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. 2009080678
KYFFIN PHARMACY, INC.,
MIRA ZEFFREN, President
dba KYFFIN PHARMACY
6000 Woodman Avenue

Van Nuys, CA 91401

Original Pharmacy Permit No. PHY 46023 et a.l.,

Respondents.

. DECISION AND ORDER AS TO .
RESPONDENT KYFFIN PHARMACY ONLY

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, with
respect to Respondent Kyffin Pharmacy Inc. (Original Pharmacy Permit No. PHY 46023)
only. ,

~ This Decision shall become effective on _November 25, 2009

It is so ORDERED Octcber 26, 2009

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

Y 2

KEMKETH 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

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

-ORIGINAL PHARMACY PERMIT NO. |

In the Matter of the First Amended Accusation | Case No. 3161

Against: -
OAH No. 2009080678

KYFFIN PHARMACY, INC,,

MIRA ZEFFREN, PRESIDENT ,

DOING BUSINESS AS STIPULATED SURRENDER OF
LICENSE AND ORDER

KYFFIN PHARMACY

6000 WOODMAN AVE.

[RESPONDENT KYFFIN PHARMACY ONLY]
VAN NUYS, CA 91401 <

PHY 46023,

Respondents.

In the interest of a prompt and speedy resolution of this matter, consistent with the public

interest and the responsibility of the Board of Pharmacy of the Department of Consumer Affairs

the parties hereby agree to the following Stipulated Surrender of Liicense and Order which will be

submitted to the Board for approval and adoption as the final disposition of the First Amended

Accusation with respect ONLY to Kyffin Pharmacy Inc., doing business as Kyffin Phafmacy,

holder of Pharmacy Permit No. PHY 46023:
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
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G. Brown Jr., Attorney General of the State of California, by Susan Melton Wilson, Deputy '
Attorney General. -

2. Kyffin Pharmacy (Respondent) is represented in 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. |

3. Onor about July 15, 2002, the Board of Pharmacy iséued Oﬁginal Pharrnacy Permit
No. 46023‘to KYFF'IN PHARMACY, INC,, to do business as KYFFIN PHARMACY, located
at 6000 Woodman Avenue, in the city of Van Nuys. Corporate officer of record since date of
issuance is MIRA ZEFFREN, President of Kyffin Pharmacy Incorporated, and holder of a
majority ownership of Kyffin Pharmacy Incorporated. The Original Pharmacy Permit was in full
force and effect at all times relevant to the charges herein and will expire on.July 1, 2010, unless

renewed. .

JURISDICTION

4, The original Accusation .in this matter was filed before the Board of Pharrh'acy .
(Board), Department of Consumer Affairs on July 17, 2008, and'duly served to Respondént,
which filed its timely Notice of Defense. The First Amended Accusation was then filed on
September 10, 2009,- and properly served to Respondent with all statutorily required documents
on or-about September 14, 2009. A copy of First Amen.ded Accusation No. 3161 is attached as
Exhibit A and incbrporated herein by reference. .

ADVISEMENT AND WAIVERS

5. Respondent, by its authorized representative, has carefully read, fully discussed with
counsel, and understands the charges and allegations in First Amended Accusation No. 3161.
Respondent also has carefully read, fully discussed with counsel, and understands the effects of
this Stipulated Surrender of License and Order.

6.  Respondent, by its duthorized representative, is fully aware of its legal rights in this
matter, inéluding the right to a hearing on the charges and allegations in the First Amended
Accusation; tﬁe 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

2
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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 d’ecision;
and éll other rights accorded by the California Administrative Procedure Act and other applicable
laws. |

7.  Respondent, by its authorized representative, voluntarily, knowing, and intelligently

waives and gives up each and every right set forth above.

'CULPABILITY -
8. Respondent, by its authorized representative, admits that if the truth of each and every
charge and allegation of First Amended Accusation No. 3161 were established, cause would

exist for discipline, and hereby surrenders Phérmacy Permit No. PHY 46023 for the Board’s

formal acceptance under agreed terms and conditions described below.

9.  Respondent, by its. authorized representative, understands 'that by signing this
s‘tipulation}it has enabled the Bbard fov issue an order accepting the surrender of its Pharmacy
Permit without furthér prbcéss.

TERMS AND CONDITIONS OF‘SUR_RENDER
 10. Parties stipﬁlate and agree that, so long as Respondent éofnplies with all conditioﬁs
recited below, Respondent will not be requiréd_to relinquish its permit, or suspend licensed
activity for 60 (sixty) day from the effective date of the ofder, in order to peﬁnit completion o‘f a
planned sale of the pharmacy. However, the surrender will take effect 60 (sixty) days aftef the
effgcﬁve date, whether or not any sales transaction has been completed. The agreed conditions are

as follows: v

CONDITION 1

Kyffin shall replace its pharmacist-in-charge, with a pharmacist whose license is in good
standing with the Board, and shall have delivered the appropriate papers to the Board
consummating this change by no later than November 1, 2009;

CONDITION 2

Effective the date this settlement is executed by Respondent, Kyffin shall cease repackihg

and restocking drugs returned from facilities, i.e., no drugs, including those contained in partially

o)
D
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used bubble packs, will be placéd in new or restore packing or returned to stock for possible
dispensing; however, medications that have been delivered unbilled on consignment to facilities
that compensate Kyfﬁn on a per diem basis, and which are returned unopened to Kyffin, may be
re-dispensed in compliance with policies and procedures that are in full éompliance with all

pharmacy laws;

CONDITION 3

Effective the date this settlement is executed by Respondent, Kyffin shall install security
cameras covering Kyffin’s entire pharmacy, which will run 24/7 and the DVD of which will be

available to the Board;

CONDITION 4

Effective the date this settlement is executed by Respondent, Kyffin shall retain and
continue to retain the services of Professor Mel Baron, who will visit Kyffin unannounced three
to four times weekly, and who will provide reports on such visits to Board. If the Board, prefers,

it may designate a pharmacist or other person of the Board’s choice who will be present in the

-pharmacy during all business hours, and will be paid by Kyffin.

'CONDITION 5

Effective the date this settlement is executed by Respondent, at the Board’s request, Kyffin
shall within 48 hours, provide the Board with summaries of Kyffin’s acquisition and disposition

of any drugs identified by the Board, in order to demonstrate that Kyffin is purchasing neither

~more nor less than the amount of drugs that it is dispensing.

'CONDITION 6

As part of this settlement agreement, Respondent has agreed that Kyfﬁn Pharmacy shall not
be sold to any buyer who has or has had any ownérship interest in Respondent at any time since
the phérmacy’s permit was issued in July 15, 2002.

~11.  In exchange for Respondent’s compliance with these terms, the Board has acted to
suspend or withdraw the pending Petition for Interim Suspension, and will allow Kyffin’s sale to
a licensee in good standing with the Board, and permit the expeditious closing of same to a buyer

who does not and did not have an ownership interest in at any time since the pharmacy’s permit

4
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was issued in July 15, 2002. So long as Respondent complies with all conditions recited above,
the Board will n'o.t interfere with the sale of Kyffin, conéistent with Kyffin’s settlement agreement
with the Department of Health Care Services, with proc'eedé used to repay the Medi-Cal program |
and vendors. | | |

12. In consideration of this settlement agreement, Respondent agrees to reimburse a
portion of costs of investigation and prosecution incurred by the Board in this matter by payment
of the sum of Thirty Six Thousand, Seven Hundred énd Sixty Eight Dollars ($36,768.) to the
Board within 30 days of the effective date of this order. '

CONTINGENCY

13.  This stipulation shall be subject to approval by the Board of Pharmacy. Respondent
understands and agrees that counsel for Complainant and the staff of the Board of Pharmacy may
communicate directly with the Board regarding this stipulation and surrender, without notice to or
participation by Respbondent or its vcounsel. By signing the stipulation, Respondent understands
and agfees that they may not withdraw its agreement or seek to rescind the stipulation pri'ér to the
time the Board considers and acts upon it. If the Bqard fails to adopt this stipulation as its
Decision and Order, the Stipulated Surrender and Disciplinafy 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.

14. The parties understand and agree that facsimile copies of this Stipulated Surrender of
License and Order, including facsimile signatures thereto, shall have the same force and effect as
the originals. |

15. In consideration of the foregoing admissions and stipulations, the parties agree that

the (Board) 1nay,without further notice or formal proceeding, issue and enter the following Order:
ORDER

IT IS HEREBY ORDERED that Pharmacy Permit No. PHY 46023, issued to Respondent Kyffin

Pharmacy, Inc. is surrendered and accepted by the Board of Pharmacy.

1. The surrender of Respondent’s Pharmacy Permit and the acceptance of the

surrendered license by the Board shall constitute the imposition of discipline against Respondent.
5 ’

Stipulated Surrender of License of Respondent Kyffin Pharmacy




10
11
12
13
14
15
16
17
18
19
20
21
22

23

24
25
26
27
28

This stipulation constitutes a record of the discipline and shall become a part of Respondent’s

license history with the Board.

2. Respondent will not be required to relinquish its permit, or suspend licensed

activity for 60 (sixty) days from the effective date of the order, in order to permit completion of a

planned sale of the pharmacy. However, the surrender will take effect 60 (sixty) days after the

effective date, whether or not any sales transaction has been completed. The agreed conditions,
which must be complied with at all times prior to transfer of the facility to a new owner, are as

follows;

CONDITION 1

Kyffin shall replace its current pharmacist-in-charge, with a pharmacist whose license is
in good standing with the Board, and shall have delivered the appropriate papers to the Board

consummating this change by no later than November 1, 2009;

CONDITION 2

Effective the date this settlement is executed by Respondent, Kyffin shall cease repacking
and restbcking drugs returned from facilitie.s, i.e., no drugs, including those containedA in partially
used bubble packs, will be placed in new or restore packing or returned to stock for possible
dispensing; however, rriedications that have been delivered unbilled on consignment to facilities
that compensate Kyffin on a per diem basis, and which are returned unopened to Kyffin, may be |
re-dispénsed in compliance with policies and proéedures that are in full compliance with all
pharmacy laws;

CONDITION 3

Effective the date this settlement is executed by Respondent, Kyffin shall install security

cameras covering Kyffin’s entire pharmacy, which will run 24/7 and the DVD of which will be

available to the Board immediately upon request;

CONDITION 4

Effective the date this settlement is executed by Respondent, Kyffin shall retain and
continue to retain the services of Professor Mel Baron, who will visit Kyffin unannounced three

to four times weekly, and who will provide reports on such visits to Board. If the Board, prefers,

6
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it may designate a pharmacist or other person of the Board’s choice who will be present in the
pharmacy during all business hours, and will be paid by Kyffin;
CONDITION 5

Effective the date this settlemént is executed by Respondent, at the Board’s request, Kyffin
shall within 48 hours, 'proVide the Board with summaries of Kyffin’s acquisition and disposition
of any drugs identified by the Board, in order to demonstrate that Kyffin is purchasing neither
more nor less than the amount of drugs that itis dispensing;

| ' CONDITION 6
As part of this settlement agreement, Respondent has agreed that Kyffin Pharmacy shall not

be sold to any buyer who has or has had any ownership interest in Respondent at any time since
the pharmacy’s permitv was issued in July 15, 2002.

3. Respondent shall re_imburse to tﬁe Board a portion of costs of investigation and
prosecution incurred by thé Board in this matter by payment of the sum of Thirty Six Thousand,
Seven Hundred and Sixty Eight Dollars ($36,768.)to the Board W‘ithinv 30 days of the effective .
date of this order.

4. Sixty (60) days after the effective date of the Board ‘s Decision and Order,
Respondent shall lose all rights and privileges as a pharmacy in California.

5. On or before sixty (60) days after the effective date of the Board‘s Decision and
Order , Respondent shali cause to‘ be delivéred to the Board both its_ wall license certiﬁcéte and, if
one was issued, pocket license.

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 fqr licensure. Respondent must comply
with all the laws, regulations and procedures for licensurc in effect at the ﬁme the application or
petition is filed, and all of the charges and allegations contained in First Amended Accusation
No. 3161 shall be deemed to be true, correct aﬁd admitted by Respondent when the Board

determines whether to grant or deny the application or petition.

7
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7, Should Respondent ever apply or reapply for a new license or certi fication, or

2 || petition for reinstatement of 2 licenge, by any other health care licensing agency in the State of

California, 2] of the charges and allegations contained in Pirst Amended Accusation, No. 3161
shall be deemed 1o be true, correct, and admitted by Respondent for the purpose of any Statemient
of Issues or any oflrer proceeding sceking to demy or resteict licensure.

ACCEPTANCE
1 am the authorized representative for Kyffin Pharmaoy Inc., and have carefully read the

Weinberg and Noah Jugsiva. | understand the stipulatior, all tmné and conditions of the
stipulation, and the effect it will bave the Kyffin Pharmacy Permit No.phy 46023. I enter into this
Stipulated Surrender of Licanse and Order volunterily, lmowiagly, and in‘télligenﬂy. and agree that
Kyffin Pharmecy Ino, shell be bound by &s Decigion and Order of the Board of Phurmacy,

DATED: 10 ;g‘}& 7

K A%
By:\MIRA ZEFW '
President and Authorized Kepresentative

Regpondent

As anomey for Respondent Kyffin Phacmacy Inc,, doing busingss as KyfFin Phrrasoy, |
have read ahd fully discussed with Respondent all terms and conditions and other mafiers
contained in this Stipulated Surrender of License and Qrder, pprﬁvcvits form and contant,

DATED: /n// f/pﬁ‘

Law/Office of McGuirs Waoods
By HERBERT WEINBERQ
Altomnay for Respondent

DATED: (0/5/0q - l\f !
' La\:%ﬁcc of MeGuire Woods

by: AH JUSSIM
_ Altotfiey for Respondent

. .
STIPULATED SURRENDER. OF LICENSP OF RESPONDENT KYFAIN. PBARMACY

above Stipulated Swrender of License und Order and fully discussed it with my attoroeys, Herbent
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ENDORSEMENT

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

for consideration by the Board of Pharmacy of the Department of Consumer A ffairs,

Dated: Octcber 16, 2009 ‘ ' Respectfully submitted,

EDMUND G. BROWN JR.

Attorney General of California
GREGORY J. SALUTE :
Supervising Deputy Attorney General

v
SUSAN MELTON WILSON

Deputy Attorney General
Attorneys for Complainant

| LA2008600753
' 60455879.doc

9

- Stipulated Surrender of License of Respondent Kyffin Pharmacy




Exhibit A
First Amended Accusation Against

KYFFIN PHARMACY, INC.,d.b.a KYFFIN PHARMACY et al.
Case No. 3161



10

11
12

13
14
15
16
17
18
19
20
21
2
23
24
25
26
27
28

EpMUND G. BROWN JR.
Attorney General of California
GREGORY J. SAYUTE ° . .
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 .
California State Board of Pharmacy

BEFORE THE

BOARD OF PHARMACY -
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

IN THE MATTER OF THE FIRST AMENDED Case No. 3161

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 CanNaDa, CA 91011

- ORIGINAL PHARMACIST LICENSE NO.

RPH 43406

RESPONDENTS,

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 Aecueation solely in hef
official capacity as the Executive Ofﬁoer of the Board of Pharmacy, Department of Coneumer
Affairs. . h

| 2. Onor about July 15, 2002, the Board of Pharmacy issued Original Pharmacy Permit -
No. 46023 to KYFFIN PHARMACY INC., to do business as KYFFIN PHARMACY located
at 6000 Woodman Avenue, in the 01ty of Van Nuys. (Respondent Pharmacy). Corporate ofﬁeer
of record since date of issuance is MIRA ZEFF REN, Premdent of Kyffin Pharmacy Incorporated,
and holder of'a majority ownership of Kyffin Pharmacy Incorporated., The Original Pharmacy
Permit was in full force and effect at all times relevant to the charges herein and will expire on |
July 1, 2009, unless reneWed |

- 3., Onor about August 29, 1977, the Board of Pharmacy 1ssued Ongmal Pharmamst

Lwense Number RPH 31483 to WAYNE HAJ IME FUJ ITAKI (Respondent Fuptakl) The
Ongmal Pharmacist License Was in full force and effect at all times relevant to the charges herein
and will eXpire on August Si 2010, 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. . On or about July 23, 1990, the Board of Pharmacy issued Original Pharmacist
License Number RPH 43406 GENE KIM ( Respondent Kim). The Original Phannacist License
was in full force and effect at all times relevant to the charges herein and will expire on J‘anue_xry
31, 2010, unless renewed. »

6.  ThePharmacist in charge of Respondent Pharr_n‘acy beginning on January 1, 2009
and at all times charged in the Accusation after that date, wa‘s'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)




8.  This First Amended Accusation is brought before the Board under the authority of the |
following sectiohs of the Business and Professions Code (Code). .
9. Seption 4300 of the Code permits the Board to take disbip’linary 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 deprwe the Board of jurisdiction to proceed with a disciplinary action durmg the period

within which the license may be renewed, restored, relssued or reinstated.

11.  Section 4076 of the Code states:

“(a) A pharrnaéist shall not disi)ense any prescription except in a éontainer 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 mrdwife who functions pursuant to a
standardized procedure or proto.col described in Section 2746.51, the nurse practitioner who
functions pursuant toa standardized procedure described in Section 2836.1, or protocol, or the
physician assis’tantv 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 functrons pursuant to a pohcy, 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 otherwme, either the manufacturer’s trade name of the drug
or the generic name and the name of the manufacturer. Commonly used abbreviations may be |
used. Preparations containing two or more active ingredients may be identified by the
manufacturer’s trade name or the commonly used name or the principal. active ingredients.

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

(3) The name of the patient or paﬁents.

(4) The name of the prescriber or, if applicable, the name of certified nurse midwife who
fonctions pursuant ta a standardized procedure or protocol described in Section 2746.51, tne
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
3
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Section 3640.5, or the'phannacist who functions pursuant to a vpolicy, procedure, or protocol
pursuant to eithér subparagraph (D) of paragraph (4) of, or clause (iv) of subparagraph (A) ofl
paragraph (5) of, subdivision (a) of Section 4052.

(5) The date ofissue.

(6) The name and address of the pharmacy, and prescription 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.

(10) The.condition for which the drug was prescribed if requested by the patient and the
condition is indicated on the prescription, | | |

(11)(A) Commencing J anuary 1, 20086, the phj{sical description of the dispensed
medication, including its color, shape, and any identiﬁcaﬁbn code that appears on the tablets or
éapéules, except as follows: | |

(i) Prescriptions dispensed by a ,veterinaﬁ_an.

(i) An exemption from the requiremerf;s of this j)aragréph shall be granted to a new 1d'ri1g
for the first 120 days that the d_fug 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 descripﬁon exists in any commercially
available database. | |

(B) This paragraph applies to outpatient pharmacies only.

(C) The inférmation required by -this.péragréph may be printed on an auxiliary label that is
affixed to the prescription container. o

(D) This paragraph shall not become operative if the board, prior to January 1, 2006,
adopts regulations t'h.at mandate the same labeling requirements set forth in this paragraph.

“(b) If a pharmacist dispense;s a prescribed drug by means of a unit dose medication s.ystem,
as defined by administrative regulation, for a patient in a skilled nursing, intermediate ca}:e, or

other health care facility, the requirements of this section will be satisfied if the unit dose
4 :
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med1cat10n system contains the aforementloned information or the 1nformat10n is otherwwe
readily availablé at the time of. drug adm1mstrat10n
“(c)Ifa pharmamst dispenses a dangerous drug or device in a facility licensed pursuant to

Section 1250 of the Health and Safety Code, it is not necessary to include on individual unit dOée N
containers for a specific patient, the name of the certified nurse midwife who functions pursuant
10 a stahdardized procedure or protocol described in Section 2746.51, the nurse practitioner who
functions pursuant to a standardized procedure described in Secﬁon 2836.1, thé physiciaﬁ
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 pharrfxacist
who functions pursuant to a policy, procédure,. or protocol pursuant to either subparagraph (D) of
paragraph (4) of, or claﬁse (1v) of subparagraph (A) of para_g;faph (5) of, subdivision (a) of Section.
4052, - o

“(d) If a pharmaclst dispenses a prescnptmn drug for usein a fac1hty licensed pursuant to ‘
Section 1250 of the Health and Safety Code, it is not necessary to include the information

req’unjed in paragraph (11) of subdivision (a) when the prescription drug is admlnlstered toa

patient by-a person licensed under the Medical Practice Act (Chapter 5 (corhménciﬁg with

Section 2000), the Nursing Practice Act (Chapter 6 (cOmmsnciﬁg with Secﬁon 2700), or the
_Voéational Nursing Act (Chépter 6.5 (commencing. with Section 2840), who is acting within his |
or her scope of practice.” | | | : |

12. Section 4081 of the Code states:

“(a)  All records of manufacture and of sale, acquisition, or disposition of dangerous
drugs or dangerous de\}ices shall be at all times during business houré 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, Wholgs‘aler, phafmacy,
veterinary food animaldiug retailer, physician, dentist, podiatrist, veterinarian, laboratory, clinic,
hospital, ‘institﬁtion, or. estabiishment helding a currently valid and unrevoked 'certiﬁcate, license, |
permit, registration, or exemption under Division 2 (cormnéncing 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 maintains a stock of dangerous drugs or dangerous devices.

“(b) © The owner, officer, and pértner of any ph_armacy, wholesaler, or veterinary food

- animal drug retailer shall be jointly responsible, with the pharmacist in charge or exemptee, for

maintaining the records and inventory described in this section.

“(c) The iaharfnacist in charge or exemptee shall not be criminally responsible for acts of
the aner, 6fﬁber, partner, or employee that violate this section and of which the pharmacist in
charge or exemptee had ﬁo 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 thereof]’
shall notify the Board in writing of the identity and license number of that pharmacist and the date
he or she was designated.‘ o |

“(b)  The pharmacist-in-charge shéll:be»responsible for a pharmacy’s compliance with all
state and federal laws.and regulations pértain'mg to the practice of pharmacy.”

14.  Section 4301 of the Code states: A

“The board shall take action against.any holder of a license who is guilty of unprofessional
conduct or whc')s;e license has Been procured by fraud or misrepresentation or issued By mistaké.
Unprofessional conduct shall include, but is not limited to, any of the following:

e

“(c) Gross negligence.

G) The violation of any of the statutes of this state or of the United States regulating
controlled substances and dangerous drugs. |

() The cash compromise of a charge of violation of Chapter 13 (commencing with
Sectioln 804) of Title 21 of the Unitéd States Code regulating controiled substances or of Chap‘ter
7 (commencing with Secﬁon 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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(0) Violating or attempting to violate, directly or indirectly, or assisting in or abetting the
violation of or oonspiﬁng to violate any provision or term of this chapter or of the applicable

federal and state laws and regulaﬁons, 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 per_iod 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

not conform to the standard and tests as.to quality and strength, provided in the latest edition of
the United States Pharmacopoeia or the National 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 Codé).

(b) Any knowiﬁg- or willful violation of any regulation adopted pursuant to Sectiéh 4006
shall be subject to punishment in the same mmanner as is provided in Sections 43 36 and 4321.

17. California Code of Regulations, title 16, sectioﬁ 1718 states:-

“‘Current Illventofy’ as used in Sections 4081 and 43 32 of the Business and Professions
Code shall be considered to include complete accountability for all dangerous drugs handled by
‘ever'y'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.” .

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

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

| (1) Drugs listed in Schedules I1, 11T or IV of the Federal Comprehensivé 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, ;che 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 Io g. 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 producea, prepared, packed, or held under
conditions whereby it may have been antaminated with filth, or whereby it may have beén
rendered injurious to health.”

| 20. - Health and Safety Code section 111340 states:

Any drug or device is .misbranded unless it bears 2 label containing all of the following
information: | | . |

(@) Thename and place of business of the manufacturer, packer, or distributor.

(b) An accurate statement of the quantity of the contents in terms of weight, measure, or

“numerical count.

Reasonable variations from the requirerrientsof subdivision (b) shall be ;;ennitted.
Requiréments for piaceme_rit and prominence of the information and exemptionsv as to small
packages shall be established in accordance with regulations édopted pursuant to Section 1 10380.

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 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.

I
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v DRUG CLASSIEICATIONS

22. Ariceptis & brand name of the drug Donepezil and is a dangerous drug per Business
énd Professions Code section -4022. It is used in treatment of Alzheimer’s’di‘sease.

23. Arﬁbien is a brand name of the drug.Zolpidem and is a Schedule IV éontrollcd'
substance per Health and Safety code section 11057 (d) (32) and a dangerous drug per Bﬁsiness‘
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 Schiedule IV controlled
substance per H@alth and Safety code section 1 1657 (d)(16) and a dangerous drug iner Business
and Professions Code section 4022, It. is used in treatment of anxiety and/or to cause sedation.

25.  Klonopin is a brand name of the drug Clonazepam and is a Schedule iV controlled
substance pér Health and Safety code section 1 1105‘7(&)(7) and a dangerous drug per Bﬁsiness
and Professions Code section 4022, It is used as a sedative. |

26. Clozaril is a brand name of the drug Clozapine and is a dangerous drug Tper Bﬁsi_ness
and -Professions Cod¢ section 4022. It is'an antipsychotic medication, -usea in treatment of severe
psychiatric disorders. |

27. Darvocet N100 is a brand name of the drug Propbxyphene Naps?late with
Acetaminophen and is a Schedule IV controlled'subétance per Health and Safety code section
11 057(0)(2) a-ﬁd a dangerous drug per Business and Professions Code section 4022. It is used for
narcotic pain relief.

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

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

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

and Professions Code section 4022. It is used in treatment of insemmnia.
_ : : ‘
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- 31.  Zyprexais a brand name of the drug Olanzapine and is a dangeréus drug per Business

and Professions'Code section 4022. Tt is an antipsychotic medication, most often used in

" treatrnent of schizophrenie.

SUMMARY OF FACTS
32. The following facts are common to all charges of the First Amended Accusation: -

a.  Respondent Pharmacy is a large, closed door pharmacy operation, having about 70 -

75 ernployees and serving a large patient popﬁlation (an estimated ‘5,000 beds’) of mostly

elderly residents of approximately 50 assisted living énd skilled nursing facilities or similar
institutions in Los Angeieé, ‘V;antura and Orange counties,

b,  Some of the mgdiéations distributed by Respondent Pharmacy are dispensed in the
form of ‘bubbie’ or ‘punch’ cards', also sometimes called ‘bubble packs’, which Respondent
Pharmacy creates at its facility. | _

FIRST BOARD INSPECTION - OCTOBER 2007

c. Qn or about October 23,. 2007, in follow-up to an anonymous complaint, a Board :
investigator visited Respoﬁdent Pharmacy and initiated a ‘selected’ audit limited to the drug
Procrit. AThe audit period Was from January 1, 2607 through November 15, 2007. The audit
revealed that during the audit period, Réspondent Pharmacy had dispensed at 1easf 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 ' . '
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

ofthe card. Each single dose is secured behind a film of paper (typically foil) which must be

broken to retrieve the medication. ,
- 2 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...)
10 '
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d.  The Board inspector further determined that Respondents failed to maintain all
records .o'f sale, 'acquisi»‘tionand disposition of the drug Procrit for three years, as required by
statute. ) . _
| SECOND BOARD INSPECTION - AUGUST 2008

€. On or about August 14, 2008, in follow-up to a seeond anonymous complaint, a
Board lnspector made an unannounced inspection of Respondent Pharmacy to investigate
allegations that Respondent-s were irnproperly retrieving and repackaging unused portions' of
drugs prevmusly dispensed to patients at skﬂled nursing facilities and simijlar 1nst1tut10ns

f Dunng the August 14, 2008 1nspect10n for which Respondent Fujitaki was present a
Board inspector observed work tables with hundreds of unlabeled capsules and tablets which had

been sorted into ‘Dixie’ type paper cups and vials, rather than requlsrte USP containers, without

, requrs1te labeling, and wrthout sufficient 1nforrnat1on to penmt requ1srte labeling (drug name, |

strength, lot number, expiration date). The Inspector also observed a great deal of trash, including '
trash hags at the tables full of returned partial or empty"buhble’ or ‘punch’ cards.

‘g - During the August '1~4, 2008 inspection, when questioned by the Board Inspector,

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 p‘roeessing returned drugs which she had observed Wlﬂ’lj

- both Respondent Fujitaki and Respondent Pharmacy officer Mira Zeffren. The Board Inspector

.also issued a written notice dated August 14, 2008, which Respondent Fujitaki received and

signed.

h.  Analysis of samples of drugs taken from unlabeled paper cups on the work tables at

the Auorust 14, 2008 inspection showed controlled substances, including a large quantity (65

| tablets) of the drug Clonazepam (brand name: Klonopln Clonazepam), and popular, costly

presonpuons druos including Zyprexa, Flomax, Aricept and Lasix.

(...continued)

units, at least-4105 more units of the drug than the pharmacy could account for purchasing. Even
I‘GdU.ClI’lU 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 afte_r 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 pﬁrpose 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 Wélfare

and Institutions code section 14124.2 and 14170 and 22 California Code of Regulations section

51021, monitors and has the authority to investigdte companies receiving Medi-Cal payments
for patient services.
k.  On or about October 8, 2008, DHCS investigators initiated an audit of inventory,

billing and other pertinent records of Respondent Pharmacy focusing on four medications

'frequently d1spensed by. Respondent Pharmacy, 1ncludmg Procrit. The time period selected for the

audit -was July 1, 2005 through June 31, 2008
1. ADHCS inspector who made an unannounced visit to Respondent Pharmacy on
October 24, 2008 noted that the pharmacy work area was untidy and éppearéd dirty; aﬁd that
walkways were cluttered with totes, merchandise and miscellaneous business related materials. -
m. On or about February 27, 2009, Reépondent Kyfﬁn, by aﬁd through corporate
president Mara Zeffren, was issued formal noticée of DHCS findings that its investigators had
igientiﬁed problems with Respondent Pharmacy"s Medi-Cal billing procedures. Speciﬁcélly, :
DHCS found that Rgspdhdent was unable to show documents or récords supporting its Medi-Cal
bﬂhngs‘for the four drugs duriﬁg the audit periéd (July i, 2005 through June 31, 2008) and
determined thaf Respondeﬁ£ Pharmacy had been overpaid $7, 986,497.00. Repayment was
demanded within 60 days. |
I |
1

> 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 aundit 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 Re-sponde_.nlt is permitted.to appeal the DHCS “
findings closed on or _about’March 31, 2009. Title 22, Califomia,Code Regulations section'51022.

p. Onor abbut April‘24, 2009 Senior Counsel for DHCS issued 2 wﬁtten notice to the
effect that DHCS had entered into a mon,etafy settlement with Kyffin Pharmacy, Inc. As a
.oompohent of that agreement, Kyffin agreed to pay funds in compliance with the audit .denl'land,

| EXECﬁTION OF SEARCH WARRANT - APRIL 2009

q. On April 8, 2009, Board inspectors assisted California bepaﬁment of Justice (Bureau

of Medi-Cal Frauds) agents during execution of a search warrant at Ky_fﬁn Pharmacy. |

r.  On April 8,2009, Board inspectors immediately checked work tables in the area of

“the phafmacy where (in August of 2008) a Board inspector previously observed hundreds of

unlabeled capsules and tablets separated 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‘. 1t appeared that Wor'kérs at Respondent Pharmacy were in the process of removing
drugs from pﬁnch_ cards, then Soﬁing fhé drugs into i&e gular containers, without proper labeling.
Inspectors ‘found two cafdboard boxes, one of which contained hundreds of unlabeled capsules
and tablefs in small ‘ziinlock’ type plastic bags without requisite labeling, and without sufficient’
infomiation to pérmit f.equisite labeling (dfug name, strength, lot number, expiration date).

5. 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 ﬁumBer, expiration date). At least one of the plastic bags was attached with rubber

bands to an overfilled manufacturer’s container,
1/

1
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t. . Inan area of Respondent Pharmacy identified as the pharmacist’s dispensing area,
Board inspéétor‘s found two medication bubble cards which had been dispensed with incorrect
médicétions and returned to Respondent pharmacy from two different fgcﬂities:

1)  Prescription 4040152. (ﬁlléd by Respondent Pharmacy on 4-2-2009). The |
prescription was for Temazepam 30 mg; it had been erroneously filled-with Ter‘nazepam 15 mg;

2)  Prescription 6399550 (filled By Respondent Pharmacy on 3-31-2009). Thé

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. RESP ONDENT PHARMACY and RESPONDENT FUJITAKI are subject to
discipline for unprm;essional conduct as defined in seotion 4301(j) and (o) in conjunction w1:th
section 4342 and Health and Safety code section 111255, for sale of pharmaceuticals that lack
quality, based on the following:" |

a. Duririg a Board inspection on or about August :1.4, 2008, Respohdent 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 patieﬁts.

b.  Work spaces in Respondent Pharmacy were dirty, cluttered aﬁ.d untidy.

C. Anaiysis of samples of drugs taken from ﬁnlabeled paper cups on the work tables at
the August 14, 2008 inspec;,tion showed a large quéntity (65 tabléts) of the drug Klonopin, an
illegally returned controlled substance. - N

d.  Inawritten statemerﬁ su‘bfnitted shortly after the Augﬁét 14, 2008 inspection,
Respondent Fujitaki admitted” that phaﬁacy technicians at Respondent Pharmacy routinely
refnoved drugs from punch cards then sorted the drugs info irregular containers, without proper
labeling, as observed by the Board’s 1nspector on August 14, 2008, for the specnﬁc purpose of

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

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

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

~a.  Allegations of pérégraph 33 above are realleged as though fully set forth,

b. Respondent Kim assumed resp;)nsibﬂity for pharmacy operations as pharmaci‘st-in-

charge on or about January 1; 2009. | -

| c. Despite warnings from the Board after the August 2008 inspection about improper
conduct related to processing returned drugs (including but not limited 1o a Writfen hotice datéd
August 14, 2008), Respondent Pharmacy was found to be engaged in substantially similar
reproéessing activity at the time of é subsequent inspection (cpinciding with execution of a search
warrant) on April 8, 2009, by reéson of the following:

) In fhe same work area where Board inspectors previously observed drugs sorted ‘
for re_L:t_se into ‘Dixie’ cups described abovg, Inspectors saw'sevefai large brown trash bags

- filled with partial or empty “bubble’ or ‘punch’ cards. Workers;at Respondent Pharmacy
were in the process of removing dfugs from punch cards, then sorting the drugs ii;’po smaH _

‘ziplock’ type plastic bags without requisite labéling, and without sufficient information to

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

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

1
7
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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 (o) and section 4076(a)(7) requiring that

a presc‘ripti on 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,

12009, 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
meg.

b. Prescription 6399550 (dispensed on 3 31 -2009) - The prescnptlon was for Clozapme '
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, RESPONDENT FUJITAKI and RESPONDENT .
KIM are subject to dlscnphrle for unprofessional conduct as defined in sect1on 4301() and (o) n
conjunction w1th section 4342 and Health and Safety code section 111255 for gross neghgence 1in
that in and about Apnl 0f'2008 and again in Apnl of 2009, Respondent Pharmacy adopted and/or

engaged in routine practices for recovering and sorting previously dispensed medlcatlons for

reuse and redispensing to other patients, which could potentlally cause harm or injury to

‘consumers, as described more fully in paragraphs 33,34 and 35 above, as follows:

RESPONDENT PHARMACY and RESPONDENT FUJITAKI: |

a.  Respondents’ practice in or about August _of 2008 of sorting previously dispensed
medications for reuse and redispensing to other patients into ‘Dixie’ type paper cups and vials
which were not labeled (with drug name, strength, expiration date, Jot number) was grossly
negligent in that these Respondents: . |

| lj Failed to insure that medieations-to be returﬁed to stoek for redispensing were

correc’dy 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-?eésonably insure that

consumer$ of medication dispensed by the pharmacy would receive medications which A

conforrﬁ to standards and tests a; to quality and strength;

| 3) Prepgred and/or stored medications in cluttered and unsanitéry conditions

invitiﬁg contamination. |

RESPONDENT PHARMACY and RESPONDENT KIM: -

b.  Respondents’ préctice‘in or about April of 2009 of sorting previously dispensed
medications fqr reuse aﬁd redispensing to other patients into plastic ‘zipldok’ type bags \x;hjoh
were not labeled (with drug name, strength, expiration date, lot number) Was'grossl_y negligent in
that these Resiaondents:

1)  Failed to insure that medications to be rgtufned to stock for rédispensing were ‘

' éoneétly sorted by drug type, 'stréngth, expiratipn date(s) and Tot numbér; |
| 2)  Failed to assﬁre proper storage of medications to réasonably insure that
consumers of medication dispensed by the pharmacy would recéive mediéaﬁons which
4 ‘confor-m to standards and tests as to quality and strength;
3) Prepared and/or stored medications in cluttered and unéeiﬁﬁéry conditions
' inviting‘contanﬁnatidh; '

4)  Tailed to change or correct pharmacy practices after -substanti_ally similar
répfocessin_g activity was cited in a written notice.from the Board in or about August of
2008. L

: FIFTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct - Comprommise of a Charge of Violation)

37. RESPONDENT PHARMACY, is subject to discipliné for unprofessional conduct as
defined in section 4301 (m) for entéring into a cash compromise-of a dharge in violation of
provisions of the Califorﬁia Welfare and Institu_tic;ns Code related to the Medi-Cal program, in
two separaté instances, in 2007-2008, and 2009, as follows: |
1

it
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a.  2007-2008 re—payment‘

On or about Deoem‘bér 13, 2007, Respondent Kyffm paid the Department of Health Care
Services $350,000. in cash, based on Respondent’s r\eview of its records and determination,
promplted by the Board’s October 2007 ivnspeotion> that Kyffin had\received an estimated
$757,000. or a-40% éxcess reimbursement from its Medi-Cal billings. Kyffin volunteered to
lrepay a total amount of $757,000. through DHCS £o the Medi-Cal program, in a series of
payments, to be cOrﬁple%ted by April 30, 2008.

b. 2009 settlement | _

(1) On or about October g, 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 through June 31,
2008, " |

(2)  On or about February 27, 2009, Respondent Kyffin, was issued formal notice of
DHCS findings that Respondent Was }inable to show documents or records supporting.its Medi-
Cal bﬂlings fof the four drugs during the audit period 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 agreém'en-t,‘ Kyffin agreed to pay funds in compliance with the audit demand.

SIXTH CAUSE FOR DISCIPLINE
(Illegal Returns of Controlled Substances)

“3'8. 'RESPONDENT PHARMACY and RESPONDENT FUJITAKI are subject to
discipline for unprofessional co’ndﬁct as defined in section_4‘301(]'). and (0) in conjunction with 22
California Code of Regulations Section 72371(c)(1) and 72371(d) (1), prohibiting return of
Schedule IV controlled substances to the issuing pharmacy, in that during a Board inspection on
or about August 14, 2008, Respondent Pharmacy was found to be in bossession 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 subject to
discipline for unprofeséional conduct as defined in section 43016) and (o) in conjunction with
seétion 4081(a), section 4333 and 16 Califémia Code of Regulations‘Section 1718 for failure to
maintaih'comple_te and current inventory_records related to drug iﬁventories an'd distribution, in
that Respondents dispensed at least 4006 more units of the drug Pro crit then the pharrn.ac.y has
recérds of acquiring, per an audit by Board inspectors of inventory records between J anuary and
November of 2007, as follows:

a.  Commencing on January 1, 2007, a selected drug audit was performed by a Board

inspector for the drug Procrit. The audit period was from January 1, 2007 throngh 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 .(“st'o,ck on
hand” pér a count taken on-October 23, 2007), Respondents show a discrepancy of at least 4006

units, as follows:

STOCK ON AMOUNT - AMOUNT CREDITS/

DRUG | ""HAND | PURCHASED | DISPENSED | RETURNS | DIEFERENCE
ESTIMATE

_ ‘ | S

Procrit 99 . 5197 0445 143 [(5197 + 143)

9445 = 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(2) provide's, in pertinent part, that any
person whose license has been revoked or is under suspensiofl, 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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mermber, officer, dirc__actor, associate, or parﬁer and while acting as the manager, admirﬁstratof,
6mer, member, officer, director, associate, or partner had knowledée of 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 manager, administrator, owner, merﬁber, officer,
director, associate, or partner of a license. '
PRAYER

\N’I{EREFORE, Complainant requests thét. a hearing be held on "che matters herein alleged,
and that following the hearing, the Board of ‘Pharmaoy igsue a decision: -

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

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

J
n

. 3. Revoking or suspending Origmal Pharmacist Liccﬁse No. RPH 43406 issué&.to _
4. - Ordering Respondents to pay the Board of Pharmacy the reasonable costs-of the
investigation and cnforoémént of this case, pﬁrsuant-to Business and Professions Céde éection '
125.3; | | |
| 5. "Taking such other and further action as deen G

DATED: S@%JO% 2009

Board of Pharmacy
Depariment-of Consumer Affairs
State of California

- Complainant

LA2008600753
.60452230.doc
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