the
qualifications, functions, and duties of the licensee in question.

“Ag used in this section, 'license’ includes *certificate,’ ‘permit,’ ?authority,’ and
‘registration.”” '

13, Health and Safety Code section 11165, subdivision (d), states:
“For each prescription for a Schedule II, Schedule ITl, or Schedule TV controlled substance, &s

"defined in the controlled substances schedules in federal law and regulations, specifically

Sections 1308.12, 1308.13, and 1308.14, respectively, of Tiﬂe 21 of the Code of Federal
Regulations, the dispensing pharmacy or clinic shall provide the following information to the
Department of Justice on a weekly basis and in a format specified by the Department of Justice:
“(1) Full name, address, and the telephone number of the ultimate user or regearch subject,
ar ¢ontact information as determined by the Secretary of the United States Department of Health

and Human Servioes, and the gender, and date of birth of the ultimate user.

H ‘!‘

Accusation




Lo

N T N - WL, T N VS S S R

e et e T =
ENERRENNRREEES5GE0S S5

'{54 T
4

“(2) The prescriber's category of licensure and license number; federal controlled
substance registration number; and the state medical Jicense number of any prescriber using the

federal controlled substance registration number of a government-exempt facility,

“(3) Pharmacy prescription number, license number, aﬁd federal controlled substance

 registration number.

“(4) NDC (National Drug Code) number of the controlled substance dispensed.
“(5) Quentity of the controlled substance dispensed.
(6) ICD-9 (diagnosis code), if available.
*“(7) Number of refills ordered. N
“(8) Whether the drug was clispcnséd as a refill of 2 prescription or as a firsi-time request,
- *(9) Date of origin »of.the.prescxipﬁom T B .
*(10) Date of dispensing of the prescription.”
14.  Health and Safety Code section 11164 states, in relevant part: ‘
“Except as provided in Section 11167, no pérson shall preseribe a controlled substance, nor shall
any person fill, compound, or dispense a prescn’ptioh for & controlled substance, unless it

complies with the requirements of this section,” _ o
“(a) Each prescription for a controil'ed substance classified in Schedule 11, IT, IV, or V,

except as authorized by subdivision (b), shall be made ona coﬁu'oiled substance prescription form

as specified in Section 11162,1 ,...” .
15.  Health and Safety Code sectioi; 11162.1 states, in relevant part:

“(a) The prescription forms for vontrolled substances shall be printed with the following features:

“(7)(A) Six quantity check off boxes shall be printed on the form so that the prescriber
may indicate the quantity by checking the applicable box where the following quantitics shall

appear;

1-24

25-49,

50-74

75-100
101-150

151 and over.
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“®) Presoriﬁtion blanks shall contain a statement prilnted on the bottom of the

prescription blank that the ‘Prescription is void if the number of drugs prescribed is not noted.™

“(b) Each batch of controlied substance prescription forms shall have the lot numberAprintcd on
the form and each form within that batch shall be numbered sequentially beginning with the
numeral one.” | 4

16. Health and Safety Code section 11153, subdivision/ (a), states:

“A prescription for a controlled substance shall only be issué_d fora lcgiiimate medical

purpose by an individual practitioner acting in the usual course of his or her professional

practice. ’IfheArespdnsibility-for.the.proper prescribing and dispensing of controlled substancesis. ) ... .. ...

upon the prescribing practitioner, but a corresponding responsibility rests with the pharmacist
who fills the prescription. Except as authorized by this division, the following are not legal
preseriptions:- (f) an order pur;iortiné 10 be & prescription which is issued not in the usual course
of professional treatment or in legitimate and authorized research; or (2) an order for an addict or -
habitual user of-controlled substances, which is issued not in the course of professional treatment
or as part of an suthorized narcotic treatment program, for the purpose of providing the user with
controlléd substances, sufficient to keep him or her comfortable by maintaining cds‘comary use.”

- 17. California Code of chulations, title 16, section 1761, states:

“(a) No pharmacist shall compound or dispense any presoription which contains any
significant error, omission, irregularity, uncertainty, ambiguity or alteration. Upon receipt of any
such prescription, the pharmacist shall contact the prescriber to obtain the information needed to
validate the prescription. '

“(b) Bven after conferring with the pregoriber, a pharﬁlacist shall not compound or dispense
a controlled substanoe' preseription whére. the pharmacist knows or has obj ective reason to know
that said prescription was not issued for a legitimate medical purpose.”

18, California Code of Regulations, title 16, section 1770, states:

“For the purpose of denial, suspension, or revocation of a personal or facility licerise

7
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pursuant o Division 1.5» (commencing with Section 475) of the Business and Professions Code, a
crime or act shall be considered substantially related {o the qualifications, functions, or duties of a
licensee or registrant i to a substantial degree it evidences present or potential unfitness of a I

licensee or registrant to perform the fonctions authorized by his license or regxstratwn in 2 manner

consistent with the public health safety, or welfare.”

CONTROLLED SUBSTANCES
19. Section 4021 of the Code states:

*“Controlled substance’ means any substance listed in Chapter 2 (commencing with Section
11053) of Division 10 of the Health and Safety Code,”

20, Oxycodoueisa Séhcdu]e IT controlled substance as designated by Health and Safety
Code section 11055, subdivision (B)(1)(M). -... ..

21.  Hydrocodone with acctaminophen is a Schedule Il controlled substance as

designated by Health and Safety Code section 11056, subdivision (e)(4). -

22, Alprazolam is a Schedule IV controlled substance as designated by Health and Safety |
Code section 11057, subdivision (d)(l).

23. Promethazme with codeine is a Schedule V controlled substance as designated by
Health and Safety Code section 11058, ':’ :

COST RECOVERY

24, Section 125.3 of the Code provides, in relevant patt, that the Board mé;y request the
administrative law jﬁdge to direct & lic;cntiate found to have committed & violation or violations of
the licensing act to pay a sﬁm not to exceed the reasonable costs of the investigation and
enforcement of the case, with failure of the lcentiate to comply subjecting the licenss to not being

renewed or reinstated. If a case settles, recovery of investigation and enforcement costs may be

included in a stipulated settlement.

. FACTUAL BACKGROUND
25, From about October 21, 2009, 10 the present, Respondent Fruitvale Avenue Pharmacy
(FAP) has been operating as a pharmacy ip Oakland, California. From on or about October 21,
2009, until May 19 2011, Respondent Jjeoma Nwanyiocha Esomonu (INE), the owner of FAP,

8
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was also the pharmacist-in-charge (PIC) at FAP. From on or about Octobér 21, 2009, until May
19,2011, Requndent Iroegbu Clifford Esomonu (ICE) worked &s a pharmacist at FAP, From -
May 19,2011, to the present, Respondent ICE took over as the PIC at FAP. '

26, OnMay 17,2011, Board Inspector [ jJjJJlf conducted an inspection et FAP
because the Board had identified FAP as'a pharimacy that failed to report any Controlled
Substances Utilization Review and Evalvation System (CURES) data to the Department of
Justice (DOJ ).. During the inspection at FAP, ?nspector - observed several pharmacy law

violations. Specifically, Inspector _noted that FAP had never transmitted any CURES
data to the DOJ, '

27. While at FAP, Inspector - looked into prescription documents from Bay

{- Internal. Medicine (BIM). . The prescriptions appeared legitimate but, upon further investigation, . }..... ...

Inspeotor—found that none of prescribers’ contact information on the prescriptions
contained & velid working phone nurmber. Inspector- asked Respondent ICE to verify the
BIM: prescribers on the Medical Board of California’s website. The web search revealed that
none of the BIM pre’scribcrs’ listed addresses on the Medical Board’s website matched the
addresses on the prescriptions, Significantly, Respondent ICE admitted fo Inspector -that |
he had never before vérified a prescriber using the Medical Board’s website. In addition,
Inspector- observed numerous other violations of pharmacy laws. At the conclusion of
the inspectién, Inspector- prepared an inspection report documenﬁgg.various pharmacy
law violations. Inspector—gave a copS: of the report to Respondent ICE, and then had
Respondent ICE review and s gn off on it. During his inspection, Inspector [l obtained

| certain documents including prescription documents, dispensing detail reports, and Cardinal

Health Narcotic Sales Reports. ’mspector- also requested FAP to provide additional
docurnents and explanaiions regarding pharmacy law violations indicated in the report.

28, On or about May 30, 2011, Inspector - received and reviewed faxed responses
from FAP. Subsequently, Inspeotor‘comaoted 15 different prescribers listed as the
suppased prescriber on the prescription documents. InsPector- sent each prescriber a list
of prescriptions from FAP to verify the legitimacy of the prescriptions. Each of the prescribers
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responded with a written statement ih,a_.t they did not authorize the prescriptions from FAP. In
fact, one prescriber from Kaiser stated he did not authorize any of the prescriptions and that they
were written on preseriptions that were stolen from his locker at the hospital, Additionally, one
presoriber from BIM stated their practice had been closed since June 2009, All the BIM
prescriptién documents that Inspector - sent to the BIM prescribers to review were dated
and filled by FAP in 2011. '

29. Physician Assistant George Pearson was one' of the 15 prescribers that Inspector
-contacted to verify the legitimacy of the prescription documents he got from FAP, On or
about June 7, 2011, Inspector {JIJJIR received a response from Mr, Pearson, indicating that he

did not authorize the preseriptions and the documents were forgeries. In addition, Mr. Pearson

noted that several of the prescription.documcnts,werg not.written on proper controlled substances |

prescription forms.” Significantly, during the May 17, 2011 visit to FAP, Inspector R -
made the same observation that FAP had in;propcrly dispensed cbnfroll;ed substances on five
invalid prescription documents, These five prescription documents were invalid because they
lacked several required security features such as quantity check off boxes, the required statement
of “Prescription is void if the number of drugs prescribed is not noted,” and the prescriptions were
not sequentially numbered. ‘

30, Inspector -’s investigation revealed that, from October 2009, to about April
2011, FAP failed to transmit CURES data to the DOJ. The investigation further showed that,
from about July 2010, to May 2011, Respondent INE, and Respondent ICE had filled over 350
fraudulent prescriptions. Many of these prescription documents contained significant
irregulerities that should have prompted Respondent INE and Respondent ICE to verify the
legitimacy of the prescription before dispenﬁh.g the controlled substances. In addition, a review
of FAP’s dispensing printouts obtainéd duri’r_lg the investigation showed Respondent Ice’s initials
on most, if not all, of the printouts’ “filled by” section. Furthermore, in a written statement,

Respondent ICE admitted that he was the pharmacist on duty everyday since the opening of FAP,
H

"
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CAUSES OF DISCIPLINE AGAINST RESPONDENT FAP
FIRST CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Transmit Dispensing Data to CURLS)
(Bus. & Prof. § 4301, subd. (j) and Health and Safety Code § 11165, subd. (d))

31. Respondent Fruitvale Avenue Pharmacy’s (FAP) Pharmacy License is subject to
disciplinary action under Code section 4301 , 'subdivision (), because FAP violated Health and
Safety Code section 111635, subdivision (d); in that from on or about October 21, 2009, until
approximately April 2011, FAP failed to trandmit dispensing data for Schedule IT, Schedule I1],
and Schedule IV controlled substahees to the Department of Justice for the Controlled Substances
Utilization Review end Evaluation System (CURES) on a weekly basis, The circumstances are
futther explained inh paragraphs 25-30, above.

. .. SECOND CAUSE FOR DISCIPLINE . -

(Unprofessional Conduct-Filled Prescriptions with Significant Irregularity)

(Bus. & Prof. § 4301, subd. (0) and 16 CCR § 1761, sabd. (a))

32, Respondent FAP’s Pharmacy License is subject to disciplinary action under Code
section 4301, subdivision (0), because FAP violated California Code of Regulations, title 16,
section 1761, subdivision (a), in that pharracists and staff at FAP filled over 350 irregular
prescriptionis. Many of thése prescriptich documents ofder an unusually large amount of
confrofled substances for “as-ngeded” 'pmp$ses, The circumstances are further explaired in
paragraphs 25-30, above, . '

THIRD CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Failure to Verify Legitimacy of Prescriptions for Controlled Substances)
(Bus. & Prof, § 4301, subd. (j) and Health and Safety Code § 11153, subd. (a))

33. Respondent FAP’s Pharmacy License is subject to disciplinary action under Code

section 4301, subdivision (j), because FAP violated Health and Safety Code section 11153,
éubdivision (a), in that pharmacists and staff at FAP failed to uphold their corresponding
responsibility of verifying the patient’s legitiate médical purposes for controlled substances,
The pharmacists and staff at FAP breached their corresponding responsibility by furnishing
unusually large quantities of controlled sul?sjca;lces to patients without confirming with the
supposed prescribers the legitimacy of the prescriptions, In fact, the pharmacists and staff at FAP
filled approximately 350 fraudulent pi-escriptigns, many of which were for unusually large
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|| the pharmacists and staff at FAP furnished.controlled substances to patients based on invalid

quantities of controlled substances, The circumstances are further explained in paragraphs 25-30,
above.

FOURTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Dispensed Controlled Substances on Invalid Prescriptions)
(Bus. & Prof. § 4301, subd. (j) and Health and Safety Code § 11164)

34, Respondent FAP’s.Pharrnacy License is subject to disciplinary action under Code

section 4301, subdivision (j), because FAP viclated Health and Safety Code section 11164, in that

controlled substances prescription forms: Specifically, during May 2011, FAP filled five
prescription documnents that lacked several required security measures. The circumstances are
further explained in paragraphs 25-30, above,

- CAUSES OF DISCIPLINE AGAINST RESPONDENT INE

FIFTH CAUSE FOR DISCIPLINE
- {Unprofessional Conduct-Failure to Transmit Dispensing Data to CURES)
(Bus, & Prof. § 4301, subd. (j) and Health and Safety Code § 11165, subd. (d))

35.  Respondent ljeoma Nwanyiocha Esomonu (INE), s Pharmecist-in-Charge of FAP,

has subjected he; Pharinacist License to disciplinary action under Code section 4301, subdivision
(3), by violating Health and Safety Code sections 11165, subdivision (d), in that from on or‘about
October 21, 2009, until approximately April 2011, INE failed to insuire that FAP transmit to the
Départmcnt of Justice for the Controlled Substances Utilization Review and Evaluation System |
(CURES) dispensing data for Schedule 1, Schedule IT1, and Schedule IV controlled substances on
& weekly basis. The circumstances are'furthcr explained in paragraphs 25-30, above. |

SIXTH CAUSE FOR DISCIPLINE
(Unprofessional Conduct-Filled Prescriptions with Significant Irregularity)
(Bus, & Prof, § 4301, subd. (o) and 16 CCR § 1761, subd. (a))

36. Respondent INE, as Pharmacist-in-Charge of FAP, has subjected her Pharmacist
License to disciplinary action under Code section 4301, subdivision (0), because she violated
California Code of Regulations, title 16, section 1761, subdivision (g}, in that pharmacists and
staff at FAP filled ovér 350 irregular prescriptions, Many of these preécription documents order
an unusually large amount of controlled substances for“as-needed” purposes. The circumstances

are further explained in paragraphs 25-30, above.
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_ SEVENTH CAUSE FOR DISCIPLINE
(Unprofessional Conduct-Failire to Verify Legithnacy of Prescriptions for Controlled Substances)
(Bus, & Prof, § 4301, subd. (j) and Health and Safety Code § 11153, subd. (a))

37. Respondent INE, as Pharmacist-in-Charge of FAP, has subjected her Pharmacist

License to disciplinary action under Code section 4301, subdivision (j), becaunse she violated
Health and Safety Code section 11153, subdivision (a), in that pharmacists and staff at FAP failed
to uphold their corresponding responsibility of verifying the patient’s legitimate medical purposes
for controlled substances. The pharmacists and staff at FAP breached their corresponding
responsibility by furnishing unusually large quantities of controlled substances to patients without
confirming with the supposed ptescribers the legitimady of the preseriptions. In fact, the

pharmacists and staff at FAP filled approximately 350 fraudulent prescriptions, many of which

exﬁlained in paragraphs 25-30, above, . .

EIGHTH CAUSE FOR DISCIPLINE ,
(Unprofessional Conduct-Dispensed Controlled Substances on Invalid Prescriptions)
{Bus. & Prof. § 4301, subd. (j) and Health and Safety Code § 11164)

38; Respondent INE, as Pharmacist-in-Charge of FAP, has subjected her Pharmacist

License to disciplinary action under Code section 4301, subdivision (j), because she violated
Health and Safety Code section 11164, in that the pharimacists and staff at FAP furnished
controlled substances to patients based on invalid controlled substances prescription forms.
Specifically, during May 2011, FAP filled five prescription documents that lacked several
required security measures, The circumstances are further explained in paragraphs 25-30, above.

CAUSES OF DISCIPLINE AGAINST RESPONDENT ICE

NINTH CAUSE FOR DISCIPLINE _
(Unprofessional Conduct-Filled Prescriptions with Significant Irregularity)
(Bus, & Prof, §.4301, subd. (o) and 16 CCR § 1761, subd. (a))

39. Respondent Jroegbu Clifford Esomonu (ICE), es a phatmacist of FAP, has subjected

his Pharmacist License to disciplinary action under Code section 4301, subdivision (o), because
he violated California Code of Regulations, title 16, section 1761, subdivision (a), in that
Respondent ICE filled prescriptions with significant irregularity. Many of the prescriptions order

tnusually large quantities of controlled substances imeluding oxycodone, hydrocodone with
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acetaminophen, alprazolam and promethazine with codeins, The circumstances are further
explained in paragraphs 25-30, above,

TENTH CAUSE FOR DISCIPLINE
(Unprofessional Conduct-Failure to Verify Legitimacy of Preseriptions for Controlled Substances)
(Bus, & Prof. § 4301, subd. {j) and Health and Safety Code § 11153, subd. {(a))

40. Respondent ICE, as a pharmacist of FAP; has subjected his Pharmacist License to
disciplinary action under que section 4301, subdivision (j), because he violated Health and
Safety Code section 11153, subdivision (a), in that, on numerous occasions, Respondent ICE
failed to verify the legitimate medical purpose for prescribing an unusually large quantity of
controlled substances. In fact, FAP’s drug dispensing printouts show that Respondent ICE filled

approximately 350 frandulent prescriptions, many which were for unusually large quantities of

controlled-substances.. The ¢circumstances.are further explained in paragraphs 25-30, above,.. ... ... . .. ..

ELEVENTH CAUSE FOR DISCIPLINE
(Unprofessional Conduct-Dispensed Controlled Subsfances on Invalid Prescriptions)
{(Bus. & Prof. § 4301, subd. (j) and Health and Safety Code § 11164)

41, Respondent ICE, asa pharmacist, of FAP, has subjected his Pharmacist License to
disciplinary action under Code section 430:1!.?.'subdivision (i), in that Respondent ICE dispensed
controlled substances based on invalid prescription documents. Specifically, Respondent ICE's
initials ere on the pharmacy dispensing printouts for those five invalid prescription documents.

The circumstances are further explained in paragraphs 25-30 above.

TWELFTH CAUSE FOR DISCIPLINE
* (Unprofessional Conduct-Use of Alcokol in a Dangerous Manner)

(Bus. & Prof, § 4301, subd. (b))

42, Rcspondent I1CE has subjected his Pharmacist License to disciplinary action under
Code section 4301, subdivision (h), in that on or about April 23, 2012, Respondent ICE was
arrested by a San Leandro police.ofﬁcer for driving under the influence of alcohol, The
circumstances are as follows:

43.  Onor about 12:25 am, on April 23, 2012, a San Leandro police officer stopped
Respondent’s vehicle for a violation of Vehicle Code section 21650 (a vehicle on the highway
must be driven on the right side of the foad). The officer approached Respondent’s vehicle and

observed symptoms of intoxication including red watery eyes, alcoholic odor ermitting from
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Respondent’s breath and slurred speech. Respondent failed & series of field sobriety tests, Two

breath tests from Respondent at approximately 1:15 a.m. and 1:22 a.m, revealed a blood aleoho!
concentration (BAC) of .13,
THIRTEENTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Conviction)
(Bus, & Prof. §§ 490 & 4301, subd, (1))

44, Respondent ICE has subjected his Pharmacist License to-disciplinary action under

Code section 4301, subdivision (}), and section 490, in that Respondent ICE was convicted of a

crime substantially related to the qualifications, functions and duties of a pharmacist. The

circumstances are as follows:

45.  On or about December 13, 2012, in a criminal matter entitled People of the State of

Californiav: Iroegbu Clifford Esomoemy-in the-Alameda Coun’_cy»Superior-Comft;-ReSpondem ICE i sivsinizass

was convicted upon plea of no contést to the violation of Vehicle Code section 23152,
subdivision (b) (driving with a blood alcohol level of .08 or more), a misdemeanor. Respondent
ICE was ordered to serve 15 days in courity jail. Respondent was placed on probetion for 3 years
with various conditions including completing a Drinking Driver Program and paying various fees

and fines,

DISCIPLINE CONSIDERATIONS

46. To determine the degree of discipline, if any, to be imposed on Respondent ICE,
Complainant alleges that on or about December 28, 2010, in a prior action, the Board of
Pharmacy issued Citation Number CI 2010 45230 and ordered Respondent ICE to pay a $2,500
firie for violating sections 4301, subdivisions (h) and (1) {arrest for driving under the influence
and conviction on the lesser charge of wet/reckless]. That Citation is now final and is
incorporated by reference as if fully set forth.

PRAYER

WHEREFORE, Complainant requests that a hearing be held on the matters alleged in this

Accusation, and thet following the hearing, the Board of Pharmacy issue a decision:

1. Revoking or suspending Pharmacy License Number PHY 50064, issued to
Fruitvale Avenue Pharmacy Inc.;
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2. Revoking or suspending Pharmacist Licenise Number RPH 53516, issned to
ljeoma Nwanyiocha Esomony, Fruitvale Avenue Pharmacy Inc.;

3. Revoking or suspending Pharmacist License Number RPH 53445, issued to
Iroegbu Clifford Esomonu, Fruitvale Avenue Pharmacy Inc.;

4, Ordering Fruitvale Avenue Pharmaey Inc., ligoma Nwanyiocha Esomony and
Iroegbu Clifford Esomonu to pay the Board of Pharmagy the reasonable costs of the investigation
and enforcement of this case, pursuant to Business and Professions Code section 125.3;

5. Taking such other and further sction as deemed necessary and proper.

. Board of Pharmacy
Department of Consumer Affairs
State of California

. Complainont

SF2013901373
903299%4.docx
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