BEFORE THE
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS

STATE OF CALIFORNIA
In the Matter of the Accusation Against: Case No. 3161
WAYNE FUJITAKI
2012 Vanderbilt Lane #1

Redondo Beach, CA 90278
Pharmacist License No, RPH 31483
GENE KIM

4541 Alcorn Drive

LaCanada, CA 91011

Pharmacist License No, RPH 43406

Respondent. |

DECISION AND ORDER

The attached Stipulated Settlement a,nd 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 on May 26, 2010.
Itis so ORDERED on April 26, 2010.

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

By Wﬁ%&

KENNETH H. SCHELL
Board President
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EDMUND G, BROWN JR. .
Attorney General of California ' '
GREGORY J. SALUTE
Supervising Deputy Attorney General
SUSAN MELTON WILSON
Deputy Attorney General
State Bar No. 106902
300 So. Spring Street, Suite 1702
Los Angeles, CA 90013
Telephone: (213) 897-4942
Facsimile: (213) 897-2804
E-mail: Susan.Wilson@doj.ca.gov
Attorneys for Complainant
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, BEFORE THE
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

In the Matter of the First Amended Accusation | Case No..3161
Against: '
OAH No. L2009080678
WAYNE HAJIME FUJITAKI

2012 Vanderbilt Lane #1. ‘
Redondo Beach, CA 90278
Pharmacist License No. RPH 31483,

STIPULATED SETTLEMENT AND
DISCIPLINARY ORDER

and

GENE KIM

4541 Alcom Drive

LaCanada, CA 91011

Pharmacist License No. RPH43406

Respondents.

Parties hereby agree to the folldwing Stipulated Settlement and Disciplinary Order which
Wlll be submltted to the Board for approval and adoptlon as the final dlSpOSltlon of the First

Amended Accusation solely with 1espect to Respondents WAYNE HAJIME FUJITAKI and

GENE KIM.

! First Amended Accusation case no. 3161 was previously resolved as against

Respondent Kyffin Pharmacy (Original Pharmacy Permit No. PHY 46023). Respondents Fujitaki
and Kim are the only remaining Respondents.

STIPULATED SETTLEMENT (316 1
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" 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 Edmund
G. Brown Jr., Attorney General of the State of California, by Susan Melton Wiléoﬁ, Deputy

Attorney General.

. 2. Respondent Wayne Hajime Fujitaki (Respondent Fujitaki) is represented in this

| proceeding by Law Offices of McGuire Woods, by attdrneys Herbert Weinberg and Noah Jussim,

at 1800 Centgry Park East, 8th floor, Los Angeles,v CA 90067. On or about August 29, 1977, the .
Board of Phaﬁnacy issued Pharmacist Licg:née No. RPH 31483 to Wayne Hajime Fujitaki. The
Pharmacist License was in full force and effect at all times relevant to the chafgeé broﬁgh‘t in First
Amended Accusation No. 31 61 and will expire on August 31, 2010, unless renewed.

3. Respondent Gené Kim (Respondent Kim) is also represented iﬁ this proceeding by
Law Offices of McGuire Woods, By attorneys Herbert Weinberg and Noah Jussim, at 1800
Century Park East, 8th floor, Los Angeles, CA 90067. On or abc;ut July 23, 1990, the Bpard of
Pharmacy issued Pharmacist License No. RPH 43406 to Gen¢ Kim. The Pharmac_ist License was
in full force and effect at all times relevant to the charges broughft in First Amended Accusation |
No. 3161 and will expire on January 31, 2010, unless renewed.

JURISDICTION |

4 First Amended Accusation No. 3161 was filed before the Board of Phanﬁacy (Board)
Department of Consumer Affairs, and ié culi'éiltly pending against Respondents. The First
Amended Accusation and all other statutorily required documents were properly served on
Respondents on September 16, 2009. Respondents timely filed his Notice of Defense _éontesting
the First Amended Accusation, A copy of First Amended Accusation No. 3161 is attachéd as

Exhibit A and incorporeited herein by reference.

STIPULATED SETTLEMENT (3161)
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ADVISEMENT AND WAIVERS

5. Respondents have carefully read, fully discussed with counsel, and understand the
charges and éllegations in First Amended Accusation No. 3161. Respondents have also carefully
read, fully discussed with counsel, and understénd the effects of this Stipulated Settlement and
Disciplinary Order.

6.  Respondent Fujitaki and Respondent Kim, and each of them, are fully aware of their
legal rights in this matter, including the right to a hearing on the charges and allegations in the
First Amended Accusatioﬁ;. the right to be répresented by counsel at their own expense; ﬂie right

to confront and cross-examine the witnesses against them; the right to present evidence and to .

testify on their 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 Proceduré Act
and other applicable laws.

7. Respohdents Fujitgki and Kim? and eac;,h of théln, voluntarily, knowingly, and
intelli gently waives and. gives up each aﬁd every right set forthabovg.

CULPABILITY

8. Respondent Fujitaki ﬁnderstands the allégationé and charges of First Amended
AcCusatibn No. 3161 and agrees"that, at heéring, Complainant could establish a prima facie case
for the causes fof discipline against him. For the purpose of resolving the First Amended
Accusation without the expense and uncertainty of further proceedings, Respondent hereby gives
up his right to contest the causes for discipline of the First Amended Accusation_.ﬂ

9.  Respondent Fujitaki agrees that his Pharmacist License is subject to discipline and he

- agrees to be bound by the Board of Pharmacy’s imposition of discipline as set forth in the

Disciplinary Order below.

(O8]
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10. Respondent Kim understands the allegations and charges of First Amended
Accusation No. 3161 and agrees that, at hearing, Complainant could establish a prima facie case
for the causes for discipline agaiﬁst him. For the purpose of resolving the First Amended
Accusation without the expense and uncertainty of further proceedings, Respondent hereby gives
up his right to contest the caﬁses for discipline of the First Amended Accusation.

11. Respondent Kim agrees that his Pharmacist License is sﬁbject to diécipline and he
égreés to be bound by the Board of Pharmacy’s impositioﬁ of discipline as set forth in the
Disciplinary Order below.

CONTINGENCY

12.  This stipulation shall be éubj ect to approval by the Board of Phaﬁnacy. Respondents

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

communicate directly with lthe Boafd regarding this stipulation and settlement, without notice to
or participation by _Respohdgnt or his counsel. By s.i gning the stipulation, Respondents, and each
of them, understand and agree that they may not withdraw this 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 athd Discii;linary 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 Béard shall not be disqualified from further action by having considered this |
matter. |

13.  All parties understand and agree that facsimile copies of this Stipulated Sefctlement ’
and Disciplinary Order, including fgcsimile signatures thereto, shall have the same force and
effect as the originals.

14. This Stipulated Settlement and Disciplinary Order is intended by the parties to be an

integrated writing representing the complete, final, and exclusive embodiment of their agreement.

STIPULATED SETTLEMENT (3161)
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It supersedes any and all prior or contemporaneous agreements, understaridings, discussions,
negotiations, and commitments (written or oral). This Stipulated Settlement and Disciplinary
Order may not bc altered, amended, modified, supplemented, or otherwise changed except by a
writiﬁg executed by an authorized representative of each of the parties.

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

DISCIPLINARY ORDER

IT IS HEREBY ORDERED that Pharmacist I.Ji'cense_No. RPH 31483 issued to
Respondent WAYNE HAJIME FUJITAKI is revoked; however, revocation is stayed and
Respondent is placed on probation for four (4) years, sub; eét.to the terms and conditions listed
below. | |

IT-IS FURTHER ORDERED -that‘Phanhacis"c License No. RPH 43406, issued to
GENE KIM is revoked; however, revocation is stayed and Respondent is placed on probation for
three (3) years, subject to the terms and conditions listed below. .'

1. Obey All Laws

- Respondent shall obey all state and federal laws and regulaj;ions.

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

seventy-two (72) hours of such occurrence:

. an airest or issuance of a criminal complaﬁﬁ fohr violation of any provision of the
Pharmacy Law, state and federal food and di'lig laws, or state and federal controlled
substances laws

. a plea of guilty or nolo contendre in any state or federal criminal proceeding té any

criminal complaint, information or indictment

" STIPULATED SETTLEMENT (3161)
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. a conviction of any crime

K discipline, citation, or other administrative action filed by any state or federal agency
which involvés respondent’s phafmacy license or which is related to the practice of
pharmacy or the manufacturing, obtaining, handliﬁg, distribﬁting, billing, or.charging :
for any drug, device or controlled substance.

Failure to timely report such occurrence shall be considered a violation of pfobation.

2. Repbrt 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 eithef in peréon or iﬁ 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 |
ina form as directed shall be considered a violation of probation. Any period(s) of delinciuency
in submission of reports as directed may be added to the total perioa of probation. Moreover, if
the final probation report is not made as directed, probation shall be automati@lly extended until
such time as the final réport is made and accepted by theAboard.

3.  Interview with the Board

Upon receipt of reasonable prior noticé, 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
desi gﬁee. Failure to appear for any scheduled interview without prior notification to board staff,
or failure to appear for two (2) or more scheduléd 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 his

STIPULATED SETTLEMENT (3161)
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probation. Failure to cooperate shall be considered 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 desi ghee.

6.  Notice to Employers

During the period of probation, respondent shall notify all present and prospective
employers of the decision in case number 3 l 61 and the terms, conditions and restrictions imposed
on respondent by the dgcision, as follows:

Within thirty (30) déys of the effective date of tlﬁs decision, and within fifteen (15) days of
respondent undertaking any new employment, respondent shall cause his direct sﬁpervisor,
pharmacist-in-charge (including each new phannacist—in'—gharge employed during respoﬁdent’s
tenure of employment) and owner to report to the board in writing acknowledéi‘ng that fhe iiSted
ilidividual(s) haé/have read the decision in case number 3161, and terms and condiﬁons imposed
thereby. It shall be respondent’s responsibility to ensure that his employer(s) and/or supervisor(s)
submit timely acknowledgment(s) to the board. '

If respondent works for or is employed by or through a pharmacy employment service,

" respondent must notify his direct supervisor, pharmacist-in-charge, and owner at every entity

licensed by the board of the terms and conditions of the decision in case nﬁmﬁer 3161 in advance
of the respondent commencing work at each licensed entity: A record of thig .notiﬁcation must be
provided té the board upon request.

Furthermore, within thirty (30) days of the effective date of this decision, apd within fifteen
(15) days of respondent undertaking any new employment by or through a pharmacy employment
service, respondent shall céuse his direct supervisor with the pharmacy employment service to

report to the board in writing acknowledging that he has read the decision in case number 3161

STIPULATED SETTLEMENT (3161)
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and the tenns}and conditions imposed thereby. It shall be respondent’s responsibility to ensure
that his employer(s) and/or supervisor(s) submit timély acknowledgment(s) to the board.

Faﬂure to timely noﬁfy present or pfospective émployer(s) or to cause that/those employef(s) to
submit timely acknowlédgments 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, 1'elief or pharmacy management service as a pharmacist or any position for which a
pharmacist license is a requi_remént 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 ihe'
pharmacist-in-charge or desigﬁated representative-in-charge of any entity iicensed by the béard
nor serve as a consultant unless otherwise specified in this order. Assumption of any sucéh ‘
uﬁauthori'zed supervision responsibilities shall be considered a violation of probation.

8. Probajtioﬁ Monitoring Costs :

-Re,sllaondent shall pay any costs associated with probation monitpring as determined by the
board eaéh and _évery year of probation. | Such costs shali be payable to the board on 2 scheduie as

directed by the board or its designee. Failure to pay such costs by the deadline(s) as directed shall

be considered a violation of probation.

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

maintain an active, current license shall be considered a violation of probation.

STIPULATED SETTLEMENT (3161)
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If respondent'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 o.r otherwise, upon
renewal or reapplication respondent's license éllall be subject to all terms-and conditions of this
probation not previously satisfied.

10. Licensg Surrender While on Probation/Suspension |

Following the effective date of this decision, should respondent cease practice dué to
retirement or health, or be otherwise unable to satisfy the terms and conditidns of probation,
respoﬁden,t may tender his license to the board fér surrender.  The board or its dési gnee shall have
the discretion whether to grant the request for surrender or take any other action it deems
appropriate and reasonable. ijon formal acceptance of the surrender of the license, respondent
will no longer be subject to thé terms and pb11ditions of probation. This surrender constitutes a |
record of diséipline and shall become a part of the respondent’s license history with the board.

Upon acceptance of the éurrender, reépondent shall 1'e1i11qﬁisll his pocket and wall license to
the boérd within ten (10) days of notification by the board that the surrender is accepted.
Respondeﬁt may not reapply for any license from thé board for three (3) yeérs from tﬂe effective
date of the surrender. Respdndent sheﬂl_ meet all requjfements applicable to the license sought és.
of the daté the application for that license is submitted fo the boal'd; including ‘any outstanding

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

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

STIPULATED SETTLEMENT (3161)
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shall further notify thé board in \%/ﬁting within ten (10) days of a‘ change in name, residence
address, mailing address, or phoﬁe 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.

12, Tolliﬁg of Probation

Except during periods of suspension, respondent shall, at all times while on probation, be
employed as a pharmacist in California for a minimum of for_ty (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 probatioh 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 terms and conditions of probation.

- Should respondent, regardless of residency, for any reason (including vacation) cease
practiding as a pharma;:ist fora minimufn of forty(40) hours per cglendar month in Cah'fornia,'
respondent must notify the board in writing within ten (10) days of the cessation of .practic‘:e, and
must fuﬁh’er notify the board in Writing within ten (1 Oj days of the resum.ption 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 practipe" means any cglendar month during which respondent is not
prlacticing as a pharmacist for at least forty (40) hours, as defined by Business and Professions
Code section 4000 et seq . "Resumption of pracﬁce" means any calendar month during which

respondent is practicing as a pharmacist for at least forty (40) hours as a pharmacist as defined by

Business and Professions Code section 4000 et seq.

10
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13. No Ownérship of Licensed Premises

Respondent shall not oWn, have any legal or beneficial interest in, or serve as a manager,
administratof, fnemBer, officer, director, trustee, associate, or'paﬁ:ner of ahy 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 ilﬁmediately 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.

14.. Ethics Course

Within sixty (60) calendar days of the effective date of tﬁis decision, respondent shall enrollt
in a course in ethics, ét respondent’é expense, approved in advance by the board or its designee.
Failure to initiate the course during the first yéar of probation, and complete it within the second
year of probation, is a viola;cion of probation. |

- Respondent shall submit a certificate of completion to the board or its desi gnee wifhin five

days after completing

15. Tolling of Suspénsion

If respondent leaves California to reside or practice outside this state, or for any periods
exceeding ten (10) days (inclﬁding vacation), respondent must notify the board in writing of the
dates of departure and retum..Pen'ods of residency or practice outside the state or any absence
exceeding a periéd of ten days shall not apply to the reduction of the suspension period. In the
event of such an absence, respondent shall not act as a pharmacist upon returning to this state

until notified by the board that the period of suspension has been completed.

16. Remedial Education

Within ninety (90) days of the effective date of this decision, respondent shall submit to

11
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the board or its designee, for prior appro?al, an appropriate program of remedial education related
to record keeping, drug handling and storage, drug stocking and repackaging. The program of
remedial education shall consist of at least Fi.fteen (15) hours, which shall be completed within
ﬁrst two years of probation at fespondent’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 submﬁ or ¢o1nplete the approved remedial education shall b.e considered

a violation of probation. The peﬁod of probation will be automatically extended until such
r'gmedial education is successfully compieted and written plroof, in a form accéptable to the board,
is provided to the board of its designee. |
Following the completion of each course, the board or its designee may require the respondent, at |
his or her own expense, to take an approved éxarnination to test the respondent's knowledge of
the course. If the respondent does not achieve a passing score on the examination, this failure
shéll be considered a violation of probation. Any such examination failure shall requiré
respondent to take another course approved by the board in the same subj ect area.

17. Violation of Probation

If a respondent has not complied with any term or condition of probation, the board shall
have continuing jurisdiction over 1'espondént, and prbbation vshall automaticaﬂy be extended, until
all terms and conditions have been satisfied or the board has taken other action as deemed
appropriate to treat the failure to comply as a violation of probation, to terminate probation, and
to impose the penalty that was stayed. |

If respondent violates probation in any respect, thé 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

12
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involving drug selection, selection of stock, manufacturing, compounding, dispensing or patient

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 againslt respondent during probation, the
board shall have continuing jurisdicﬁon and the period of probation shall be automatically
extended until the petition to revoke probation or accus_ation is héard and decided.

18. Completion of Probation

Upon written notice by the bqard dr its designee indicating successful completion of
brobation, respondent's liceﬁse will be fully restored.

19. | Suspension.-— Respondent Fujitaki

As part of probation, Respondent Wayn¢ Hajime Fuyjitaki is su'spended from ‘the prac;cice of
pharn'.lacy'for One Hundred and Twenty (120) Days beginning tﬁe effective date of this decision.
Dﬁring sqspensiqn, respondent-shall not enter_vany pharrﬁacy area of any portion of the licensed
premises of a Wholesalef, veterinary food-animal drug retailer or any other distributor of drugs
which is h'cense('i‘by the board, or any manufacturef, or where dangeroﬁs drugs and devices or

controlled substances are maintained. Respondent shall not practice pharmacy nor do any act

consultétion; nor shall fespondent manage, Aadminister, orbe a consuitant to any licensee of the
board, or have access to or control the ordering, manufacturing or dis,pensing of dangerous drugs
and devices or controlled substances. |

Respondent shall not engage in any acﬁvity that requires the professional judgment of a
pharmacist. Réspondent shall not diréct or control any aspect of the practicé of pharmacy.
Respondent shall not perform the duties of a pharmacy technician or a designated representative
fbr any entity licensed by the board. V.

/11 |

1)

13

STIPULATED SETTLEMENT (3161)



10
11
_12
13
14
15
16
17

18

19

20
21

22
23
24
25
26
27
- 28

Subject to the above restrictions, respondent may continue to own or hold an -interest in any
licensed premises in which he holds an interest at the time this decisioﬁ becomes effective unless
otherwise specified in this order.

Failure to comply with this suspenéion shall be considered a Violatilon of probation.

20. Reimbursement of Board Costs — Respondent Fujitaki |

As a condition precedent to successful completion of probation, Respondent Wayne Hajime
Fujitaki shall ﬁay to the board its costs of investigation and prosecution in the amount of Four

Thousand, Eighty Dollars § 4,080.00. Respondent shall make said payments on a quarterly basis,

“or in accord with a payment plan approved by the Board. There shall be no deviation from this

schedule absent prior written appfoval by the board or its designee. Failure to pay costs by the
deadline(s) as dir_ected shall be considered a violation of probation. |

The filing Qf bankrup.tcy'by rgspondent shal’l not relieve réspondent of his responsibility to
reimburse the board its costs of investigation and prosecution.

21. Coinmﬁnity Services Progra}m — Respondent Fujitaki

Within sixty (60) déys of the effective date of this decision, Respondent Wayhe Hajim¢
Fujitaki shall-submit to thé board or its designee, for prio‘r approval, a community service
pro gralﬁ in which 1'espo11d¢11t shall provide free health-care related services on a regular baéis toa
community or charitable facility or agency for at least Two .Hundred and Forty (240) hours to be
completed during the first three and a half (3 %4) years of probation. Witﬁin thirty (30) days of
board approval thereof, respondent silall submit documentation to the board demonstrating
commencement of the c‘ommunity service program. A recbrd of this notification must be

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

“service program in the quarterly reports. Failure to timely submit, commence, or comply with the

program shall be considered a violation of probatjon.

14
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22. Community Services Program — Responden't Kim

Within sixty (60) days of the effective date of this decision, Resp;)r_ident Gene Kim shall
submit to the board or its designee, for prior approval, a community service program in which
respondent shall proﬁde free health—caré related services on a regular basis to a commuhity or -
c;haritable facility or agency for at least Sevenfy Five (75) hours to be completed during the first
two years of probation. Within thirty (30) days of board approval thereof, respondent shall submit |
documentation to the board demonstrating cémmencement 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 program in the quarterly reports. Failure to timely submit,

commence, or comply with the program shall be considered a violation of probation.

ACCEPTANCE BY RESPONDENT FUJITAKI

I have barefully read the above Stipﬁlated Settlement and Disciplinary Order and have fully
discussed it with my attorney, Herbert Weinberg. Iunderstand the stipulation and the effect it
will have on my Pharmacist License. I enter into this Stipulated Settlement and Disciplinary

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

of the Board of Pharmacy.

DATED:

WAYNE HAJIME FUJITAKI
Respondent

I have read and fully discussed with Respondent Wa_yﬁe Hajime Fujitaki the terms and
conditions and other matters contained in the above Sﬁpulated Settlement and Disciplinary Order.

I approve its form and content.

" DATED:

Law Office of McGuire Woods
By: HERBERT WEINBERG
Attorney for Respondent
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‘ Respon et . ‘
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26 Atorney for Respondent
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- 1 Thave read and fully d@scussec_l wif.h Respondent Wayne Hajime Fujitald the terms and
2 || conditions and other matters contained in the abovs Stipulated Settlement and Disciplinafy Order.
3 || Tapprove its form and content.
4 || DATED:
l' 5 Law Office of McGure Woods
| By, NOAH E, JUSSIM
; ¢ Attomney for Respondent
7 ACCEPTANCE BY RESPONDENT KM
8" Theve carefully read the ebove Stipulated Scttlement and Disciplinary Order end have fully |
9 d1sctmscd it with my attomey, Herbert Wembarg Tunderstand the stipulation and the effect it
Y will have on my Pharmacist License. I enter imo this Stipulated Settlement and Dmc:phmry
11 || Order voluntarily, knowingly, and intelligently, and agree to be bound by the Decision and Orﬂcr
12 | of the Board of Pharmagy. .
14 o QENE KIM ‘
Respondent
1 s . ' . L
16 I heve read and fully discussed with Respondent Gene Kim the terms and conditions and
17 other matters coptained in the above Stipulated Settlement Iﬁ_isdplinmy Order. 1 approveits
form and content. . . "
18 .
19 | DATED: !7///1[(,? RN (Gl
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21 e
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23 || conditions and othet-matters coritalned in the sbove Stipulated Sertlement end Disciplinary Order. |
24 1) 1 approve its form aud content. i . ‘
23 DATED: Il/é OT kr//N
La ce of McGulre Woods
26 By: WOAH B, JUSSIM
27 Attopney for Reapondm}t
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ENDORSEMENT

The foregoing Stipulated Settlement and Disciplinary Order is hereby respectfully

submitted for consideration by the Board of Pharmacy of the Department of Consumer Affairs,

Dated.: /2-22 -07 , Respectfully Submitted,

EDMUND G. BROWN JR.
Attorney General of California
GREGORY J. SALUTE

Supervising Deputy Attorney General

-
- SUSAN MELTON WILSON
Deputy Attorney General
Attorneys for Complainant

LA2008600753 -
60499351.doc
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EDMUND G. BROWN JR.
Attorney General of California
GREGORY J. SALUTE
Supervising Deputy Attorney General
SUSAN MELTON WILSON
Deputy Attorney General
State Bar No. 106902
300 South Spring Street, Suite 1702
Los Angeles, CA 90013
Telephone: (213) 897-4942
Fax: (213) 897-2804
E-mail: Susan.Wilson@doj.ca.gov
Attorneys for Complainant
Cualifornia State Board of Pharmacy

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

IN THE MATTER OF THE FIRST AMENDED
ACCUSATION AGAINST:

| KYFFIN PHARMACY, INC.,

MIRA ZIFFERN, PRESIDENT
DOING BUSINESS AS ‘
KYFFIN’S PHARMACY

6000 WOODMAN AVE.

VAN Nuys, CA 91401

ORIGINAL PHARMACY PERMIT NO.
PHY 46023,

AND

WAYNE HAJIME FUJITAKI
2012 VANDERBILT LANE #1
REDONDO BEACH, CA 90278
ORIGINAL PHARMACIST LICENSE NO.
RPH 31483

AND

GENE KIM

4541 ALCORN DRIVE

LA CANADA, CA 91011

ORIGINAL PHARMACIST LICENSE No.
RPH 43406

RESPONDENTS.

Case No. 3161

FIRST AMENDED ACCUSATION

First Amended Accusation (Case No. 3161)
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Complainant alleges:

PARTIES

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

2. Onorabout July 15, 2002, the Board of Pharmacy issued Original Pharmacy Pennit
No. 46023 to KYFFIN PHARMACY, INC., to do business as KY'FFIN PHARMACY, located
at 6000 Woodman Avenue, in the city of Van Nuys. (Respondent Pharmacy). Corporate ofﬁoer
of record since .date of issuance is MIRA ZEFFREN, President of Kyffin Phafmacy Incorporated, |
and holder of a majority ownership of Kyffin Pharmacy Incorporated. The Original Pharmacy
Permit was in full force and effect at all tirnes relevant to the charges herein and will expire on
July 1, 2009, unless renewed.

3. Onor about August 29, 1977, the Board of Pharmacy issued Original Pharmacist
License Number RPH 31483 to WAYNE HAJIME FUJITAKI (Respondent Fujitaki). The
Original Pharmacist License was in full force and effect at all times relevant to the charges herein
and will expire on August 31, 201 O unless renewed.

4,  The Pharmacist in charge of Respondent Pharmacy between April 1, 2006 and at all
times charged in the Accusation through December 31, 2008 was Respondent Fujitaki.

5.  Onor about July 23, 1990, the Board of Pharmacy issued Original Pharmacist .
License Number RPH 43406 GENE KIM ( Respondent Kim). The Original Pharmacist License
was in full force and effect at all times relevant to the charges herein and will expire on January
31, 2010, unless renewed. '

6.  The Pharmacist in charge of Respondent Pharmacy beginning on January 1, 2009
and at all times charged in the Accusation after that date, was Respondent Kim.

JURISDICTION

7. The original Accusation in this matter was filed by the Board of Pharmacy (Board) on
or about July 17, 2008, and served to Respondents July 28, 2008, who thereafter filed their timely

Notice of Defense.

First Amended Accusation (Case No. 3161)
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8.  This First Amended Accusation is brought before the Board under the authority of the

following sections Qf the Business and Professions Code (Code).

9. Section 4300 of the Code permits the Board to take disciplinary action to suspend or
revoke a license issued by the Board.

10.  Section 118, subdivision (b), of the Code provides that the expiration of a license
shall not .deprivé the Board of jurisdiction to proceed with a disciplinary action during the period
within which the license may be renewed, restored, reissued or reinstated. |

11, Section 4076 of the Code states:

“(a) A pharmacist shall not dispense any prescription except in a container that meets the

- requirements of state and federal law and is correctly labeled with all of the following;

(1) Except where the prescriber or the certified nurse midwife who functions pursuant to a
standardized procedure or protocol described in Section 2746.51, the nurse practitioner who
functions pursuant to a staﬁdardized procedure described in Section 2836.1, or protocol, or the
physician assistant who fimctions pursuant to Section 3502.1 , the naturopathic doctor who

functions pursuant to a standardized procedure or protocol described in Section 3640.5, or the

pharmacist who functions pursuant to a policy, procedure, or protocol pursuant to either

subparagraph (D) of paragraph (4) of, or clause (iv) of subparagraph (A) of paragraph (5) of,
subdivision (a) of Section 4052 orders otherwise, either the manufacturer’s trade name of the drug
or the generic name and the name of the manufacturér. Commonly used abbreviations may be
used. Preparations containing two or more active ingredients may be identified by the
manufacturer’s trade name or the comﬁlonl}f used name or the principal active ingredients.

(2) The directions for the use of the drug.

(3) The name of the patient or patients.

~ (4) The name of the prescriber or, if applicable, the name of certified nurse midwife who

functions pursuant to a standardized procedure or protocol described in Section 2746.51, the -
nurse practitioner who functions pursuant to a standardized procedure described in Section
2836.1, or protocol, the physician assistant who functions pursuant to Section 3502.1., the

naturopathic doctor who functions pursuant to a standardized procedure or protocol described in
. ; ,
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Section 3640.5, or the pharmacist who functions pursuant to a policy, procedure, or protocol
pursuant to either subparagraph (D) of paragraph (4) of, or clause (iv) of subparagraph (A) of
paragraph (5) of, subdivision (a) of Section 4052.

(5) The date of issue.

(6) The name and address of the pharmacy, and prescriptioﬁ number or other means of
identifying the prescription. |

(7) The strength of the drug.or 'drugs dispensed.

(8) The quantity of the drug or drugs dispensed.

(9) The expiration date of the effectiveness of the drug dispensed.

'(1 0) The condition for which the anlg was prescribed if requested by the patient and the .
condition is iﬁdi cated on the prescription.

| (11)(A) Commencing J anuary 1, 2006, the physical descﬁption of the dispensed

me.dication, including its color, shape, and any identification code that appears on the tablets or
capsules, except as follows: | |

(i) Prescriptions dispensed by a veterinarian.

(ii) An exemption from the requirements of this péragraph shall be granted to a new.drug

for the first 120 days that the drug is on the market and for the 90 days during which the national-

reference file has no description on file.

(iii) Dispensed medications for which no physical description exists in any commercially

“available database.

(B) This paragraph applies to outpatient pharmacies only.

(C) The information required by this péragraph may be printed on an auxiliary label that is
affixed 0 the prescription container.

D) lThis péragraph shall not become operative if the board, prior to January 1, 2006,
adopts regulations that mandate the same labeling requirements set forth in this paragraph.

“(b) If a pharmacist dispenses a prescribed drug by means of a unit dose medication system,
as defined by administrative regulation, for a patient in a skilled nursing, intermediate care, or

other health care facility, the requirements of this section will be satisfied if the unit dose
4
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medication system contains the aforementioned information or the information is otherwise
readily available at the time of drug administratibn;

“(c) .If a pharmacist dispenses a dangerous drug or device in a facility hoensed pursuant to
Section 1250 of the Health and Safety Code, it is not necessary to include on individual unit dose
containers for-a specific patient, the name of the certified nurse midwife who functions pursuant
to a standardized procedure or protocol described in Section 2746.51, the nurse practitioner who _
functions pursuant to a standardized procedure described in Section 2836.1, the physician
assistant who functions pursuant to Section 3502.1, the naturopathic doctor who functions
pursuant to a standardized procedure or protocol described in Section 3640.5, or the pharmacist
who functions pursuant to a policy, procedure, or protocol pursuant to either subparagraph (D) of
paragraph (4) of, or clause (iv) of subparagraph (A) of paragraph (5) of, subdivision (a) of Section
4052, |

“(d) If a pharmacist dispenses a prescription drug for use in a facility licensed pursuant to
Section 1250 of the Health arid Safety Code, it 1s not necessary to include the information
required in paragraph (11) of subdivision (a) when the prescription drug is administered to a
patient by a person licensed under the Medical Practice Act‘(Chapter 5 (comm’encing with
Section 2000), the Nursing Practice Act (Chapter 6 (commencing with Section 2700), or the
Vocational Nursing Aot (Chapter 6.5 (commencing with Section 2840), who is acting within his
or her scope of practice.” | |

1.2.' 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

1"
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Health and Safety Code or under Part 4 (commencing with Section 16000) of Division 9 of the
Welfare and Institutions Code who mairitaiﬁs a stock of dangerous drugs or dangerous devices.

“(b) The owner, officer, and partner of any pharmacy, wholesaler, or veterinary food
animal drug re;tailer shall be jointly responsible, with the pharmacist in charge or exemptee, for
maintaining the records and inventory described in this section.

“(c) The pharrhacist in charge or exemptee shall not be criminally responsible for acts of
the owner, officer, partner, or employee fhat violate this section and of which the pharmacist in
charge or exemptee had no knowledge, or in which he or she did not knowingly participate.”

13.  Section 4113 of the Code states: |

“(a)  Every pharmacy shall designate a pharmacist-in-charge énd within 30 days tﬂereof,
shall notify the Board in writing of the identity and license number of that pharmacist and.the date
he or she was designated. |

“(b)  The 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.”l

14. Section 4301 of the Code states:

“The board shall take action against any holder of a license who is guilty of unprofessional
conduct or .whos:e license has been procured by fraud or misrepresentation or issued by mistake,

Unprofessional conduct shall include, but 1s not limited to, any of the following;

“(c) Gross negligence.

() - The violation of aﬁy of the statutes of this state or of the United States regulating
controlled substances and dangerous drugs. |

(ni) The cash compromise of a charge of violation of Chapter 13 (commencing with
Section 804) of Title 21 of the United States Code regulating controlled substances or of Chapter -
7 (commencing with Section 14000) of Part 3 of Division 9 of the Welfare and Institutions Code
relating to the Medi-Cal program. The record of the compromise is conclusive evidence of

unprofessional conduct.
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(o) Violating or attempting to violate, directly or indirectly, or assistiné in or abetting the
violation of or conspin'ng 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.” |

15.  Section 4333 of the Code states, in pertinent part, that all prescriptions filled by a
pharmacy and all other records required by Section 4081 shall be maintained on the premises and
available for inspection by authorized officers of the law for a peri(;)d of at least three years. In
cases where the pharmacy discontinues business, these records shall be maintained in a board
licensed facility for at least three years.

16. Section 4342 of the Code states:

“(a) The board may institute any action or actions as may be provided by law and that, in
its discretion, are necessary, to prevent the sale of pharmaceutical preparations and drugs that do
ﬁot conform to the standard and tests as to quality and strength, provided in the latest edition of
the United States Pharmacopoeia or the National Formulary, or that violate any provision of the
Sherman Food, Drug and Cosmetic Law (Part 5 (commencing with section 109875) of Division
104 of the Health and Safety Code).

(b) Any knowing or willful violation of any regulation adopted pursﬁant to Section 4006 |
shall be subject to punishiment in the same manner as is provided in Sections 4336 aﬁd 4321.

17. California Code.of Reguiations, 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 yéars after the date of the inventory.”

18. California Code of Regulations, title 22, section 72371, subdivision (c), subsection
(1) states:

1
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“(c) Patient’s drugs supplied by prescription which have been discontinued and those which
remain in the facility after discharge of the patient shall be destroyed by the facility in the
following manner: |

(1) Drugs listed in Schedules II, III or IV of the Federal Comprehensive Drug Abuse
Prevention and Control Act of 1970 shall be destroyed by the facility in the presence of a
pharmacist and a registered nurse employed by the facility. The name of the patient, the name and

strength of the drug, the prescription number, the amount destroyed, the date of destruction and

“the signatures of the witnesses required above shall be recorded in the patient’s health record or in

a separate log. Such log shall be retained for at least three years.
19. Health and Safety Code section 111255 states:

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

20. - Health and Safety Code section 111340 states:

Any drug or device is misbranded unless it bears a label containing all of the following
information: |

(a) * The name and_place of business of the manufacturer, packer, or distributor.

(b) An accurate statemerﬁ of the quantity of the contents in terms of weight, measure, or
numerical count. |

| Reasonable variations from the requirements of subdivision (b) shall be ﬁermitted.
Requirements for placement and prominénce of the information and exemptions as to small
packages shall be established in accofdance with regulations adopted ﬁursuant to Section 110380,

21.  Section 125.3 of the Code provides, in pertinent part, that the Board may request the
administrative law judge to direct a licentiate found to have committed a viblation or violations of
the licensing act to pay a sum not to exceed the reasonable costs of the investigation and
enforcement of the case.

1
I
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DRUG CLASSIFICATIONS

22. Aricept is a brand name of the drug Donepezil and is a dangerous drug per Business
and Professions Code section 4022. It is used in treatment of Alzheimer’s disease.

23. Ambien is a brand name of the drug Zolpidem and is a Schedule IV controlled
substance per Health and Safety code section 11057 (d) (32) and a dangerous drug per Business
and Professions Code section 4022. It is used in treatment of insomnia.

24.  Ativan is a brand name of the drug Lorazepam and is a Schedule IV controlled
substance per Health and Safety code section 11057 (d)(16) and a dangerous drug per Business
and Professions Code section 4022. It is used in treatment of énxiety and/or to cause sedation.

25.  Klonopin is a brand name of the drug Clonazepam and is a Schedule IV cont?olled
substance per Health and Safety code section 111057(d)(7) and a dangerous drug per Business
énd Professions Code section 4022, It is used as a sedative. '

- 26. Clozéril is a brand name of the drug Clozapine and is a dangerous drug per Business.

and Professions Code section 4022, It is an antipsychotic medication, used in treatment of severe

psychiatric disorders.

27. Darvocet N100 is a brand name of the drug Pfopoxyphenq Nap'SYia,te with
Acetaminophen and is a Schedule IV controlled substance per Health and Safety code section
11057(c)(2) and a dangerous drug per Business and Professions Code secﬁoﬁ 4022. 1t is used for
narcotic pain relief. | |

28. Flomax is a brand name of the drug Tamsulosin and is 2 dangerous drug per Business
and Professions Code section 4022. It is used in treatment of urinary obstruction and prostrate
problems. | |

29. Procrit is a brand name of the drug Epoetin Alpha and is a dangerous drug per
Business and Professioﬁs Code section 4022. It is used in treatment of anemia, and requires
refrigeration.

30. Restoril is a brand name of the drug Temazepam and is a Schedule IV controlled
substance per Health and Safety code Section 11057(d)(29) and a dangerous drug per Business

and Professions Code section 4022. It is used in treatment of insomnia.
9
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31.  Zyprexa is a brand name of the drug Olanzapine and is a dangerous drug per Business
and Professions Code section 4022. It is an antipsychotic medication, most often used in
treatment of schizophrenia.

SUMMARY OF FACTS

32. The following facts aré common to all charges of the First Amended Accusation:

a.  Respondent Pharmacy is a large, closed door pharmacy operation, having about 70 -
75 employees and serving a large patient population (an estimated 5,000 beds’) of mostly
elderly residents of approﬁdmately 50 assisted living and skilled nursing facilities or similar
institutions in Los Angeles, Ventura and Orénge counties. |

b.  Some of the medications distributed by Respondent Pharmacy are dispensed in the

- form of ‘bubble’ or ‘pﬁnch’ cards', also sometimes called ‘bubble packs’, which Respondent

Pharmacy creates at its facility. _
FIRST BOARD INSPECTION - OCTOBER 2007
¢.  Onorabout October 23, 2007, in follow-up to an anonymous complaint, a Board
investigator visited Respondent Pharmacy and initiated a ‘selécted’ audit limited to the drug
Procrit. The audit period was from January 1, 2007 through November 15, '2007.‘ The audit
revealed that during the audit period, Respondent Pharmacy had dispensed at least 4006 more

units of the drug Procrit than the pharmacy could account for purchasing:

DRUG .| STOCK ON AMOUNT AMOUNT CREDITS/ | DIFFERENCE

HAND PURCHASED | DISPENSED | RETURNS
ESTIMATE ' , al
Procrit 99 5197 9445 143 [(5197 +143) -
9445 = 4105]

[4105-99=4006]

4006>

! “Bubble” or “punch” cards, also called “bubble packs”, are small plastic or paper cards
on which multiple dosages of a medication are stored in indentations or ‘bubbles’ on the surface
of the card. Each single dose is secured behind a film of paper (typically foil) which must be
broken to retrieve the medication. '

% The ‘4006’ figure was calculated as follows: Records show that Respondent pharmacy
had purchased 5197 units of the drug Procrit during the audit period, but had dispensed 9445

(continued...)
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d.  The Board inspector further determined that Respondents failed to maintain all
records of sale, acquisition and disposition of the drug Procrit for three years, as required by
statute. _

SECOND BOARD INSPECTION - AUGUST 2008

e.  Onor about August 14, 2008, in follow-up to a second anonymous complaint, a
Board inspector made an unannounced inspection of Respondent Pharmacy to investigate
allegations that Respondents were improperly fetrieving and repackaging unused portions of
drugs previously dispensed to pétients at skilled nursing facilities and similar institutions.

f. During the August 14, 2008 inspection, for which Respondent Fujitaki was present, a
Board inspector obéerved work tables with hundreds of unlabeled capsules and tablets which had
been sorted into ‘Dixie’ type paper cups and vials, rather than requisite USP containers, without
requisite labeling, and without sufficient information to permit requisite labeling (drug name,
strength, lot number, expiration date). The Inspector also observed a great deal of traéh, including
trasﬁ bags at the tables full of returned partial or empty ‘bubble’ or ‘punch’ cards.

g. During the August 14_, 2008 inspection, when questioned by the Board Insi;ector,

Respondent Fujitaki admitted that drugs on the work tables were being prepared by employees of |

. Respondent Pharmacy for reuse and redispensing to other patients. At that time, the Inspector

discussed improper practices related to processing returned drugs which she had observed with
both Respondent Fujitaki and Respondent Pharmacy officer Mira Zeffren. The Board Inspector
also issued a written notice dated August 14, 2008, which Respondenf Fujitaki received and
signed.

h.  Analysis of saﬁxplés of drugs taken from unlabeled paper cups on the work tables at
the August 14, 2008 inspection showed contfolled substances, including a large quantity (65
tablets) of the drug Clbnazepam (brand.name: Klonépin Clonazepam), and popular, éostly

prescriptions drugs, including Zyprexa, Flomax, Ariéept and Lasix.

(...continued)

units, at least 4105 more uvnits of the drug than the pharmacy could account for purchasing. Even
reducing the 4006 total by 99 units (“stock on hand” per a count taken on October 23, 2007),
Respondents show a discrepancy of at least 4006 units.
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1. In a written statement submitted shortly after the August 14, 2008 inspection,
Respondent Fujitaki admit'ted3 ‘thet pharmacy technicians at Respondent Pharmacy routinely
removed drugs from punch cards then sorted the drugs into irregular confainers, without proper
labeling, as observed by the Board’s inspector on August 14; 2008, for the specific purpose of
returning the drugs to inventory to be redispensed to other patients. .

CA DHCS FINDS $7,986,497. 00 IN UNSUPPORTED BILLINGS - MARCH 2009 |
| j. The California Department of Health Case Services (“DHCS”), pursuant to Welfare
and Institutions code section 14124.2 and 14170 and 22 California Code of Reguletions section
51021, monitors and has the authoﬁty to investigate companies receiving Medi-Caj payments |
for patient services.

k. On or about October 8, 2008, DHCS inﬂfestigators initi'ated an audit of inventory,
billing and other pertinent records of Respondent Pharmacy focusing on four medications
frequently dispensed by Respondent Pharmacy, including Procrit. The time period eelected for the
audit was July 1, 2005 through June 31, 2008 |

1 A DHCS inspector who made an unannounced v1s1t to Respondent Pharmacy on
October 24, 2008 noted that the pharmacy work area was untidy and appeared dirty, and that
walkways were cluttered with totes, merchandise and miscellaneous business related materials,

m. On or about February 27, 2009, Respondent Kyffin, by and through corporate
president Mara Zeffren, wds issued formal notice of DHCS findings that its investigators had
identified problems with Respondent Pharmacy’s Medi-Cal billing procedureé. Specifically,
DHCS found that Respondent was unable to show documents or records supporting its Medi-Cal
billings for the four drugs during the audit period (July 1, 2005 through June 31, 2008) and
determined that Respondent Pharmacy had been overpald $7, 986,497.00. Repayment was

demanded within 60 days.
11
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* The referenced statement was dated August 19, 2008.
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n’ .Of the nearly 8 million dollars in Medi-Cal billings during the audit period which
DHCS found could not be supported by Respondent Pharmacy, $6,959,656.00 of that sum was
billed for Procrit.

0. The statutory time period within which Respondent is permitted to appeal the DHCS
findings closed on or about March 31, 2009. Title 22, California Code Regulations section 51022.

p. Onor abbut April 24,2009 éenior Counsel for DHCS issued a written notice to the
effect that DHCS had entered into a monetary settlement with Kyffin Pharmacy, Inc. As a
component of that agreement, Kyffin agreed to pay funds in compliance with the audit demand.

EXECUTION OF SEARCH WARRANT - APRIL 2009

q. On April 8, 2009, Board inspectors assisted California Department of Justice (Bureau
of Medi-Cal Frauds) agents during execution of a search warrant at Kyffin Pharmacy.

T. On April 8, 2009, Board inspectors immediately checked work tables in the area of
the pharmacy where (in August of 2008) a Board inspector previously oBserved hundreds of
unlabeled capsules and tabletsséparated into ‘Dixie’ type paper cups and vials. Inspectors found
evidence that substantially similar activity was continuing and in progress in that area of the
Pharmacy, including several large brown trash bags filled with partial 'or.empty ‘bubble’ or
‘punc;h’ cards.. It appeared that worke;*s .at Respondent Pharmacy were in the process of removing
drugs from punch cards, then éorting the drugs into irregular con’caiﬁers, without proper labeling.
Inspectors found two cardboard boxes, one of which contained hundreds of unlabeled capsules
and tablets in small ‘ziplock’ type plastic bags without requisite labeling, and without sufficient
information to permit requisite labeling (drug name, strength, lot number, expiration date).

. Board inspectors found another box stored beneath a desk in a different location of
Respondent Pharmacy, filled with tablets and capsules sorted into ‘ziplock’ plastic bags without
requisite labeling, and without sufficient information to permit requisite labeling (drug name,
strength, lot number, expiraﬁon date). At least one of the plastic bags was attached with rubber
bands to an overfilled manufacturer’s container.

"
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t. In an area of Respondent Pharmacy identified as the pharmacist’s dispensing area,

Board inspectors found two medication bubble cards which had been dispehsed with incorrect

_ medications and returned to Respondent pharmacy from two different facilities:

1) Prescription 4040152 (filled by Respondent Pharmacy on 4-2-2009). The
prescription was for Temazepam 30 mg; it had been erronéously filled with Temazepam 15 mg;
2)  Prescription 6399550 (filled by Respondent Pharmacy on 3-31-2009). The

prescription was for Clozapine 25 mg; it had been erroneously filled with Clozapine 100 mg,

FIRST CAUSE OF DISCIPLINE
(Sale of Contaminated or Nonconforming Pharmaceuticals)

33. RESPONDENT PHARMACY and RESPONDENT FUJITAKI are subject to
discipline for unprofessioﬁal conduct as defined in section 4301 (j)land (0) in conjunction'with
section 4342 and Héalth and Safety code section 1 11255, for sale of pharmaceuticals that lack
quality, based on thé following: |

a. Duringa Board inspection on or about August 14, 2008, ‘Respoﬁdent Pharmacy was

found to be preparing hundreds of unlabeled capsules and tablets in ‘Dixie’ type paper cups and -

vials, rather than USP containers, and which were not properly labeled (with drug name, strength,

expiration date) for reuse and redispensing to other patients.

b.  Work spaces in Respondent Pharmacy were dirty, clﬁttered and untidy.

c.  Analysis of samples of drugs taken from unlabeled paper cups on the work tables at
the August 14, 2008 inspection showed a large quéntity (65 tablets) of the drug Klonopin, an
illegally returned controlled substance.

d.  .Ina written statement submitted shortly after the August 14, 2008 inspection,
Respondent Fujitaki admitted* that pharmacy technicians at Respondent Pharmacy routinely
removed drugs from punch cards then sorted the drugs into irregular containers, without proper
labeling, as observed by the Board’s inspector on August 14, 2008, for the specific purpose of

returning the drugs to inventory to be redispensed to other patients.

% The referenced statement was dated August 19, 2008.
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SECOND CAUSE OF DISCIPLINE
(Sale of Contaminated or Nonconforming Pharmaceuticals)

34. RESPONDENT PHARMACY and RESPONDENT KIM are subject to discipline for
unprofessional conduct as defined in section 4301(j) and (o) in conjunction with section 4342 and
Health and Safety Code section 111255, for sale of pharmaceuticals that lack quality, based on
the following: |

a.  Allegations of paragraph 33 above are realleged as though fully set forth.

b.  Respondent Kim assumed responsibility for pharmacy operations as pharmacist-in-
charge on or about January 1, 2009. |

c.  Despite warnings from the Board after the August 2008 inspection about imﬁfoper _
conduct related to processing returned drugs (including but not limited to a writfen notice dated
August 14, 2008), Respondent Pharmacy was found to be engaged in substantially similar
reprocevssing. activity at the time of a subsequent inspection (coinciding with é?(ecution of a search
waljrant) on April 8, 2009, by reason of the following:

) In ;che same work area where Board inspectors previously observed drugs softed
for reﬁse into ‘Dixie’ cups described above, Inspectors saw several large brown trash bags

-filled with partial or empty ‘bubble’ or ‘punch’ cards. Workers at Respondent Pharmacy
were in the'process of removing drugs from punch cards, then sorting th_e drugs into small

‘ziplock® type plastic bags without requisite labeling, and without sufficient information to

permit requisite labeling (drug name, strength, lot number, expiration date).

2)  Board inspectors found a box in Whiéh an unlabeled ‘ziplock’ plastic bag filled
with tablets was attached with rubber bands to the outside of an overfilled manufacturer’s -
container. The box also contained additional ﬁnlabeled ‘ziplock’ plastic bags with sorted
drugs.

1/
1
I
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THIRD CAUSE OF DISCIPLINE
(Incorrectly Labeled Prescription Bottle)

35. RESPONDENT PHARMACY and RESPONDENT KIM are subject to discipline for
unprofessional conduct as defined in section 4301(j) and (0) and section 407 6(a)(7) requiring that

a prescription container must be labeled with the correct strength of the medication dispensed, in

that, per evidence obtained by Board inspectors, that on or about March 31, 2009 and April 2,

2009, Kyffin Pharmacy dispensed incorrectly labeled medications as follows:

a.  Prescription 4040152 (dispensed on 4-2-2009) - The prescription was for
Temazepam 30 mg; it had been erroneously filled by Respondent Pharmacy with Temazepam 15
me. | |

b. Prescription 6399550 (dispensed on 3-31-2009) - The prescription was for Clozapine
25 mg; it had been erroneously filled by Respondent Pharmacy with Clozapine 100 mg.

| FOURTH CAUSE FOR DISCIPLINE
(Unprofessional Conduct - Gross Negligence)

36. RESPONDENT PHARMACY, RESP-ONDENT FUJITAKI and RESPONDEN.T
KIM are éubj ect to discipline for unprofessional conduct as deﬁned.in section 4301(j) and (0) in
conjunction with section 4342 and Health and Safety code section 111255 for gross negligence, in
that in and about April of 2008 and again in April of 2009, Respondent Pharmécy adopted and/or
engaged in routine practices for recovering and sorting previously dispensed medications for
reuse and redispensing to other patients, which could potentially cause harm or injury to
consumers, as described more fully in paragréphs 33,34 and 35 above, és follows:

RESPONDENT PHARMACY and RESPONDENT FUJITAKI:

a.  Respondents’ practice in or about August of 2008 bf sorting pre\}iously dispensed
medications for reuse and redispensin'g to other patients into ‘Dixie’ type paper cups and vials
Wh-iéh were not labeled (with drug name, strength, expiration date, lb.t number) was grossly
negligent in that these Respondents:

15 Failed to insure that medications to be returned to stock for redispensing were

- correctly sorted by drug type, strength expiration date(s), and lot number;
16
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2)  Failed to assure proper storage of medications to reasonably insure that
consumers of medication dispensed by the pharmacy would receive medications Whioh
conform to standards and tests as to quality and strength;

3)  Prepared and/or stored medications in cluttered and unsanitary conditions
inviting contamination. _

RESPONDENT PHARMACY and RESPONDENT KIM:

b. Respondénts’ practice in or about April of 2009 of sorting previously dispensed
medications for reuse anci redispensing to other patients into plastic ‘ziplock” type bags which
were not labeled (with drug name, strength, expiration date, lot number) was grossly negligent in
that these Respondents:

1)  Failed to insure that medications to be returned to stock for redispensing were
corre'ctly soﬁed by drug type, strength, expiration date(s) and lot number;

2)  Failed to assure proper storage of medications to reasonably insure that
consumers of medication dispensed by the pharmacy would receive medications which
conform to standards and tests as to quality and strength;

3)  Prepared and/or stored medications in cluttered and uhsanitary conditions
inviting contamination;

4)  Failed to change or correct pharmacy practices after substantially similar

' reprocessing activity was cited in a written notice from the Board in or about August of

2008. - :
FIFTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct - Compromise of a Chargé of Violation)

37. RESPONDENT PHARMACY, is subj éct to discipline for unprofessional conduct as
defined in section 4301(m) for entering into a cash compromise of a charge in violation of
provisions of the California Welfare and Institutions Code related fo the Medi-Cal program, in
two separate instances, in 2007-2008, and 2009, as follows:

17
"
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a.  2007-2008 re-payment

On or about December 13, 2007, Respondent Kyffin paid the Department of Health Care
Services $350,000. in cash, based on Respondent’s review of its records and determinatidn,
promp;ued }by the Board’s October 2007 inspection, that Kyffin had received an estimated
$757,000. or a 40% excess reimbursement from its Medi-Cal billings.. Kyffin volunteered to
repay a total amount of §757,000. through DHCS to the Medi-Cal pro grém, in a series of
payments, to be completed by April 30, 2008, '

b. 2009 settlement |

(1) Onor about October 8, 2008, DHCS investigators initiated an audit of inventory, |
billing and other pertinent records of Respondent Pharmacy focusing on four medications
(including Procrit). The time period selected for the audit was July 1, 2005 th.roughilune 31,
2008. |

(2)  On or about February 27, 2009, Respondent Kyffin, was issued formal notice of
DHCS findings that Respondent was unable to show documents or records supporting its Medi-
Cal billings for the four drugs during fhe audit ﬁeriod and determined that Respondent Pharmacy
had been overpaid $7,986,497.00. Repayment was demanded within 60 days.

- (3) On or about April 24, 2009 Senior Counsel for DHCS issued a written notice to the

effect that DHCS had entered into a monetary settlement with Kyffin Pharmacy, Inc. Asa

component of that agreément, Kyffin agreed to pay funds in compliance with the audit demand.

SIXTH CAUSE FOR DISCIPLINE
(Iliegal Returns of Controlled Substances)

38. RESPONDENT PHARMACY and RESPONDENT FUJITAKI are subject to
discipline for unprofessional conduct as defined in section 4301(j) and (o) in conjunction with 22
California Code of Regulations Section 72371(c)(1) énd 72371(d)(1), prohibiting return of
Schedule IV controlled substances to the issuing pharmacy, in that during a Board insp@ction on
or about August 14, 2008, Respondent Pharmacy was found to be in possession of, and preparing
for redispensing, 65 tablets of Clonazepam 0.5 mg that has been returned illegally from a skilled
nursing facility.
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SEVENTH CAUSE FOR DISCIPLINE
(Failure to Maintain Complete and Current Records of Drug Transactions)

39. RESPONDENT PHARMACY and RESPONDENT FUJITAKI are su.bj ect to
discipline for unprofessional conduct as defined in section 4301(j) and (o) in conjunction with
section 4081(a), section 4333 and 16 Califdrnia Code of Regulations Section 1718 for failure to
maintain complete and current inventory records related to drug inQentoﬂ es and distribution, 4in
that Respondents dispensed at least 4006 more units of the drug Procrit than the pharmacy has
records of acquiring, per an andit by Board inspectors of inventory records between January and
November of 2007, as follows: | |

a.  Commencing on January 1, 2007, a selected drug audit was performed by a Board
inspeétor for the drug Procrit. The audit period was from J anuéry 1, 2007 through November 15,
2007, and revealed that Respondent pharmacy had purchased 5197 units of the drug Procrit
during that period, but had dispensed 9445 units, at least 4105 more units of the drug than the
pharmacy could account for purchasing. Even reducing the 4006 total by 99 units (“‘stock on
hand” per a count taken on October 23, 2007), Respondents show a discrepancy of at least 4006

units, as follows:

[ STOCKON | AMOUNT AMOUNT | CREDITS/ | __ ;
DRUG | "'HAND .| PURCHASED | DISPENSED | RETURNs | DIFFERENCE
ESTIMATE . | |

5197 + 143)-
Procrit 99 5197 . 9445 1y | 5197+ 143)

0445 = 4105)

[4105-99=4006]

4006

b.  Respondents failed to maintain all records of sale, acquisition and disposition of the
drug Procrit for the reqﬁired three year time period.

OTHER MATTERS

40. Business and Professions Code section 4307(a) provides, in pertinent part, that any
person 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,
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- WAYNE HAJIME FUJITAKI,

member, officer, director, associate, or partner and while acting és the manager, admjnistratof,
dwner, member, officer, director, assooiate,'or partner had knowledge of or knowingly
participated in any.conduct for which the license was deniea, revoked, suspended, or plaoed on
probation, shall be prohibitéd from serving as a manager, administrator, owner, memBer, officer,
director, associate, or partmer of a license.
PRAYER

WHEREFORE, Complamant requests that a hearing be held on the matters herem alleged,
and that following the hearing, the Board of Pharmacy issue a declsmn

1. Revoking or suspending Original Pharmacy Permit No. PHY 46023, issued to
KYFFIN PHARMACY, INC,, to.do business as KYFFIN’S PHARMACY;

2. Revoking or suspending Original Pharmacist License No. RPH 31483issued to

In)

3. Revoking or suspending Original Pharmacist License No. RPH 43406 issued to
GENE KIM. |
4, Ordering Respondents 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;

5. Taking such other and further action as deen

DATED: \g%gfj()/ 200‘9

Board of Pharmacy
Department of Consumer Affairs
State of California
Complainant

LA2008600753
60452230.doc
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